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Preface

Drug prices impact the population in general; however, the issues related to prices

are changing fast in an economically diverse environment where the face of health

is changing and technological development is exponential. In low- and middle-

income countries, the price of medicine is the single most important factor

determining availability and affordability. In high-income countries, where

medicine reimbursement systems are often in place, the price may have less impact

on affordability for consumers; however, drug prices are important for

governments, for insurance companies, and for drug buying agencies.

This book provides a detailed account of international drug pricing issues

through country level case studies from around the globe. Countries range from

the United States (USA) to United Arab Emirates (UAE) and from European Union

to Canada, Turkey, Ethiopia, India, Egypt, and China, to name a few. Coverage is

diverse with a mix of high-, middle-, and low-income economies being represented.

The book reports on countries with stable and supportive medicine reimbursement

systems such as Australia, New Zealand, and Canada to countries that are much

more market driven such as the USA and Malaysia.

In addition to a focus on global difference, this book also covers the range of

medicine pricing mechanisms including policies based on cost-plus pricing, value-

based pricing, pricing, and innovation in pharmaceutical industry and the countries

where compulsory pharmacoeconomic analysis is used for drug reimbursement.

We expect this book to be well used and beneficial to a wide stakeholder group

including funders and planners, policy makers, pharmaceutical industry, academic

institutions, governments, and students of pharmacy, medicine, economics, public

policy, public health, and law.

Auckland, New Zealand Zaheer-Ud-Din Babar

October 2014
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Chapter 1

Pharmaceutical Pricing Policies in Australia

Agnes Isabelle Vitry, Loc Thai, and Elizabeth E. Roughead

Abstract This chapter presents the health care system in Australia, the regulation

and funding of medicines, the medicine supply chain, and the successive medicine

pricing policies that have been implemented over the last two decades. We include

an analysis of the impact of these policies on prices of pharmaceuticals in Australia

compared to prices in other similar countries.

The Pharmaceutical Benefits Scheme (PBS) is the Australian public insurance

program that provides subsidised prescription medicines to all Australian residents.

The Scheme is also the process by which medicine prices are regulated. Reference

pricing and value based pricing have been the cornerstones of the pricing of

subsidised pharmaceuticals since the introduction of mandatory economic evalua-

tion in 1993. In the 1990s, Australian medicine prices were found to be competitive

compared to similar countries. Since 2000 there has been a change in the structure

of the medicine market driven by a large increase in the number of generic

medicines as a result of the end of patent protection of commonly used branded

medicines. A number of pricing reforms were implemented successively in 2005,

2007, 2010 and 2014 with the objective to align PBS prices for generic medicines

with pharmacy purchase prices. The price reforms included a series of mandatory

price reductions and the introduction of price disclosure cycles, the latter which

require manufacturers of generic medicines to provide information about their

market prices to pharmacists so that PBS-listed medicines prices can be adjusted

in line with the market price.

Overall, these policies have been effective in decreasing medicines prices and

pharmaceutical expenditure. However, there are still higher prices of generic

medicines compared to some countries such as New Zealand and the United

Kingdom. The high prices for new medicines requested by the pharmaceutical

industry may now represent the most pressing challenge faced by the Australian

PBS and will require further development of pricing agreements.

A.I. Vitry (*) • L. Thai • E.E. Roughead
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1.1 Introduction

This chapter presents the health care system in Australia, the regulation and funding

of medicines, the medicine supply chain, and the successive medicine pricing

policies that have been implemented over the last two decades. We include an

analysis of the impact of these policies on prices of pharmaceuticals in Australia

compared to prices in other similar countries.

1.2 The Australian Health Care System

Australia is the world’s sixth largest country with a population in 2014 of 23 million.

Most Australians enjoy high-quality health-care. In 2010, life expectancy at birth

was 81.8 years, the fifth highest among countries of the Organisation for Economic

Co-operation and Development (Organisation for Economic Co-operation and

Development (OECD) 2013). However, the life expectancy for the Indigenous

population (330,000 people) is around 10 years lower than non-Indigenous

Australians (Australian Institute of Health and Welfare 2012).

The health-care system comprises a complex mix of public and private funding.

Australia is a federation of six states and two territories. Constitutionally, health

care is the responsibility of the states. However, much of the funding is supplied by

the Commonwealth (federal) government. There is interdependence and overlap of

health policy and health-care service responsibilities between the Commonwealth

government and the states. State governments administer public hospitals, which

comprise the largest single component of health care expenditure. But the majority

of the funding for the public hospital system comes from the federal government

through an agreement with each state and territory that stipulates provision to all

Australians of ‘timely access to quality health services based on their needs, not

ability to pay, regardless of where they live in the country’ (Council of Australian
Governments 2012). State governments are also responsible for community and

public health services. Doctors, pharmacists, dentists and other health professionals

in private practice provide the vast bulk of medical and pharmacy services. There is

also a private hospital sector comprising both for-profit or not-for-profit

non-government organisations (Willis et al. 2012).

Total health spending in 2011–2012 accounted for 9.5 % of GDP, positioning

Australia close to the median within the OECD group of countries. In 2011,

Australia spent a similar proportion of GDP on health as Spain and the United

Kingdom, a higher proportion than Sweden, Norway and Ireland, and a lower

proportion than New Zealand, Canada and France (Australian Institute of Health

and Welfare 2013). As typical for highly developed economies, health-care expen-

diture is predominantly public, accounting for more than two-thirds of total health

spending (World Health Organization 2014). In Australia, the Commonwealth

contributes about two-thirds of the public funding for health care, with other levels

2 A.I. Vitry et al.



of government the remaining third. Slightly less than half of the population pay for

some level of private health insurance, which also attracts subsidy by taxpayers.

Private insurance schemes contribute about 8 % of funding for the health-care

system, and various accident compensation schemes contribute another 5 %

(Australian Institute of Health and Welfare 2013). Out-of-pocket expenditures

accounted for 17 % of the total health expenditure (Australian Institute of Health

and Welfare 2013).

Notwithstanding federalism, it is the Commonwealth government that sets the

direction in most areas of health policy (Fenna 2012). The Commonwealth directly

operates two national subsidy schemes under the umbrella of Medicare. The first,

the Medicare Benefits Scheme (MBS) subsidises payments for services provided by

private doctors, optometrists and, in some circumstances, other health profes-

sionals. The second national subsidy scheme under Medicare is the Pharmaceutical

Benefits Scheme (PBS) (with the Repatriation Pharmaceutical Benefits Scheme

(RPBS)) as further explained below.

1.3 Regulation and Funding of Medicines

The National Medicines Policy provides the overarching framework for the regu-

lation and funding of medicines in Australia (Australian Government, Department

of Health 2014d). The overall aim of the National Medicines Policy is to meet

medication and related service needs so that optimal health outcomes and economic

objectives are achieved. The National Medicines Policy has four central objectives:

medicines meeting standards of safety, quality and efficacy, timely access to

necessary medicines at a cost the Australian community and the individual can

afford, quality use of medicines and the maintenance of a viable and responsible

medicines industry. Australia has also developed a National Strategy for Quality

Use of medicines with the objective to make the best possible use of medicines to

improve health outcomes for all Australians (Australian Government, Department

of Health 2014i).

Responsibility for most aspects of regulation in the pharmaceutical sector rests

with the Commonwealth. The Therapeutic Goods Administration (TGA), an

agency under the Department of Health, has responsibility for regulating the

medicines that are marketed in Australia and has the remit to ensure acceptable

quality, safety and efficacy of medicines (Australian Government, Department

of Industry 2014). The Advisory Committee on Prescription Medicines assesses

scientific data on the efficacy, safety and quality of new medicines or new indica-

tions. Where medicines meet the standards, they are then included in the Australian

Register of Therapeutic Goods (Australian Government, Department of

Health 2014b). The TGA licenses pharmaceutical manufacturers. All production

processes must comply with the principles of Good Manufacturing Practice

(Australian Government, Department of Health 2014a).
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1.3.1 The Australian Pharmaceutical Benefits Scheme

The PBS is designed to provide timely and affordable access to necessary and

lifesaving medicines at an affordable price that both the individual and community

can afford. Medicine subsidisation first started in Australia with the establishment

of the Repatriation Pharmaceutical Benefits Scheme in 1919, a scheme which

provided pharmaceuticals free of charge to veterans. In 1944, the Pharmaceutical

Benefits Act passed authorizing provision of pharmaceuticals free of charge to all

residents of Australia. However, the scheme itself was not established until 1948,

when a list of 139 life-saving and disease preventing drugs were provided free of

charge. In 2012–2013, the PBS subsidised around 750 medicines available in more

than 1,970 forms and marketed as more than 4,500 differently branded items

(Australian Government, Department of Health and Ageing 2013a). In 2012–

2013, 197 million prescriptions were subsidised under the PBS (Australian Gov-

ernment, Department of Health and Ageing 2013a). Prescriptions for PBS

subsidised medicines can be written by medical practitioners and, with restricted

formularies, by nurse practitioners, dentists, optometrists, and surgical podiatrists.

Prescriptions for PBS subsidised medicines can only be dispensed by approved

community pharmacies and hospitals. There is a specific formulary (section 100)

for highly specialised drugs, with supply restricted to public and private hospitals.

In the majority of states, PBS-listed medicines are funded for outpatients and for

patients on discharge from hospital. Special arrangements also exist for indigenous

groups (Australian Government, Department of Health 2014a), as well as palliative

care patients (Australian Government, Department of Health 2014e) and funding of

human growth hormone (Australian Government, Department of Health 2014f).

There are non-PBS funding programs for Herceptin (trastuzumab) (Australian

Government, Department of Health, Medicare 2014c) and life-saving drugs

(Australian Government, Department of Health 2014c).

The centralised features of the program make it possible to generate detailed

statistics on subsidised prescriptions. In 2012–2013, PBS government expenditure

was $9 billion1 representing 83 % of the total cost of PBS prescriptions. The

remaining cost is met by patient contributions (PBS Information Management

Section and Pharmaceutical Policy Branch 2013). The majority of government

expenditure on PBS prescriptions supports concessional cardholders ($5.5 billion,

78.5 % of the total). Concession cardholders include aged and disability pensioners,

unemployment and sickness beneficiaries and low income earners. There is less

precise and reliable data on private and non-subsidised PBS prescriptions, including

PBS items priced below the level of the co-payments. The collection of under

co-payment prescription data started in April 2012 (Australian Government,

Department of Health 2014j). During the first full financial year of the collection

(July 2012 to June 2013), approximately 62 million under co-payment prescriptions

representing 22.7 % of total PBS/RPBS prescriptions were processed.

1 All prices are expressed in Australian dollars in this chapter.
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1.3.2 Contribution of Patients

The cost to both general and concessional consumers of PBS-listed medicines is

subsidised if prescribed for approved conditions and the product is priced above the

level of the co-payment. In 2014 the general co-payment was $36.90 for general

beneficiaries and $6.00 for concessional patients. Safety net thresholds provide

protection against very high costs within a calendar year. The safety net thresholds

apply at the family level, not the individual, and were $1,421.20 for general

beneficiaries and $360 for concessional patients in 2014. Co-payments and safety

net thresholds are adjusted annually in line with the consumer price index

(Australian Government, Department of Health 2014). Once general patients

reach the general safety net threshold, the patient contribution to the total cost of

prescription medicines is at the level of the concessional co-payment. Once con-

cession card holders reach the concessional safety net threshold, they receive all

remaining prescriptions free of charge. Additionally, special patient contributions

may apply when a manufacturer and the government cannot agree about the price of

a product listed on the PBS. These result from the Brand Premium policy (extra

payment paid for brands with higher prices than the lowest priced brand) and the

Therapeutic Group Premium Policy (extra payment for brands of a medicine within

a therapeutic group that attracts a therapeutic group premium) (Australian Govern-

ment, Department of Health 2014b; Pharmaceutical Benefits Pricing Authority

2013).

1.3.3 Medicines Supply Chain

Patients have access to medicines through community pharmacies and hospitals,

either as inpatients or outpatients. The medicines supply chain comprises three

principal participants: manufacturers (originators and generics), wholesalers and

pharmacists.

The Australian pharmaceutical industry comprises over 40 originator companies

(mostly subsidiaries of multi-national companies), and around 10 generic compa-

nies (Medicines Australia 2010). Medicines Australia is the peak body for origina-

tor companies. The Generic Medicines Industry Association (GMiA) is the

representative body of generic medicine suppliers.

Wholesalers are eligible to receive government funding from the Community

Service Obligation (CSO) funding pool if they agree to comply with a number of

service standards including the supply, when requested, of the full range of PBS

medicines within 24 h. There are currently three national Community Service

Obligation distributors (Australian Pharmaceutical Industries, Sigma and Symbion)

and several state-based distributors.

1 Pharmaceutical Pricing Policies in Australia 5



1.3.3.1 Community Pharmacies

There are 5,350 community pharmacies across Australia. Pharmacy ownership is

governed by state and territory legislation, which largely restricts community

pharmacy ownership to registered pharmacists. The majority of community phar-

macies in Australia are owned by pharmacists, with a small number being owned by

not-for-profit entities. Location rules restrict the opening of a new pharmacy in

areas of less than a 1.5 km radius from an existing pharmacy (Australian Govern-

ment, Department of Health 2014g). The Pharmacy Guild of Australia represents

the interests of the majority of community pharmacy owners. Of those community

pharmacies owned by pharmacists, over three thousand are part of a banner group

or franchise, whilst others not affiliated with any group are classified as independent

pharmacies. Some of the banner groups operate as retail brands of the three major

pharmaceutical wholesalers. The two largest banner groups are currently Priceline

Pharmacies, which is a subsidiary of the API wholesaler, and Chemist Warehouse

(Feros 2011). Most pharmacy income is derived from dispensing of PBS-subsidised

medicines, with the remaining income derived from private prescriptions, sale of

over-the-counter medicines and other retail goods such as beauty and health

products (Beecroft 2007).

In addition to dispensing prescription medicines to patients, community phar-

macies deliver a range of professional services including the provision of medicines

information, clinical interventions, medication management services and preven-

tative care services. Every 5 years, a Community Pharmacy Agreement (CPA) is

negotiated and agreed between the Australian government and the Pharmacy Guild

of Australia. The Fifth Community Pharmacy Agreement operates for the 5 year

period between 1 July 2010 and 30 June 2015 (Commonwealth of Australia and

Pharmacy Guild of Australia 2010; Pharmacy Guild of Australia 2014a). Originally

these agreements addressed pharmacy remuneration and location rules but have

expanded in scope to provide for more professional pharmacy services. The Fifth

Community Pharmacy Agreement provides a total of $15.4 billion of funding over

5 years including $13.8 billion (90 %) for pharmacy remuneration (pharmacy fees,

pharmacy and wholesale mark-up), $386 million for rural support programs,

Aboriginal and Torres Strait Islander programs, medication management programs,

$277 million for electronic reporting of controlled dugs, supply from medicines

from a medication chart in residential aged care, continued dispensing of PBS

medicines in defined circumstances, clinical interventions, and dose administration

aids, and $949 million for the Community Service Obligation funding pool.

The dispensed price of each PBS medicine is made up of the ex-manufacturer

price (i.e. an amount that recognises the cost of the medicine from the manufac-

turer), a wholesaler margin (i.e. a percentage or flat fee that recognises the whole-

saler’s role in storing and distributing medicines to pharmacy (currently 7.52 %

wholesaler mark-up for drugs costing less than $1,000)), a pharmacy mark-up (i.e. a

6 A.I. Vitry et al.



percentage or flat fee2 that recognises the pharmacy’s role in storing medicines and

making them available for consumers); and a dispensing fee (i.e. a fee that recog-

nises the pharmacist’s professional role in dispensing medicines to consumers that

are adjusted on 1 July each year in line with the Consumer Price Index ($6.76
dispensing fee September 2014)) (Australian Government et al. 2014d). Dispensing

fees are adjusted on 1 July each year. Other pharmacy fees include the fee for

extemporaneous preparation and fee for supply of dangerous drug. Almost all the

prescription dispensing and payment processes are made in real-time using the

electronic PBS online platform (Pharmacy Guild of Australia 2014b).

Medication management programs funded by under the Fifth Community Phar-

macy Agreement include the Home Medicine Review program. Under this program

medication reviews are conducted, in collaboration with a patient’s general medical

practitioner, by an accredited pharmacist in the patient’s home. There is also the

Residential Medication Management Program for medications reviews conducted

for residents of aged care facilities, as well as MedsChecks and Diabetes

Medschecks which are in-pharmacy medicine reviews.

The Aboriginal and Torres Strait Islander programs aim to improve access to

quality, community pharmacy services by Aboriginal and Torres Strait Islander

people by strengthening the Aboriginal and Torres Strait Islander pharmacy work-

force, as well as providing allowances to approved pharmacies which deliver PBS

medicines and quality use of medicines services to participating Aboriginal health

services (Pharmacy Guild of Australia 2014a). Under the provisions of section 100 of

the National Health Act 1953, clients of participating Aboriginal health services are

able to receive medicines without the need for a normal PBS prescription form and

without charge (Australian Government and Department of Health 2014a).

1.4 Listing and Pricing of Medicines on the PBS

Following marketing approval by the TGA, pharmaceutical companies apply for

PBS listing, which is normally necessary for sales to be commercially viable. Since

2011, parallel TGA and PBAC processes have been introduced (The Common-

wealth of Australia 2011). Applications for listing are evaluated by the Pharma-

ceutical Benefits Advisory Committee (PBAC), an independent expert body, and its

sub-committees, for comparative efficacy, safety and cost-effectiveness. Where the

application is judged to have met the criteria for listing, the PBAC makes a

recommendation to the Minister for Health. The final decision to list new medicines

on the PBS is made by the Minister for Health.

2 – For drugs between $0 and $30 the mark-up is 15 %.

– For drugs between $30 and $45 the mark-up is a flat fee of $4.50.

– For drugs between $45 and $180 the mark-up is 10 %.

– For drugs between $180 and $450 the mark-up is $18.

– For drugs between $450 and $1,750 the mark-up is 4 %.

– For drugs over $1,750 the flat fee is $70.00.

1 Pharmaceutical Pricing Policies in Australia 7



Since 1 March 1988, the PBAC has been required by law to take cost-

effectiveness into account. Listing of new medicines may be recommended on

the basis of cost-minimisation (reference pricing), where medicines are considered

to be of similar safety and efficacy as existing listed medicines and so priced at the

same price. New medicines may be also recommended if they offer an acceptable

incremental cost effectiveness ratio (ICER) compared to existing therapy. There is

no fixed ICER threshold, as factors other than the ICER are taken into account.

However, it has been shown that medicines are unlikely to be listed when the ICER

is above $75,000 per Quality-Adjusted Life Year (QALY) (Chim et al. 2010). The

financial impact on the medicine budget has also shown to be an important

determinant of PBAC listing decisions (Mauskopf et al. 2013). Medicines listed

on the PBS can fall into three broad categories: ‘unrestricted benefits’ for medicines

with no restrictions on therapeutic use, ‘restricted benefits’ for medicines that can

only be prescribed for specific therapeutic uses, and ‘authority required benefits’ for
medicines that require prior approval from the Department of Human Services.

Prescribing restrictions may limit use to indications for which the medicine has

been deemed effective or cost-effective and may include rules for initiation or

continuation of treatment.

Until recently, a positive PBAC recommendation was followed by price nego-

tiations with the supplier through the Pharmaceutical Benefits Pricing Authority

(PBPA), an independent non-statutory body established in 1988, which included

representatives from Medicines Australia and the Generic Medicines Industry

Association. The PBPA considered a range of factors such as PBAC’s comments

on clinical and cost effectiveness of the medicine, the prices of alternative brands of

the medicine, comparative prices of medicines in the same Anatomical Therapeutic

Classification (ATC) Group, cost information, prescription volumes, economies of

scale and other factors including expiry dates, storage requirements, product sta-

bility, special manufacturing requirements, and prices of medicines in comparable

countries (Pharmaceutical Benefits Pricing Authority 2013).

The PBPA was terminated on 1 April 2014 and pricing negotiations were

integrated into the PBAC evaluation process (Australian Government and Depart-

ment of Health 2014k). The implications of this change are unclear at the time of

writing. Although there is no capped budget for the PBS, any medicine the PBAC

recommends for listing that is expected to cost more than $20 million per year in

any of the first 4 years after listing must be approved by Cabinet (The Hon Peter

Dutton MP 2013).

The Drug Utilisation Sub Committee (DUSC) of the PBAC assesses estimates of

projected usage and financial cost for medicines (Australian Government and

Health 2014a). It also collects and analyses data on actual use (including in

comparison with different countries), and provides advice to PBAC. The PBAC

also undertakes post-market reviews to assess medicines utilisation and strengthen

medicine pricing management through better targeting of medicines and avoidance

of preventable wastage or inappropriate prescribing (Australian Government,

Department of Health 2014b). These reviews may result in changes to the prescrib-

ing rules or to medicine prices. For example, a review undertaken for the biological

8 A.I. Vitry et al.



disease modifying antirheumatic drugs in 2009 resulted in a revision of the

eligibility criteria and price reductions (Pharmaceutical Benefits Advisory Com-

mittee 2009). A review of the medicines for Alzheimer’s disease in 2013 found that
they were being used in a much broader population and for longer periods of

time than originally agreed as cost-effective (Pharmaceutical Benefits Advisory

Committee 2013a). It resulted in a termination of the continuation rules and a 40 %

decrease in the medicine prices.

1.4.1 Reference Pricing and Value Based Pricing

Reference pricing and value based pricing have been the cornerstones of the

Australian pricing policy since they were introduced in 1993. Reference pricing

is used where medicines are considered to be of similar safety and efficacy for

pricing purposes and are recommended by the PBAC based on a cost-minimisation

assessment. Reference pricing of branded medicines resulted in highly competitive

prices for medicines on the PBS in Australia at first. A study undertaken by the

Australian Productivity Commission compared the prices for a basket of 150 widely

used PBS medicines with seven other countries: Canada, France, Spain, Sweden,

New Zealand, the United Kingdom (UK) and the United States of America (USA)

in June 2000 (Australian Productivity Commission 2001). It showed that Australian

medicine prices were between 51 and 61 % of the price paid by comparator

countries, excluding New Zealand and Spain. The largest price differences were

observed for ‘me-too’ pharmaceuticals and for generic pharmaceuticals. Prices for

innovative medicines were similar to those in the other countries.

Since 2001, the prescription medicines market has changed due to a large

increase in the number of generic medicines available as a result of expiry of patent

protection for commonly used branded medicines. Several studies in the subsequent

years showed prices of medicines in Australia were higher compared with similar

countries as generics prices approximated those of the originator brands (Australian

Government and Department of Health and Ageing 2005; Spinks and Richardson

2011). A study comparing the prices of nine medicines between Australia, the UK

and New Zealand showed that all nine medicines on the PBS were more expensive

than in both the UK and New Zealand (Australian Government, Department of

Health and Ageing 2005). In August 2005, the government introduced a statutory

12.5 % price reduction when the first generic of a medicine was listed on the PBS

(Australian Government and Department of Health and Ageing 2005). This policy

led to decreases in the prices of generic medicines. However, generics prices still

remained higher than in similar countries. A 2007 study comparing the prices of

34 medicines (including 11 generics) between Australia and New Zealand showed

that the prices of ten medicines were more expensive in Australia than in

New Zealand, a total cost difference which amounted to $460 million for the

2007 year (Spinks and Richardson 2011). Rather than competing on price to the

government, generics suppliers engaged in competitive discounting of price, often
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50 % or more, to pharmacists. This resulted in the government reimbursing

pharmacists at prices well above the prices actually paid (Lofgren 2009; Bulfone

2009).

1.4.2 2007 PBS Reforms

In August 2007, major PBS reforms were undertaken by the government. The main

objective of the reforms was to align government payments for generic medicines to

pharmacy purchase prices. The 2007 PBS reforms package comprised a range of

inter-connected measures including changes to the pricing of PBS listed medicines,

and changes to the pharmacy and pharmaceutical wholesaler compensation

arrangements (mostly increases to mark-up and dispensing fees and to the Com-

munity Service Obligation funding pool). In addition, a generic medicines aware-

ness campaign was implemented. The new pricing policies consisted of three major

components: the establishment of two formularies for PBS medicines, known as F1

and F2 formularies, statutory price reductions and the introduction of price

disclosure.

Formulary one (F1) medicines are those for which only a single brand is listed, in

most cases because of a patent. Formulary two (F2) contains multiple brand

medicines and single brand medicines which are interchangeable with multiple

brand medicines at the patient level. A transitional pricing arrangement applied to

F2 listed medicines with two sub-formularies being created, F2A, containing all

medicines that were not subject to high levels of discounting to pharmacies, and

F2T, containing all the medicines which were subject to high levels of discounting

to pharmacists. The F2A and F2T formularies were merged on 1 January 2011 to

form the single F2 formulary (Australian Government, Department of Health and

Ageing 2010). Different pricing mechanisms are applicable to each formulary.

While value based pricing is used for setting prices for medicines in the F1

formulary, the prices for most medicines in the F2 formulary are based on market

competition between multiple suppliers. The prices of F2 medicines were subjected

to mandatory price reductions of 2 % per year for 3 years for F2A listed products

and a one-off 25 % mandatory price reduction for F2T listed products followed by

annual price reductions resulting from compulsory price disclosure from August

2007 for F2A listed medicines and January 2011 for F2T listed medicines. Medi-

cines listed in F1 become F2 listed when a new brand of the same product is listed.

The price disclosure reforms required that manufacturers provide to the Depart-

ment of Health information about the actual selling price (ex-manufacturer). Based

upon this information, a weighted, one-year average, disclosed price (WADP) is

calculated. The PBS price is then reduced to the level of the WADP if the current

ex-manufacturer price is greater than 10 % of the WADP.

The preliminary impact of 2007 PBS reforms was assessed by the government in

2010 (Australian Government, Department of Health and Ageing 2010). Price

reductions of 25 % for 450 PBS items on F2T and of 2 % for 449 PBS items on
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F2A resulted in estimated savings of $274 million to the government in 2008–2009.

Seven of a total of 38 drugs subjected to the first round of price disclosure reforms

had price reductions ranging from 14.6 to 71.8 % (Australian Government,

Department of Health and Ageing 2010). In recognition that these reforms would

impact on community pharmacy profitability, the government also funded struc-

tural adjustment packages to community pharmacists and wholesalers. In the initial

year, the costs of implementing the reforms were more costly than the savings,

mostly because of the structural adjustment packages. However, savings in the

longer term were anticipated (Australian Government, Department of Health and

Ageing 2010).

1.4.3 2010 Memorandum of Understanding

In December 2010 the government introduced a second raft of reforms agreed to

with Medicines Australia through a Memorandum of Understanding (Australian

Government, Department of Health 2010). The first component was further

price reductions in October 2010 for medicines listed on the F2 formulary (addi-

tional 2 % reduction for F2A medicines and 5 % reduction for F2T medicines). The

second component was an increase in the price reductions from 12.5 to 16 % for

first-time listed generic medicines from April 2011. The third component was an

expansion of the price disclosure policy to encompass all F2 medicines with price

disclosure cycles reduced from 24 to 18 months, known as Expanded and Accel-

erated Price Disclosure (EAPD).

As a result of the first EAPD cycle in April 2012, 237 PBS listed products across

75 molecules had their price reduced, with reductions ranging from 10 to 83 %

(Australian Government and Department of Health and Ageing 2012b). The second

EAPD cycle in April 2013 delivered price reductions ranging from 10 to 87 %

for 62 molecules in total (Australian Government, Department of Health and

Ageing 2013b).

Overall, the pricing reforms resulted in a $72.5 million, $301.8 million and

$661.3 million in savings in PBS expenditure in 2010–2011, 2011–2012 and 2012–

2013 respectively (Australian Government and Department of Health and Ageing

2011, 2012a, 2013a). Overall, 160 medicines had price reductions following price

disclosures between April 2012 and August 2014 with an average price reduction of

42 % (range 10–98 %) (Medicines Australia 2014).

1.4.4 2014 Policy Changes

The latest development in pricing policy includes a Simplified Price Disclosure

(SPD) policy that will be implemented from October 2014 (Australian Government,

Department of Health 2014h). Simplified Price Disclosure streamlines price
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disclosure processes and allows PBS prices to be adjusted to market prices more

quickly. Price disclosure cycles are reduced from 18 to 12 months and data

collection is reduced from 12 to 6 months per cycle.

1.4.5 Generic Medicines Market

Increasing the utilisation of generic medicines has been shown to decrease total

pharmaceutical expenditure (Godman et al. 2014). In Australia, the utilisation of

generic medicines had been low compared to other European countries and the US

(Simoens and De Coster 2006; Clarke and Fitzgerald 2010) but is rising rapidly. A

number of policies have been developed to enhance generic utilisation in many

countries, mainly through demand-side initiatives such as financial incentives for

prescribers, pharmacists, and consumers, prescribing restrictions, prescribing tar-

gets or education. In Australia, there is a brand price premium policy to encourage

generic medicine use. Consumers may have to pay a brand price premium if they

want to use the branded product. In 2012–2013, the weighted average brand

premium was $2.41 and 13.2 million prescriptions (20 % of prescription of

PBS-subsidised medicines which include brands with a brand premium) were

dispensed with a brand premium (Pharmaceutical Benefits Pricing Authority

2013). There are also incentive payments to community pharmacies ($1.68 per

generic prescription from 1 August 2014). Generic medicines awareness campaigns

have been rolled out by NPS MedicineWise, an Australian organisation funded by

the federal government. NPS MedicineWise has run several educational campaigns

on generic medicines directed to the public and health professionals since 2008. In

2010, NPS was allocated $10.4 million over for 4 years to continue and develop

these campaigns. There are no restrictive policies on the use of patented medicines

versus generic medicines within a therapeutic group, which is in contrast to some

other OECD countries. For example, reimbursement schemes restricted the use of

patented statins in several countries such as Sweden, Finland, Norway and Nether-

lands (Pettersson et al. 2012; Martikainen et al. 2010; Sakshaug et al. 2007; Ohlsson

et al. 2011).

1.4.6 Pricing of New Medicines

While most recent PBS pricing policies have been targeting the generic market

there are growing concerns about the high prices requested for new medicines by

the pharmaceutical industry. An analysis of drivers of the PBS expenditure showed

that the changes in prices of existing medicines had reduced PBS expenditure

(Department of Health and Ageing and Medicines Australia 2013). However,

listings of new medicines increased PBS expenditure. Anticancer and immunomo-

dulating agents, along with medicines that act on nervous system and sensory
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organs, accounted for 80 % of the PBS growth in 2010–2011 (Department of Health

and Ageing and Medicines Australia 2013). PBS expenditure on anticancer drugs

rose from $65 million in 1999–2000 to $466 million in 2011–2012, an average

increase of 19 % per year (Karikios et al. 2014). In 2013, the listing of three cancer

medicines, ipilimumab for advanced melanoma, abiraterone for advanced prostate

cancer and oral vinorelbine for advanced breast cancer is estimated to cost the

Australian government more than $430 million over 4 years (Australian Govern-

ment, Department of Health and Ageing 2013a).

In response to the high prices of some new medicines, Australia has

implemented managed entry agreements for a number of medicines, with the aim

of allowing access to patients for treatment of conditions found to be cost effective,

but to limit use outside of these indications. Some agreements are pricing arrange-

ments that involve price or volume rebate, while others are outcome agreements

requiring patients to meet health targets for continued subsidy. In February 2013,

there were at least 71 medicines with special pricing arrangements in place (Vitry

and Roughead 2014). A total of 28 medicines were subject to continuation rules

involving documentation of adequate benefit in patients. Provisional funding of

new medicines conditional on the later provision of favourable scientific evidence

is also currently being trialled in Australia. In 2012, the PBAC recommended the

listing of ipilimumab for the treatment of melanoma subject to a risk-sharing

arrangement that would involve the ‘implementation of a mechanism to verify the
anticipated overall survival benefits of ipilimumab in real world clinical practice in
Australia. . . The sponsor would be expected to rebate the cost of difference in
performance between observed versus predicted benefits of ipilimumab’
(Pharmaceutical Benefits Advisory Committee 2013b). The special pricing agree-

ments are confidential so the prices paid by Australia cannot be compared with

prices paid in other countries (Cheema et al. 2012).

1.4.7 Impact of Pricing Policies on Patient Accessibility

In 2010–2011, patient contributions to the cost of medicines amounted to $1.6
billion for PBS-listed medicines, $1.7 billion for under co-payment prescriptions

and $962 million for private prescriptions of non-PBS-listed medicines (Australian

Institute of Health and Welfare 2013). Patient contributions as a percentage of the

cost of PBS-listed medicines rose slightly from 6.3 to 6.7 % between 2001–2002

and 2011–2012 (Senate Community Affairs References Committee 2014). Between

2000 and 2014, the concessional co-payment for pharmaceuticals increased from

$3.30 in 2000 to $6.00 in 2014 (4.4 % average annual change, higher than the 2.8 %

increase in the Consumer Price Index) and the general co-payment increased from

$20.60 to $36.90 (4.5 % average annual change) (Senate Community Affairs

References Committee 2014).

In 2014, the Senate Community Affairs References committee examined the

out-of-pocket costs for consumers of Australian healthcare, including medicine
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costs (Senate Community Affairs References Committee 2014). Submissions and

witnesses expressed concern about the impact of further increases in pharmaceuti-

cal co-payments on patient access to health care because existing out-of-pocket

costs had been shown to affect accessibility of medicines. Australia spends 1.3 % of

household consumption on out-of-pocket pharmaceutical costs compared to the

OECD average of 1.1 % (Lam 2014). Almost half of out-of-pockets expenses related

to health care is spent on prescription medicines, through the co-payments, payment

for medicines which are priced under the co-payment thresholds and payment for

private (non-subsidised) prescriptions (Lam 2014). Co-payments do appear to have

an effect on medicine use. An Australian study found that the 21 % increase in the

co-payments in 2005 reduced prescription medicine use for some therapies (Hynd

et al. 2008). A 2011–2012 survey undertaken by the National Health Performance

Authority showed that the number of adults who reported that they did not fill a

medical prescription due to cost ranged from 5 to 15% (National Health Performance

Authority 2013). In 2012–2013, 8.5 % of people given a prescription by their GP

delayed or did not fill it due to cost (CoAG Reform Council 2014).

In 2012–2013, 72 % of prescriptions for general patients had a dispensed price

less than the general co-payment (Pharmacy Guild of Australia 2014c). For such

products, pharmacists are entitled to set prices arbitrarily, though most consumers

have little understanding of the potential for price competition in these circum-

stances. A recent study compared the prices of 31 prescription medicines that were

priced under the general co-payment price between banner group pharmacies with

open discounting policies and community pharmacies without (Thai et al. 2014).

Before April 2012, banner group pharmacies provided discounts to patients of

around 40 % per prescription compared to the PBS listed price, whereas other

pharmacies provided discounts of around 15 %. Total price savings were on average

$9 per prescription at banner group pharmacies and $3.50 at other pharmacies.

Percentage discounts did not change greatly after the April 2012 price reductions.

Questions have been raised on whether discounting practices may impact adversely

on the extent and quality of professional services provided by pharmacists such as

counselling. However, no assessment of the effect on practice has been undertaken.

1.5 Ongoing Debates on Pricing Policies

There have been a lot of debates over the last 2 years on future pricing policy

options. In 2014, health policies including pharmaceutical policies have been a

contentious budget issue for the government. A National Commission of Audit set

up in October 2013 to review the performance, functions and roles of the Com-

monwealth government released its final reports in February and March 2014

(Australian Government, National Commission of Audit 2014) after having

received 289 submissions from individuals, organisations and businesses. An

inquiry from the Senate Community Affairs References committee that examined

the out-of-pocket costs in Australian healthcare released its conclusions in August
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2014 (Senate Community Affairs References Committee 2014) after it was pro-

posed in the budget to set-up new co-payments for a number of Medicare services

such as visits to general practitioners and increases in co-payments for

pharmaceuticals.

There are conflicting opinions on whether or not the growth of the government

expenditure on the PBS is sustainable and whether additional pricing policies are

required to contain further growth. Since 2004–2005, government PBS expenditure

has risen by $2.9 billion to $8.9 billion in 2010–2011 (annual growth rate of around
7 %) (Department of Health and Ageing and Medicines Australia 2013). However,

in the year to end of June 2013, Commonwealth expenditure on the PBS decreased

by 2.1 % compared to the previous year, while the number of PBS prescriptions

increased by 1.2 % (PBS Information Management Section and Pharmaceutical

Policy Branch 2013). The deceleration of government PBS expenditure and

decreases realised from 2012 to 2013 is principally explained by changes in the

pricing of generics over the past decade. Given generic medicine prices have fallen

significantly, there is less opportunity to gain cost savings from further generic

competition, thus future growth rates may start to increase.

Despite savings achieved, PBS pricing policies are still being criticised by a

number of academic teams and the Consumers Health Forum, the peak health

consumer organisation in Australia. In March 2013, the Grattan Institute’s report,
‘Australia’s bad drug deal’, compared the 2013 prices of 73 drug-dose combinations

between Australia and New Zealand (Duckett et al. 2013). It found that the average

Australian wholesale price was eight times more expensive than the New Zealand

wholesale price. It concluded that if the government benchmarked the prices of

generic drugs against prices paid overseas it could save more than $1 billion a year
in payments to manufacturers. Australian public hospitals were also able to achieve

significantly lower prices than the PBS through tendering and negotiations with

suppliers through state health and public sector purchasing agencies. The Grattan

Institute estimated that if the PBS were to purchase medicines at the prices available

to public hospitals, this would lead to savings between $750 million to $1.2 billion a
year (Duckett et al. 2013). New Zealand operates a tendering system for medicines

and may only subsidize the lowest price product, which partially explains the then

Health Minister criticism of the Grattan institute report stating that “New-Zealand
may get a good price for generic medicines but with much less choice for patients”
(Plibersek 2013).

In September 2013, Consumers Health Forum, the peak health consumer orga-

nisation in Australia launched a campaign ‘Ticking Away. . .Medicine Savings
Australians Never See’ with an online site showing the mounting cost of

Australia’s high generic medicines prices (Consumers Health Forum of Australia

2014a). Comparisons between PBS prices and prices in UK and NZ for the top

18 most costly generic medicines are provided and updated quarterly. Consumers

Health Forum estimated that more than $1 billion a year could be saved if Australia
paid the same prices for medicines as the United Kingdom.

These criticisms highlighted several issues. First, while the first generic of a

medicine PBS-listed automatically triggers a 16 % price reduction, the price
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reduction is small compared to the ones applied to European countries which are

closer to 50 % of the price of the original branded medicine (Puig-Junoy 2010;

Simoens 2007). In some Canadian provinces the price of six generic medicines

decreased by 82 % following patent expiry (Duckett et al. 2013). The Consumers

Health Forum argue that even with the latest 2014 pricing measures the prices

Australia pays for medicines remain significantly higher than those in the UK, NZ

and Canada and recommends reducing the time between price disclosures from

12 to 3 months, which is what occurs in the UK (Consumers Health Forum of

Australia 2014a, b).

Second, the de-linking of the prices of medicines in the F1 formulary from the

prices of medicines in the F2 formulary may mean discounts on prices that were

originally deemed cost-effective are not consistent for medicines across the formu-

laries. For example, in July 2005, atorvastatin (F1 formulary) was granted a price

differential of 12.5 % with simvastatin (F2 formulary) on the basis of its superior

effect in lowering LDL-cholesterol. By 2012, the price differential was about 30 %

above the price differential considered to be cost-effective and this has since

increased further (Australian Government and Department of Health 2012). The

adverse impact of de-linking of F1 and F2 formularies on overall pharmaceutical

expenditures is further compounded when the volume of prescriptions for F1

medicines is greater than for F2 medicines in the same therapeutic class. The case

of statins is an interesting illustration of the de-linking artefact. Lipid modifying

agents, mainly statins, have been the medicine group with the highest government

cost over recent years. After the first EAPD in April 2012, the monthly price of

40 mg simvastatin decreased by more than 50 % to just under $14, this price being
the third highest price in comparison to 13 OECD countries (Committee for

Economic Development of Australia 2013). However, off-patent simvastatin and

pravastatin in F2 constituted only 22 % of statins use in 2011 with the remaining use

being patented statins listed in F1. It has been estimated that the PBS expenditure

could have been reduced by $1,087 million prior to 2009 if use of off-patent statins

had matched that of England (Clarke 2012; Committee for Economic Development

of Australia 2013).

De-linking of the prices of fixed dose combination medicines and individual

components has also been raised as an issue (Clarke and Avery 2014). Fixed dose

combination medicines are listed on the PBS on the basis of cost minimisation.

While the initial price of a combination product is generally lower than the total

price of the separate components, prices of the fixed dose combinations may not

remained linked with the separate components over time. If there are multiple

brands of the fixed dose combination product, price disclosure is calculated based

on the wholesale costs of the combination products, not the individual components.

If there are reductions in the individual components separate to the fixed dose

products, then individual components can end up over time price more cheaply than

the fixed dose product (Clarke and Avery 2014). There has been growth in expen-

diture on fixed dose combination products over the last 12 years rising from $150
million in 2000 to more than $600 million in 2012 (Clarke and Avery 2014)

representing around 10 % of total government PBS expenditure (Department of

16 A.I. Vitry et al.



Health and Ageing and Medicines Australia 2013). It was estimated that the overall

additional cost to government cost of listing diabetes and cardiovascular combina-

tion medicines was around $120 million annually compared with the sum of the

costs of individual components (Clarke and Avery 2014).

Industry and pharmacy stakeholders consider that the Australian pricing policies

have achieved enough savings so far and consider that further cuts in medicines

prices would have adverse consequences for community pharmacies and the phar-

maceutical industry.

The Pharmacy Guild of Australia considers that professional services such as the

provision of advice on minor ailments and other health issues or the provision of

dose administration aids, which used to be cross-subsidised by dispensing remu-

neration and trading terms, are at risk if further price reductions occur (Pharmacy

Guild of Australia 2014c). The Guild claims the price disclosure policy, by lowering

pharmacist remuneration levels and removing trading terms, makes the provision of

professional services under the existing model of no or low cost to consumers that is

becoming unviable (Pharmacy Guild of Australia 2014c). The Guild believes that

further acceleration of price disclosure threatens the future viability of pharmacies

(Quilty 2014). These claims have been made despite the government payments to

pharmacy to enable business restructure in response to the price reforms.

A report to Medicines Australia found that the 2007 PBS reform package and the

2010 PBS reform were likely to deliver $14.5 billion and $3.4 billion savings

respectively in the period 2017–18 (Sweeny 2013). Medicines Australia warns

that further price cuts may oblige ‘restructuring and staff reductions they’ve had
to make to maintain a viable presence here’ as well as cause medicine shortages

(Medicines Australia 2014). The Generic Medicines Industry Association claims

that further accelerated price disclosure will reduce the time window for suppliers

of generic medicines to recoup their investment from entering the market and may

ultimately decrease supply of generic medicines to the Australian market (Generic

Medicines Industry Association 2014). In the absence of independent economic

modelling, it is difficult to ascertain the likelihood of these potential threats to the

Australian pharmaceutical industry being realized.

1.6 Conclusion

Australia has a comprehensive universal pharmaceutical funding program that

covers both use of medicines in the community sector, as well as use in private

hospitals and use by outpatients and patients on discharge from public hospitals in

most states and territories. Reference pricing and value based pricing have been the

main policies used for the pricing of subsidised medicines for more than two

decades. Generic medicine price reforms have included mandatory price reductions

and price disclosure cycles with the objective to align PBS prices for generic

medicines with pharmacy purchase prices. Overall, these policies have been effec-

tive in decreasing medicines prices and the growth rate in pharmaceutical
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expenditure. However, there are still higher prices of generic medicines in Australia

compared to New Zealand and the United Kingdom. De-linking of the prices of the

F1 and F2 formularies, and of fixed dose combination medicines and individual

components has resulted in variable discounts in prices not consistent with the

reference pricing policy. The current community pharmacy remuneration model

that links pharmacy remuneration to the prices of medicines may need to be

adjusted so that professional pharmacy services remain appropriately rewarded.

The high prices requested for new medicines may now represent the most pressing

challenge faced by the Australian PBS and will require further development of

pricing agreements.
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Chapter 2

Drug Pricing in Canada

Joel Lexchin

Abstract Drug pricing in Canada is a divided responsibility between the federal

and provincial governments. The price of patented medicines is largely controlled

at the federal level through the Patented Medicine Prices Review Board that sets a

maximum introductory price for new medicines and then limits the rate of rise of

those prices to the rate of inflation. The provinces and territories have a minimal

role in pricing of this group of medicines through product listing agreements.

Generic drug prices, on-the-other hand, are solely the responsibility of the prov-

inces and territories that set the prices for these products at a certain percentage of

the price of the originator product. Separate from these bodies, is a federal health

technology assessment process that considers clinical efficacy as well as cost-

effectiveness but this process only makes recommendations about funding to the

participating provincial, territorial and federal drug plans. Although private insur-

ance pays for over one-third of all drug costs, it has very little role in either setting

prices or containing costs. Overall Canada has among the highest drug costs among

developed countries but a lack of drug insurance means that up to 35 % of low

income people without insurance do not fill their prescriptions.

2.1 Introduction

Health care in Canada is a complicated matter owing to the federal nature of the

country and the way that the constitution divides power between the provinces and

the federal government. Making the situation even more complex is the wording of

the Canada Health Act that sets out which aspects of health care delivery are
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eligible for federal funding and which are solely reliant on provincial funding

(Government of Canada 2012). Then there is the way that Canada has chosen to

regulate the prices of patented and generic drugs and finally the role of health

technology assessment and the role of the private insurance companies. This

chapter explores all of these points and looks at how successful Canada has been

at controlling drug costs and ends by examining whether or not drugs are affordable

for all segments of the Canadian population.

2.2 Overview of the Canadian Health Care System

There actually is no Canadian national health care system. Under the Canadian

constitution, written in 1867, “the provinces were responsible for establishing,

maintaining and managing hospitals, asylums, charities and charitable institutions,

and the federal government was given jurisdiction over marine hospitals and

quarantine” (Canada’s Health Care System 2014). As a result, as health care

became more important provinces individually developed their own mechanisms

for funding and delivering health care. The beginning of publicly funded hospital

care came in Saskatchewan in 1947 followed by federal legislation that provided for

federal funding for half the cost of hospital care provided that the provinces agreed

to offer universal coverage through a publicly administered system. Saskatchewan

expanded its system to include universal public coverage for physician services in

1962 with the federal government once again following suit in 1966 with legislation

to pay for 50 % of the cost to any province (Canada’s Health Care System 2014;

Government of Canada 1966).

These two pieces of federal legislation were consolidated in 1984 in the Canada

Health Act (CHA). The CHA lays out five conditions for the provision of federal

funding to the provinces: portability (insurance continues when people move from

province to province), accessibility (people cannot be charged extra for any service

that is covered), universality (all Canadian citizens and permanent residents are

automatically covered), comprehensiveness (all necessary medical services are

covered), and public administration (the health care system is administered on a

public not-for profit basis) (Canada’s Health Care System 2014). Although the

CHA says nothing about the way that health care should be delivered almost all

hospitals in Canada are run by private not-for profit corporations that are not

investor owned and almost all of their funding comes from the provincial govern-

ment (Sutherland et al. 2013). Doctors are not state employees but also receive

nearly all of their income from the publicly run system (Blomqvist and Busby

2013).

While virtually all doctor and hospital services are covered without any form of

patient copayment, it is important to note that aside from drugs administered while

patients are in hospital, the CHA is silent about payment for prescriptions drugs.

Canada is unique as being the only developed country with a national health care

system that does not also cover drug costs. Therefore, as described below, each
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province has developed its own system for public payment, with the resultant

provincial variation in what drugs are covered, what groups of the population are

eligible for public insurance and what level of copayment, deductibles and user fees

are levied. Further complicating the situation is that prices for patented drugs, i.e.,

brand-name drugs, are controlled differently from prices for generic drugs.

2.3 Pharmacy Services

As of 2011, there were a total of 8,869 pharmacies in Canada and of these 5,476

were part of a chain, with the remainder split almost equally between independently

owned stores and pharmacy services located in food and other mass merchandising

stores (IMS Brogan 2012). There are no publicly owned or private not-for profit

pharmacies in Canada.

There were just over 30,600 pharmacists in 2012 with three-quarters working in

community pharmacies and the remainder employed in hospitals and other health

care facilities. “Most pharmacists reported their position as staff pharmacist, with

approximately 30 % reporting themselves as pharmacy owners/managers” (Cana-

dian Institute for Health Information 2013b). Pharmacy services are considered part

of the delivery of health care and as such pharmacists and pharmacies are under the

control of provincial governments.

2.4 Pharmaceutical Industry Ownership

The pharmaceutical industry in Canada is dominated by the subsidiaries of multi-

national companies. Out of the top ten companies in 2012, seven were multinational

subsidiaries and three were generic companies of which two (Apotex and

Pharmascience) were Canadian owned (see Table 2.1).

The brand-name industry is represented by Canada’s Research-Based Pharma-

ceutical Companies with 56 members. Although there is a scattering of small

Canadian owned start up companies the vast majority are foreign owned

(Canada’s Research-Based Pharmaceutical Companies 2014). As of 2006, there

were 15 generic suppliers in Canada with 13 having manufacturing plants in the

country; seven of the top ten companies were foreign based (Canadian Generic

Drug Sector Study 2007). The Canadian Generic Pharmaceutical Association

(CGPA) represents a subset of the generic industry and has nine members with a

mix of Canadian and foreign owned companies (Canadian Generic Pharmaceutical

Association 2014). Sandoz, one of the CGPA companies is actually owned by

Novartis, a Swiss based brand-name company. There are no publicly owned generic

or brand-name pharmaceutical companies.
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Nearly all of the active ingredients that go into both brand and generic drugs are

imported into Canada and manufacturing consists largely of combining the active

ingredient with the excipients into the various dosage forms.

2.5 Canadian Drug Regulation

Health Canada is the federal department with the responsibility for approving new

drugs for marketing, through two of its branches. The Therapeutic Products Direc-

torate approves and monitors prescription and non-prescription drugs derived from

chemical manufacturing whereas the Biologics and Genetic Therapies Directorate

is responsible for biological and radiopharmaceutical drugs including blood and

blood products, viral and bacterial vaccines, genetic therapeutic products, tissues,

organs and xenografts. While dealing with different types of products, both Direc-

torates function in an almost identical manner in terms of analyzing the laboratory,

preclinical and clinical data that the drug companies submit when they fill a New

Drug Submission. The basis for approving a new drug is efficacy, safety and

manufacturing quality. Health Canada has no involvement in pricing issues

(Lexchin 2008).

Table 2.1 Industry ownership and sales, 2012

Rank Company

Total sales

(C $ billions)

Market

share (%)

Brand-name

or generic

Ownership

(Canadian or

foreign)

1 Johnson &

Johnson

1.89 8.6 Brand Foreign

2 Pfizer 1.60 7.2 Brand Foreign

3 Apotex 1.27 5.7 Generic Canadian

4 AstraZeneca 1.22 5.5 Brand Foreign

5 Merck 1.11 5.0 Brand Foreign

6 Teva 1.03 4.7 Generic Foreign

7 Novartis 0.99 4.5 Brand Foreign

8 Abbott 0.95 4.3 Brand Foreign

9 GlaxoSmithKline 0.95 4.3 Brand Foreign

10 Pharmascience 0.77 3.5 Generic Canadian

Source: Industry Canada (2013)
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2.6 Patented Drug Pricing

2.6.1 Compulsory Licensing

Up until the early 1990s Canada allowed the import of active ingredients through a

compulsory license in order to encourage competition and lower the price for

brand-name drugs. During the 1960s, a series of three reports all pointed out that

drug prices in Canada were among the highest in the world and all three reports

identified patent protection as one of the major reasons for this situation (Restrictive

Trade Practices Commission 1963; Royal Commission on Health Services 1964;

Canada House of Commons 1967). The decision of the Liberal government of the

day was to allow companies to receive a compulsory license to import a drug into

Canada. Based on figures in the Report of the Commission of Inquiry into the

Pharmaceutical Industry (the Eastman Report), in 1983 the multinationals had lost

only 3.1 % of the Canadian market to generic competition but compulsory licensing

was responsible for a reduction of $211 million in a total drug bill of $1.6 billion

(Commission of Inquiry on the Pharmaceutical Industry 1985).

The compulsory licensing system significantly increased the availability of

generic drugs and could lead to a price reduction on individual drugs of as much

as 80 % depending on the number of generic competitors and the availability of low

priced generics allowed for the development and expansion of provincial public

drug plans (Lexchin 1993a). However, a combination of pressure from the United

States (US) and free trade agreements—the Free Trade Agreement (Canada and the

US), the North American Free Trade Agreement (Canada, Mexico and the US) and

the Trade Related Aspects of Intellectual Property Rights Agreement, one of the

agreements administered by the World Trade Organization, lead to first the weak-

ening of compulsory licensing in 1987 and its ultimate abandonment in 1993

(Lexchin 1993b, 1997).

2.6.2 Patented Medicine Prices Review Board

Once the government made the decision to end the use of compulsory licensing it

was faced with the question of how to ensure that drug prices were set at an

affordable level. Having used the patent system for almost a quarter of a century,

the government chose to continue to use the patent system to regulate prices for

patented drugs and created the Patented Medicine Prices Review Board (PMPRB)

in 1988. The PMPRB is a federal agency that operates at arms length from the

Ministry of Health. The authority of the PMPRB extends over the $12.8 billion in

sales of patented drugs or 59.3 % of total drug sales in Canada (Patented Medicine

Prices Review Board 2013). “Under the Patent Act, patentees are required to file

price and sales information about their patented drug products at introduction and

twice a year thereafter for each strength of each dosage form of each patented drug
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product sold in Canada” until the patent expires (Patented Medicine Prices Review

2014b).

Once this information is received, the product is assessed by PMPRB’s Human

Drug Advisory Panel (HDAP) to determine if it is a line extension, i.e., a new

presentation of an existing product, or a new active substance (NAS), i.e., a

molecule never marketed before in any form in Canada. If the product is a line

extension it is priced in line with the already existing presentation of the medicine.

If it is a NAS then the HDAP rates its therapeutic value and based on that rating the

PMPRB applies a series of criteria in its guidelines including the price of existing

products in the same therapeutic class and the median price in seven comparator

countries (France, Germany, Italy, Sweden, Switzerland, United Kingdom and

United States) to determine the maximum average potential price (MAPP) for the

drug (Patented Medicine Prices Review 2014b). The MAPP is the maximum

allowable introductory price for the drug. If the price that the company proposes

is at or below the MAPP then no further action is taken but if the price exceeds the

MAPP then the PMPRB first enters into negotiations with the company for a

Voluntary Compliance Undertaking to reduce the price. If those negotiations are

unsuccessful then the PMPRB can use its quasi-judicial powers to hold a public

hearing. If the hearing finds that the price is excessive, the PMPRB may issue an

order to reduce the price. PMPRB decisions are subject to judicial review in the

Federal Court of Canada.

Finally, the PMPRB limits the rate of rise of prices of individual products to the

rate of rise in the Consumer Price Index (CPI) over any 3 year period. Just

examining the increase in prices for individual products, the PMPRB has been

successful in controlling drug prices in Canada, with general price inflation, as

measured by the CPI, exceeding the average increase in patented drug prices almost

every year since 1988 (see Table 2.2).

At the same time, Canadian prices are higher than those in four out of the seven

comparator countries (Patented Medicine Prices Review Board 2013). At over $700
per person per year (US$ purchasing power parity), Canada spends more per capita

on pharmaceuticals than any other country in the world except the United States

(US) (OECD 2013). Similarly when measured against comparator countries in the

Organisation for Economic Co-operation and Development (OECD), Canada’s
growth in drug spending per capita (in real terms) between 2000 and 2009 was

4.3 % per year compared to the OECD average of 3.5 %. Although this rate fell to

�0.3 % per year from 2009 to 2011, the OECD average fell to �0.9 % (OECD

2013). The high per capita expenditure, despite the control over introductory prices

for patented drugs and the limitation on the rate of rise of their price, reflects the fact

that the price of individual drugs is only one factor influencing expenditures. Far

more important are “increased volume of use and changes in the mix of treatments

being used. . .accounting for average annual growth of 6.2 % and 2.0 %, respec-

tively. Both volume and mix effects were due in part to changes in treatment

guidelines, increased disease prevalence and the uptake of new drugs” (Canadian

Institute for Health Information 2012).
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There are also inherent deficiencies in the PMPRB process that help to contrib-

ute to the high per capita expenditure level in Canada. When generic equivalents are

marketed in Canada, the brand-name companies do not reduce their prices in an

attempt to compete on price (Lexchin 2004). Since the PMPRB allows companies

to set prices for new patented medicines up to the highest amount charged for other

medicines in the same therapeutic market (Patented Medicine Prices Review

2014a) by not lowering brand-name prices, companies thereby enable new entrants

into the same therapeutic market to charge higher prices. Lexchin has shown how

this feature of the PMPRB guidelines concretely affects introductory prices. The

mean introductory price of 33 new medications was 95.9 % of the price of existing

brand-name products and 91.5 % of the price of the most expensive brand-name

product in their class (Lexchin 2006).

Gagnon and Hébert criticize the comparator countries that the PMPRB uses

noting that the list includes the four countries with the most expensive prices

worldwide: Germany, Sweden, Switzerland and US. Since the Canadian price is

Table 2.2 Annual rate of change of patented drug prices and consumer price index, 1988–2012

Year Average annual change patented drug prices Average change consumer price index

1988 4.2 3.9

1989 1.9 5.1

1990 2.8 4.8

1991 3.3 5.6

1992 2.2 1.4

1993 0.1 1.9

1994 �0.7 0.1

1995 �1.9 2.2

1996 �2.2 1.5

1997 0.04 1.7

1998 �0.1 1.0

1999 0.2 1.8

2000 0.4 2.7

2001 �0.03 2.5

2002 �0.1 2.2

2003 0.1 2.8

2004 0.7 1.8

2005 0.5 2.2

2006 �0.2 2.0

2007 0.0 2.2

2008 �0.1 2.3

2009 0.2 0.3

2010 �0.5 1.8

2011 �0.1 2.9

2012 0.6 1.5

Source: Patented Medicine Prices Review Board (2013) and Statistics Canada (2014)
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the median of the seven comparator countries, they conclude that the PMPRB

guidelines ensure that the price of patented medicines in Canada are normally the

fourth most expensive price worldwide (Gagnon and Hébert 2010). Using other

comparator countries could significantly affect the Canadian price. In 2006, the

PMPRB conducted bilateral comparisons of the price of patented drugs in Canada

and 11 other OECD countries including 6 of the 7 comparator countries that the

PMPRB uses. (Sweden was excluded.) The mean of the average prices for the

6 comparator countries compared to the Canadian price was 1.04 whereas had all

11 countries been used the mean would have been 0.91 (Patented Medicine Prices

Review 2006) (see Table 2.3).

2.7 Health Technology Assessment

In 2003, the Common Drug Review (CDR), operating as part of the Canadian

Agency for Drugs and Technology in Health (CADTH), was established. The CDR

provides advice to all of the provincial drug plans, except the one operated by the

province of Quebec, the three territorial and six federal drug plans about the clinical

efficacy and cost-effectiveness of a drug against other drug therapies so that public

funds are optimally used. The CDR is funded by federal, provincial (except

Quebec) and territorial governments and is governed by a 13-member jurisdictional

Board of Directors appointed by the Federal/Provincial/Territorial Deputy Minis-

ters of Health (Standing Committee on Health of the House of Commons 2007).

CDR reviews submissions from manufacturers for new drugs, new combination

products, and drugs with new indications and in addition, the Formulary Working

Group (composed of representatives from the federal, provincial, and territorial

publicly funded drug plans and other related health organizations) or one or more of

the participating drug plans “may request through a submission: (1) a review of the

listing status of a particular drug that is already listed on one or more formularies,

Table 2.3 Average foreign-

to-Canadian price ratio at

market exchange rates for

patented drugs, 2005

Country Ratio

PMPRB comparator countries France 0.85

Germany 0.96

Italy 0.75

Switzerland 1.09

United Kingdom 0.90

United States 1.69

Non-comparator countries Australia 0.78

Finland 0.88

Netherlands 0.85

New Zealand 0.79

Spain 0.73

Source: Patented Medicine Prices Review Board (2006)
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(2) a class review, or (3) a drug-related review other than that described in (1) and

(2), and which may include a request for the review of a new drug or an old drug

that is not currently listed on any participating Drug Plan formulary” (Common

Drug Review 2013).

When CDR receives a submission it contracts a team that prepares a clinical

review, including a systematic review of all relevant published and unpublished

randomized controlled trials and in addition, examines and critiques the manufac-

turer’s pharmacoeconomic evaluation. The review team then prepares a report for

the Canadian Expert Drug Advisory Committee (CEDAC), a body appointed by the

Board of Directors for CADTH (see http://www.cadth.ca/index.php/en/cdr/commit

tees/cedac). CEDAC uses the review to assess the clinical and economic value of

the product and then makes a recommendation to the participating drug plans about

listing taking into consideration the medication’s effectiveness, safety and cost-

effectiveness compared to existing therapies (Tierney and Manns 2008). There are

four different types of recommendations that the CDR can make: unrestricted

listing, list in a manner similar to other drugs in the class, list with criteria and do

not list. CDR recommendations are not binding on any of the participating drug

plans, which are free to make their own funding decisions (Morgan et al. 2006).

Between May 2004 when the CDR made its first recommendation and May

2009, it considered 53 submissions and made a recommendation for listing in some

form for 24 of these. Participating drug plans listed between 7 and 25 of these drugs

and several drugs were listed on one or more formularies despite being given a “do

not list” recommendation. (Quebec listed 12 of the 29 drugs given a “do not list”

recommendation.) “The percent agreement between recommendations and deci-

sions ranged from 60.4 to 96.2 %, irrespective of how agreement was defined”

(Gamble et al. 2011).

A process similar to the one used by CDR is in place for providing advice to

provincial and territorial plans about oncology drugs, the pan-Canadian Oncology

Drug Review and as of April 1, 2014 responsibility for its administration was

transferred to CADTH (Pan-Canadian Oncology Drug Review 2014).

2.8 Provincial Drug Formularies

Since coverage for medicines is not included under the CHA, each province and

territory has developed its own public drug plan. Drug companies apply to get their

drugs (patented, non-patented brand-name and generic) onto provincial formularies

but there are differences in the number of new patented drugs that achieve listing.

Out of 198 new patented drugs approved between May 1999 and May 2009,

152 (76.8 %) were listed on one or more formularies but the number listed on

individual formularies varied from a low of 65 (32.8 %) to a high of 132 (66.7 %)

(Gamble et al. 2011). When generic drugs are included, the variation in listing in

2006 ranged from 55 % of 796 drugs to 73 %. Rates of bilateral formulary

agreement went from a low of 49 % to a high of 65 % depending on the provinces
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being compared. However, when national expenditure weights are applied to the

drugs listed on the individual formularies then drugs listed on any of the nine

provincial formularies (Prince Edward Island, the smallest of the ten provinces was

excluded) accounted for an expenditure weighted share of 77 % of the market,

suggesting that provincial drug coverage is more consistent than it would seem on

the surface (Morgan et al. 2009).

2.8.1 Product Listing Agreements

Although the PMPRB sets a national price for patented drugs the provincial

governments have started to play a role in how much they will pay for some of

these drugs that they list on their formularies. Companies apply to have their drugs

listed on provincial formularies and as part of that process produce

pharmacoeconomic studies to show the value for money for their medicines. If

the price of the product is felt to exceed its therapeutic value, i.e., it is not cost

effective, then increasingly Canadian provinces are entering into product listing

agreements (PLAs) with companies. These PLAs lead to lower, but confidential

prices that may be achieved through “rebates that may or may not be tied to drug

expenditures, utilization patterns or health outcomes” (Morgan et al. 2013b).

According to a recent study into PLAs, they are being used by at least seven out

of ten Canadian provinces although to varying degrees. Out of 12 drugs with a

negative recommendation from the CDR, ten were funded with a PLA in at least

one province (Morgan et al. 2013b). While PLAs reduce the price for drugs to the

provinces, people who have to pay out-of-pocket or who are covered by private

insurance do not benefit from these reduced prices.

2.8.2 Reference-Based Pricing

British Columbia is the only province to use reference-based pricing (RBP) to set

and control drug prices in certain drug classes. The system was set up in 1995 and

now covers five therapeutic classes of drugs. The assumption underlying RBP is

that in certain drug classes the medications are essentially equally safe and effective

and can be interchanged although they are not bioequivalent as generic are. A

reference price is established for the class and RBP covers the cost of drugs priced

at or below the reference price; if a physician prescribes a more expensive medi-

cation, the patient pays the difference. Overall, a Cochrane review found that RBP

can reduce third party drug expenditures by inducing a shift in drug use towards less

expensive drugs (Aaserud et al. 2006). The introduction of RBP for angiotensin

converting enzyme inhibitors (drugs used to treat hypertension, congestive heart

failure and coronary artery disease) lead to a saving of 6 % of all cardiovascular
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drug expenditures by the British Columbia drug plan (Schneeweiss et al. 2002).

However, there have not been any recent evaluations of the effects of RBP to see if

there are ongoing savings from the policy.

2.9 Generic Drug Pricing

Generic drugs account for just over 63 % of prescriptions filled in Canada but

represent slightly less than 25 % of the expenditures on medications (Canadian

Generic Pharmaceutical Association 2013). Previous reports have documented the

high price of Canadian generics compared to those in other countries. In 2007,

Canadian prices were higher than those in 11 other OECD countries (Patented

Medicine Prices Review Board 2010) (see Table 2.4).

One reason for the higher Canadian prices is the level of generic competition in

the market. Countries such as the US that have much larger populations tend to

attract more generic companies into the market leading to lower prices. However,

there still is substantial competition in Canada; work done by the PMPRB indicates

that Canada ranks in the middle of 6 countries studied in terms of the average

number of generic suppliers for each non-patented product (Canadian Generic Drug

Sector Study 2007). The main reason for the higher Canadian prices is that

competition among the generic companies takes place at the level of pharmacies

and particularly pharmacy chains. Because of the dominance of pharmacy chains

and franchises in the Canadian market they have been able to demand high rebates

from generic manufacturers in return for stocking their products. Average rebates

have been estimated to be 40 % and may be as high as 80 % for individual generic

products (Competition Bureau Canada 2007).

The main mechanisms used by public drug plans to set the price that they will

pay for generic products are capping the formulary price at a percentage of the

brand name price and specifying a maximum reimbursable cost for a drug or group

Table 2.4 Average foreign-

to-Canadian price ratios at

market exchange rates, by

bilateral comparator, 2007

Country Ratio

Australia 0.95

France 0.63

Germany 0.57

Italy 0.71

Netherlands 0.77

New Zealand 0.19

Spain 0.56

Sweden 0.45

Switzerland 0.74

United Kingdom 0.63

United States 0.47

Source: Patented Medicine Prices Review Board (2010)
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of interchangeable drugs. With a maximum reimbursable cost approach the plans

obtain the cost of the generic from the manufacturer and use that cost to determine

an appropriate formulary price (Bell et al. 2010).

In recent years provincial plans have significantly decreased what they will pay

for generic drugs. Ontario has gone from 50 to 25 % of the originator price (with

20% for the top ten drugs) and other provinces are at 25 and 35%, although some are

still paying 65% of the originator price and when British Columbia reduced prices to

35 %, it granted over 600 exemptions for specific products (Law and Kratzer 2013).

Despite these reductions Canadian generic prices still remain excessive. If Ontario

paid prices available for generics in either New Zealand or the US Department of

Veterans Affairs for the top 82 generics it covered, then it would have reduced it

expenditures on these products from $190 to $61 million (Law 2013).

Most recently there is an interprovincial program to reduce generic prices, the

Generic Pricing Initiative. Initially the program targeted six widely used drugs and

set a price cap at 18 % of the originator price. When fully implemented this program

could save up to $100 million annually Canada-wide (Council of the Federation

2013). As of April 1, 2014 four additional drugs were added (Ontario Public Drug

Programs 2014).

2.10 Role of Private Insurance Companies

Twenty-three million Canadians (68 % of the population) have some form of

private insurance coverage for medications (Canadian Life and Health Insurance

Association 2012) and over one-third (35.4 %) of total prescription drug expendi-

tures in Canada is covered by private insurance (Canadian Institute for Health

Information 2013a), but these plans have little role in controlling drug prices or

overall expenditures. In fact, over the period 2003–2012 private expenditures rose

faster than public expenditures in 8 of the 10 years (Canadian Institute for Health

Information 2013a). One of the key reasons that private insurers pay little attention

to costs is because “the majority of private drug benefit plans are administered for

companies by outside firms—mainly insurance companies—that are often paid a

percentage of plan costs” leaving them no incentive to rein in prices (Silversides

2009).

Law and colleagues point out the weaknesses in how private insurers approach

the issue of costs (Law et al. 2014). Private insurers are much more likely to list new

drugs on their formularies compared to public plans. An analysis of new drugs

approved by Health Canada between 2004 and 2011 found that 81 % of new drugs

were insured by at least one private plan compared to 47 % by at least one public

plan (CHPI 2013). Listing newer and typically more expensive drugs is only

advantageous if these drugs offer significant therapeutic advantages over existing

products but out of 336 NAS approved by Health Canada between January 1, 2000

and March 31, 2012 only 31 met that criterion (Lexchin 2014).
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Private plans often pay prices that are in excess of the manufacturer’s list price.
Although some provinces try to ensure that generic prices are equivalent in the

public and private sector, a Competition Bureau report found that prices in private

plans are 10 % higher than those in public plans for non-patented brand name

drugs and 7 % higher for generic drugs (Competition Bureau Canada 2007). This

difference in prices extends to patented brand-name products. In a “claims review

of a large employer, drug prices submitted by pharmacies for certain brand drugs

ranged from 9.2 to 37.2 %more than the. . .list price; and certain generic drugs were
priced between 45 and 102.9 % more than the. . .list price. In other words, some

pharmacies charged 102.9 % more for the same drug, in the same quantity, to the

same drug plan” (Stevenson 2011) and the plan paid that price.

While all public drug plans require mandatory generic substitution only 67 % of

employees belonged to private plans that had this requirement and only 19 % of

employees were part of a private plan that used a multitiered formulary, i.e., a

formulary that places drugs into different tiers with the first tier requiring the lowest

copayment and typically including mostly generic drugs (Kratzer et al. 2013).

According to Law and colleagues “[t]he very limited use of managed formular-

ies—a list of the drugs covered by the Plan—in the past by private drug plans. . .has
made it difficult, if not impossible, for insurers to negotiate. . .preferred discounts or
rebates in exchange for preferential listing status. Industry estimates also suggest

that the limited use of formularies resulted in private plans paying $3.9 billion more

for drugs in 2012 where equally effective therapeutic alternatives were available”

(Law et al. 2014).

2.11 Impact of Pricing on Accessibility

Provincial plans pay 38.5 % ($10,677.1 million) of total prescription drug costs in

Canada, federal and social security funds pay an additional 6.0 % ($1,652.5 mil-

lion), leaving private insurance to cover 35.4 % ($9,825.4 million) and out-of-

pocket payment at 20.1 % ($5,578.5 million) (Canadian Institute for Health Infor-

mation 2013a). While provincial drug plans are the largest payers they only cover

about 25 % of the population (Demers et al. 2008). Estimates are that 13 % of the

Canadian population is either uninsured or underinsured for prescription drug costs

and people with no drug coverage and paying out of pocket are usually those with

minimum wage jobs (Applied Management in Association with Fraser Group

Tristat Resources 2000).

The individual prescription drug programs in each province vary considerably in

their design in terms of who is eligible for coverage, what drugs are covered and

how much people have to pay in the form of deductibles, copayments and user fees.

Provincial plans are based on age (usually covering people 65 and older), income

level (coverage on a sliding scale below a certain individual or family income) and

employment (if employers offer health benefits to their workers then they must

offer drug insurance and employees are obligated to purchase the insurance).
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In addition, all provinces cover social assistance recipients although sometimes

these people are required to pay a co-payment (Daw and Morgan 2012; Morgan

et al. 2013a).

Simulations were constructed to show the variation in costs to people in different

provinces. One example was for a 65 year old woman whose family income was

below the national average and who was taking medications for diabetes, hyper-

tension and insomnia. Her annual out-of-pocket costs ranged from $8 to $504
depending on what province she lived in. A 40 year old social assistance recipient

taking drugs for hypertension and high cholesterol would get his drugs for free in

some provinces but would pay up to $200 in another. Overall, seniors, depending on
their income, paid 35 % or less of their drug costs in two provinces but up to 100 %

in others (Demers et al. 2008). These figures are based on the drug plans as of

December 2006 and while plans have changed since then it is likely that this level of

variation still exists. In recent years, “[u]niversal income-based catastrophic cov-

erage appears to be emerging as an implicit national standard for provincial

pharmacare. However, due to the variation and high level of patient cost-sharing

required under these programs, convergence on this model does not equate to

substantial progress towards expanding coverage or reducing interprovincial dis-

parities” (Daw and Morgan 2012).

Cost related non-adherence to prescription medications across Canada is about

5.1 % (Kennedy and Morgan 2006) but this figure hides significant within-country

differences. In Quebec where drug insurance is mandatory (either through employ-

ment or the provincial government) cost related non-adherence was 4.4 %. In

Ontario where there was coverage for those 65 and over and social assistance

recipients it was 8.8 % and in provinces with income-based coverage it was

12.1 % (Kennedy and Morgan 2009). Not surprisingly, cost-related non-adherence

is significantly related to income and having insurance coverage. For those with a

high income (annual household income >$80,000) and insurance it was 3.6 %

while for those with a low income (annual household income <$20,000) and no

insurance it was 35.6 % or ten times greater (Law et al. 2012).

2.12 Conclusion

Although superficially it would seem that Canada has been successful at controlling

the price of patented medicines, a deeper examination and per capita expenditures

shows that the mechanism that is used is deeply flawed and leads to Canadian prices

being among the highest of all of the OECD countries. Similarly, despite recent

moves by some of the provinces, generic prices remain much higher than those in

places such as New Zealand or those from the US Veterans Affairs. Private

insurance companies, despite playing a major role in paying for drugs have no

incentive for trying to help contain costs because they often paid a percentage of

how much the plan spends. The complicated federal nature of the country also

means that while there is a health technology assessment process, participation is
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voluntary on the part of federal, provincial and territorial drug plans, and although

all of them aside from Quebec have chosen to opt in, they are free to ignore the

advice that comes out of the process. The lack of a federal role in ensuring coverage

for drug costs means that each province and territory has its own unique plan with a

divergence from province to province in terms of who is covered, what drugs are

listed on formularies and how much people need to pay out of pocket in the form of

copayments, user fees or deductibles. The ultimate result is that many lower income

people who lack insurance forego filling the prescriptions that they receive.
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Gagnon M-A, Hébert G (2010) The economic case for universal pharmacare: costs and benefits of

publicly funded drug coverage for all Canadians. Canadian Centre for Policy Alternatives,

Ottawa

Gamble J-M, Weir D, Johnson J, Eurich D (2011) Analysis of drug coverage before and after the

implementation of Canada’s Common Drug Review. CMAJ 183:E1259–E1266

Government of Canada (1966) Medical Care Act. R.S.C. 1970, c. M-8. Queen’s Printer, Ottawa
Government of Canada (2012) Canada Health Act. R.S.C. 1985, c. C-6. Queen’s Printer, Ottawa
Canadian Life and Health Insurance Association (2012) Backgrounder—Canadian life and health

insurance industry drug pooling agreement. CLHIA. http://www.clhia.ca/domino/html/clhia/

CLHIA_LP4W_LND_Webstation.nsf/resources/Drug_Protection/$file/backgrounder.pdf.
Accessed 8 May 2014

IMS Brogan (2012) Retail pharmacies by outlet type, Canada, 2005–2011

Industry Canada (2013) Pharmaceutical industry profile. Industry Canada. http://www.ic.gc.ca/

eic/site/lsg-pdsv.nsf/eng/h_hn01703.html. Accessed 9 May 2014

Kennedy J, Morgan S (2006) A cross-national study of prescription nonadherence due to cost: data

from the joint Canada–United States survey of health. Clin Ther 28:1217–1224

Kennedy J, Morgan S (2009) Cost-related prescription nonadherence in the United States and

Canada: a system-level comparison using the 2007 international health policy survey in seven

countries. Clin Ther 31:213–219

Kratzer J, McGrail K, Strumpf E, Law M (2013) Cost-control mechanisms in Canadian private

drug plans. Healthcare Policy 9(1):35–43

Law M (2013) Money left on the table: generic drug prices in Canada. Healthcare Policy 8

(3):17–25

Law M, Kratzer J (2013) The road to competitive generic drug prices in Canada. CMAJ

185:1141–1144

Law M, Cheng L, Dhalla I, Heard D, Morgan S (2012) The effect of cost on adherence to

prescription medications in Canada. CMAJ 184:297–302

Law M, Kratzer J, Dhalla I (2014) The increasing inefficiency of private health insurance in

Canada. CMAJ 186:E470–E474. doi:10.1503/cmaj.130913

Lexchin J (1993a) The effect of generic competition on the price of prescription drugs in the

province of Ontario. CMAJ 148:35–38

Lexchin J (1993b) Pharmaceuticals, patents and politics: Canada and Bill C-22. Int J Health Serv

149:1401–1407

Lexchin J (1997) After compulsory licensing: coming issues in Canadian pharmaceutical policy

and politics. Health Policy 40:69–80

Lexchin J (2004) The effect of generic competition on the price of brand-name drugs. Health

Policy 68:47–54

Lexchin J (2006) Do manufacturers of brand-name drugs engage in price competition? An analysis

of introductory prices. CMAJ 174:1120–1121

Lexchin J (2008) New directions in Canadian drug regulation: whose interests are being served?

In: O’Donovan O, Glavanis-Grantham K (eds) Power, politics and pharmaceuticals. Cork

University Press, Cork, pp 153–170

Lexchin J (2014) Postmarket safety in Canada: are significant therapeutic advances and biologics

less safe than other drugs? A cohort study. BMJ Open 4:e004289

Morgan SG, McMahon M, Mitton C, Roughead E, Kirk R, Kanavos P, Menon D (2006)

Centralized drug review processes in Australia, Canada, New Zealand, and the United King-

dom. Health Aff 25(2):337–347

Morgan S, Hanley G, Raymond C, Blais R (2009) Breadth, depth and agreement among provincial

formularies in Canada. Healthcare Policy 4(4):e162–e184

40 J. Lexchin

http://www.clhia.ca/domino/html/clhia/CLHIA_LP4W_LND_Webstation.nsf/resources/Drug_Protection/$file/backgrounder.pdf
http://www.clhia.ca/domino/html/clhia/CLHIA_LP4W_LND_Webstation.nsf/resources/Drug_Protection/$file/backgrounder.pdf
http://www.clhia.ca/domino/html/clhia/CLHIA_LP4W_LND_Webstation.nsf/resources/Drug_Protection/$file/backgrounder.pdf
http://www.ic.gc.ca/eic/site/lsg-pdsv.nsf/eng/h_hn01703.html
http://www.ic.gc.ca/eic/site/lsg-pdsv.nsf/eng/h_hn01703.html
http://dx.doi.org/10.1503/cmaj.130913


Morgan S, Daw J, Law M (2013a) Rethinking pharmacare in Canada. C.D. Howe Institute,

Toronto

Morgan S, Friesen M, Thomson P, Daw J (2013b) Use of product listing agreements by Canadian

provincial drug benefit plans. Healthcare Policy 8(4):45–57

OECD (2013) Health at a glance 2013: OECD indicators. OECD Publishing

Ontario Public Drug Programs (2014) Executive Officer Notice: Pan-Canadian competitive value

price initiative for generic drugs.Ministry ofHealth andLong-TermCare. http://www.health.gov.

on.ca/en/pro/programs/drugs/opdp_eo/notices/exec_office_20140310.pdf. Accessed 8May 2014

Pan-Canadian Oncology Drug Review (2014) About the Pan-Canadian Oncology Drug Review.

pCODR. http://www.pcodr.ca/wcpc/portal/Home/AboutpCODR?_afrLoop¼324795520801000&

lang¼en&_afrWindowMode¼0&_adf.ctrl-state¼n4wxkb1b8_458. Accessed 8 May 2014

Patented Medicine Prices Review Board (2006) Non-patented prescription drug prices reporting:

Canadian and foreign price trends. PMPRB, Ottawa

Patented Medicine Prices Review Board (2010) Generic drugs in Canada: price trends and

international price comparisons, 2007. PMPRB, Ottawa

Patented Medicine Prices Review Board (2013) Annual report 2012. PMPRB, Ottawa

Patented Medicine Prices Review Board (2014a) Compendium of policies, guidelines and pro-

cedures—reissued June 2013. PMPRB. http://www.pmprb-cepmb.gc.ca/english/View.asp?

x¼1733. Accessed 8 May 2014

Patented Medicine Prices Review Board (2014b) Regulating prices. PMRPB. http://www.pmprb-

cepmb.gc.ca/english/View.asp?x¼1440. Accessed 8 May 2014

Restrictive Trade Practices Commission (1963) Report concerning the manufacture, distribution

and sale of drugs. Queen’s Printer, Ottawa

Royal Commission on Health Services (1964) Report. Queen’s Printer, Ottawa

Schneeweiss S, Soumerai S, Maclure M (2002) Reference drug pricing. CMAJ 167:126–127

Silversides A (2009) Ontario’s law curbing the cost of generic drugs sparks changes. CMAJ 181:

E43–E45

Standing Committee on Health of the House of Commons (2007) Prescription drugs part 1—

common drug review: an F/P/T process. Standing Committee on Health of the House of

Commons, Ottawa

Statistics Canada (2014) Consumer price index, historical summary. Statistics Canada. http://

www.statcan.gc.ca/tables-tableaux/sum-som/l01/cst01/econ46a-eng.htm. Accessed 8 May

2014

Stevenson H (2011) An end to blank cheques: getting more value out of employer drug plans.

Reformulary Group, Toronto

Sutherland J, Crump R, Repin N, Hellsten E (2013) Paying for hospital services: a hard look at the

options. Commentary No. 378. Toronto

Tierney M, Manns B (2008) Optimizing the use of prescription drugs in Canada through the

Common Drug Review. CMAJ 178:432–435

2 Drug Pricing in Canada 41

http://www.health.gov.on.ca/en/pro/programs/drugs/opdp_eo/notices/exec_office_20140310.pdf
http://www.health.gov.on.ca/en/pro/programs/drugs/opdp_eo/notices/exec_office_20140310.pdf
http://www.pcodr.ca/wcpc/portal/Home/AboutpCODR?_afrLoop=324795520801000&lang=en&_afrWindowMode=0&_adf.ctrl-state=n4wxkb1b8_458
http://www.pcodr.ca/wcpc/portal/Home/AboutpCODR?_afrLoop=324795520801000&lang=en&_afrWindowMode=0&_adf.ctrl-state=n4wxkb1b8_458
http://www.pcodr.ca/wcpc/portal/Home/AboutpCODR?_afrLoop=324795520801000&lang=en&_afrWindowMode=0&_adf.ctrl-state=n4wxkb1b8_458
http://www.pcodr.ca/wcpc/portal/Home/AboutpCODR?_afrLoop=324795520801000&lang=en&_afrWindowMode=0&_adf.ctrl-state=n4wxkb1b8_458
http://www.pcodr.ca/wcpc/portal/Home/AboutpCODR?_afrLoop=324795520801000&lang=en&_afrWindowMode=0&_adf.ctrl-state=n4wxkb1b8_458
http://www.pcodr.ca/wcpc/portal/Home/AboutpCODR?_afrLoop=324795520801000&lang=en&_afrWindowMode=0&_adf.ctrl-state=n4wxkb1b8_458
http://www.pmprb-cepmb.gc.ca/english/View.asp?x=1733
http://www.pmprb-cepmb.gc.ca/english/View.asp?x=1733
http://www.pmprb-cepmb.gc.ca/english/View.asp?x=1733
http://www.pmprb-cepmb.gc.ca/english/View.asp?x=1440
http://www.pmprb-cepmb.gc.ca/english/View.asp?x=1440
http://www.pmprb-cepmb.gc.ca/english/View.asp?x=1440
http://www.statcan.gc.ca/tables-tableaux/sum-som/l01/cst01/econ46a-eng.htm
http://www.statcan.gc.ca/tables-tableaux/sum-som/l01/cst01/econ46a-eng.htm


Chapter 3

Pharmaceutical Pricing Policies in China

Yu Fang

Abstract This chapter describes China’s drug pricing system, which affects the

overall health system, pharmaceutical industry, and drug price setting and regula-

tion. China’s thousands of domestic drug companies account for approximately

70 % of the market. However, the Chinese pharmaceutical industry is characterized

as having a low market concentration, weak international trading competitiveness,

and a lack of domestically developed patented pharmaceuticals. Between 1998 and

2013, the government intervened to directly set prices on 32 occasions. Each time,

the average price reduction across therapeutic categories was approximately 20 %.

These cuts have had a significant impact on the Chinese pharmaceutical industry.

The number of drugs subject to price controls in China rose to 2,700 in 2013; these

drugs only account for 20 % of all medicines, but represent 60 % of the total value

of all drugs sold. Although the government has substantially improved drug price

management, further steps are required to make the pricing system more scientific,

rational, and transparent.

3.1 Chinese Healthcare System

As the largest developing country in the world, China’s medical and healthcare

system is of vital importance to its population of over 1.3 billion. However, it is also

a major issue in people’s continuing well-being. Although the medical care system

and the health of Chinese citizens have improved since the launch of economic

reform in the late 1970s, access to basic healthcare by most Chinese has not kept

pace with the country’s economic growth (Yip and Hsiao 2009). Dramatic changes

have occurred in both the social and economic structures associated with health-

sector reform. These include a decreased reliance on state funding (Hsiao 2007), the

decentralization of public health services, increased autonomy of health facilities,

and increased freedom of movement of health workers. Disparities between urban
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and rural areas and between different regions have increased and healthcare expen-

diture has grown (Chen 2009).

In 2009, China’s national healthcare expenditure amounted to US$ 240 billion,

or approximately 5 % of gross domestic product (GDP). More than 40 % of this

expenditure was on medicines, which is one of the highest proportions in the world.

The disproportionately high pharmaceutical expenditure sets China apart from most

comparators. For example, pharmaceutical expenditure accounts for approximately

17 % of total health expenditures in Organization for Economic Cooperation and

Development (OECD) countries (OECD Library 2010). The high cost of medical

products continues to be considered the major obstacle in accessing healthcare in

China (Sun et al. 2008; Zhang 2010).

The reform of China’s medical and healthcare system continues to best ensure

the implementation of basic medical and healthcare systems (both urban and rural),

and to guarantee that every resident has access to safe, effective, convenient, and

affordable basic medical and health services. In doing so, China has enjoyed a

number of recent achievements. In 2009, the Chinese government announced a

systematic plan to achieve universal access to healthcare by 2020. This reform is

anchored in five interdependent areas: (1) expanding coverage to insure more than

90 % of the population; (2) establishing a national essential medicines system to

meet the primary medical needs of all Chinese; (3) improving the primary care

delivery system to provide basic healthcare and to manage referrals to specialist

care and hospitals; (4) making public health services available and equal for all; and

(5) piloting public hospital reforms (Communist Party of China Central Committee,

State Council 2009).

Since the beginning of the new healthcare reform in 2009, the average health of

Chinese people has improved. Judging from important indicators that measure

national health, the health of Chinese people is now among the top in developing

countries. In 2010, the average life expectancy was 74.8 years (72.4 years for males

and 77.4 years for females), maternal mortality rates fell from 51.3 per 100,000 in

2002 to 24.5 per 100,000 in 2012, and infant mortality rates and the mortality rate of

children under five have continued their downward trend. The former fell from 29.2

per 1,000 in 2002 to 10.3 per 1,000 in 2012, and the latter, from 34.9 per 1,000

to 13.2 per 1,000, exceeding UN Millennium Development Goals in this regard

(Ministry of Health 2014).

China’s reform process has also seen the implementation of medical and

healthcare systems covering both urban and rural residents. The first was a public

health service system, covering disease prevention and control, health education,

maternity and child care, mental health, health emergency response, blood collec-

tion and supply, health supervision, family planning, and other specialized public

health services. The system is based on community-level healthcare networks that

provide public health services. The second is a medical care system. In rural areas,

this system refers to a three-level medical service network that comprises the

county hospital, township hospitals, and village clinics. The county hospital is the

main provider, and township hospitals and village clinics provide a base service. In

cities and towns, the medical care system represents a new urban medical health
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service system that features the division of responsibilities as well as cooperation

among various types of hospitals at all levels and community healthcare centers.

The third is a medical security system. This system comprises basic medical

security, supported by many forms of supplementary medical insurance and com-

mercial health insurance. The basic medical security system covers basic medical

insurance for employed urban residents and basic medical insurance for

non-working urban residents. The system also includes new types of rural cooper-

ative medical care (covering rural populations) and urban–rural medical aid (which

covers people suffering from economic difficulties). Finally, the fourth system is a

pharmaceutical supply system that covers the production, circulation, price control,

procurement, dispatch, and use of pharmaceuticals. Recent work under the supply

service has focused on establishing a national system for essential drugs (State

Council 2013).

China’s health financing structure is being constantly improved. Health expen-

diture comes from a number of sources including the government’s general tax

revenue, social medical insurance, commercial health insurance, and residents’ out-
of-pocket spending. In 2011, the total health expenditure in China reached US$
376.94 billion, US$ 279.77 per capita. The total expenditure accounted for 5.1 % of

the country’s GDP. In comparable prices, China’s health expenditure grew by an

average annual rate of 11.32 % from 1978 to 2011. Individual out-of-pocket

spending declined from 57.7 % in 2002 to 34.8 % in 2011, showing that health

financing is effective in areas of risk protection and re-distribution.

Furthermore, health resources are being sustainably developed. By the end of

2011, there were 954,000 medical and healthcare institutions around the country, an

increase of 148,000 since 2003. Licensed doctors (assistants) reached 2,466,000, or

1.8 per 1,000 people, as compared with 1.5 per 1,000 people in 2002. Registered

nurses totaled 2,244,000, or 1.7 per 1,000 people, as compared with 1 per 1,000

people in 2002. The number of hospital beds reached 5,160,000, or 3.8 per 1,000

people, as compared with 2.5 per 1,000 people in 2002.

Marked improvements have also been seen in the utilization of medical and

health services. In 2011, medical institutions throughout the country have 6.27

billion outpatients visits, and admitted 150 million inpatients, as compared with

2.15 billion and 59.91 million in 2002, respectively. In 2011, Chinese citizens

visited medical institutions for treatment an average of 4.6 times and 11.3 of

every 100 were hospitalized. Furthermore, the utilization rate of hospital beds

reached 88.5 % and the average hospital stay was 10.3 days. These figures show

that it has become increasingly convenient to see a doctor and medical services are

more accessible. In 2011, 83.3 % of all households (80.8 % in rural areas) could

reach a medical institution within a 15-min journey, as compared with 80.7 % in

2002. Medical service quality management and control systems have been signif-

icantly improved (State Council 2012).
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3.2 China’s Pharmaceutical Industry

China established a strong pharmaceutical industry, and has become one of the

largest pharmaceutical producers in the world. The Chinese pharmaceutical indus-

try has been growing at an average annual rate of 16.72 % over the last few decades.

As of June 2012, 4,706 pharmaceutical manufacturers were licensed in China,

including more than 1,500 manufacturers of traditional Chinese medicine. How-

ever, the industry is still small-scale with a scattered geographical layout, dupli-

cated production processes, and outdated manufacturing technology and

management structures. Most are small companies that manufacture non-branded

generics as well as traditional Chinese medicine. The largest group of producers is

located in southeast China, and the rest are relatively dispersed across the territory.

The sector is dominated by basic technology and simple production methods. Many

of the larger producers are government-owned enterprises, characterized by

overproduction, outmoded methods, and constant operating losses. The very large

number of government-owned producers raises the potentially thorny question of

conflict of interest, as manufacturers and regulators report to the same government

authorities.

The Chinese pharmaceutical industry also has a low market concentration and

weak international trading competitiveness, coupled with a lack of domestically

developed patented pharmaceuticals. The thousands of domestic producers account

for approximately 70 % of the market (in terms of value). In 2011, the ten largest

domestic companies only accounted for 14.3 % of the market (Guo 2013). This is in

contrast to most OECD countries where the ten largest companies typically dom-

inate the market. Despite the relative backwardness of the industry, the balance of

the domestic market and the size of the export market have been steadily shifting in

favor of domestic producers. There is relatively little R&D and innovation, a

weakness that the government is attempting to change by encouraging joint ven-

tures with multinational companies.

Multinational drug manufacturers view China as an opportune and important

market, based largely on its sheer size. Faced with restrictive drug policies and

sophisticated cost-containment strategies in their own markets, virtually every

major international manufacturer has a presence in China, usually through joint

ventures. These enterprises employ sophisticated teams of marketing professionals,

sales representatives, and lobbyists. The Chinese association of research-based

multinational manufacturers reports that half of their members’ revenues come

from innovative drugs. The other half comes from the sale of well-known off-patent

generic drugs that have large followings among patients and health professionals.

During the last decade, experts consistently predicted that China would be the

second largest prescription drug market in the world by 2015. Instead, China’s
growth experienced a 20 % decline in 2013. Several factors are thought to have

been responsible for this, including a greater emphasis on promoting Chinese R&D

as well as recent crackdowns on corruption. Although China’s R&D spending is

only one-third that of the United States, it is increasing by 25 % each year. Thus, US
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and Western European pharmaceutical companies are facing greater competition

from Chinese pharmaceuticals. Another factor impacting on companies working in

China are recent allegations of bribes by foreign pharmaceutical companies to

Chinese doctors. As Chinese authorities continue to investigate a number of foreign

pharmaceutical companies, many are opting out of the Chinese market.

However, there are strong indicators that growth in China will continue despite

the slowdown. Healthcare reforms along with continued government investment

are designed to ultimately provide basic healthcare for more than 90 % of the

Chinese population. Moreover, the number of Chinese citizens earning US$ 5,000

or more a year is expected to reach 339 million by 2016 (The Language of Science

2014).

3.3 Drug Price Setting and Regulation

3.3.1 Drug Price Regulatory Authorities

The National Development and Reform Commission (NDRC), previously the

powerful former state planning commission, is in charge of the pricing of all

medical drugs and devices included in the drug formularies associated with publicly

funded insurance programs. Products not covered in the drug formularies can be

determined freely by market forces. Although drugs included in the state drug

formulary list account for 20 % of the approximately 10,000 available products,

they represent 60–70 % of the value of all market sales.

Drug price regulation is jointly administrated by NDRC agencies at both

national and provincial levels. Currently, approximately 1,900 drugs are as cate-

gory A drugs, and their pricing is determined by the NDRC at a national level.

Approximately 800 or 15 % of drugs are classified as category B, and their price

ceilings are left to the discretion of provincial governments. In 2005, pricing

regulatory responsibility for over-the-counter drugs was delegated from the

NDRC to provincial pricing bureaus, and they can now set prices according to

local health-care priorities and requirements (Liu et al. 2009).

3.3.2 Evolving Drug Price Control in China

Strategies to control pharmaceutical costs have evolved through several phases

since the founding of the Peoples’ Republic of China. During the era of the planned
economy prior to 1978, all pharmaceutical prices were set by the government.

When the early stages of China’s economic transition began in the 1980s, prices

were largely left to the market. However, in response to perceived problems of

market-based pricing—including price increases, poor quality control, corruption,
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and kickbacks—the government recentralized much of pharmaceutical pricing in

1997. A series of policy measures were enacted between 1996 and 2007, including a

new pharmaceutical law, various decrees on how pricing would be adjusted, and

several approaches to setting and adjusting prices (Yu et al. 2010).

There are two primary drug pricing regulations: (1) uniform price ceilings

applicable to generics to meet good manufacturing practice (GMP) standards; and

(2) “independent pricing policy” for specified pharmaceutical products, largely

patented medicines, off-patent originators, domestic primary generics, and subse-

quent generics of obviously superior quality. In 2001, the NDRC issued regulations,

permitting drugs that demonstrate a better treatment rate at a lower cost than

generics or similar drugs to apply for independent pricing under a special pricing

system. This system allows companies to request special higher pricing if they can

show significant safety and efficacy benefits compared with similar drugs. In recent

years, the independent pricing policy has played a positive role in motivating

manufacturers to improve drug quality and undergo incremental innovation.

The government intervened and set prices on 32 occasions between 1998 and

2013. Each time, the average price reduction across therapeutic categories equaled

20 %. These cuts have had a significant impact on the Chinese pharmaceutical

industry. From 2003 to 2006, the average profit percentage in the pharmaceutical

industry decreased from 9.7 to 6.3 % (Wang 2007). Furthermore, the number of

drugs subject to price controls rose from roughly 1,500 to 2,700 during this decade

(1,900 products were regulated by central government and 800 by local govern-

ments). By 2013, these drugs only represented about 20 % of all medicines but 60 %

of the value of all drugs sold.

Drug prices remain uncontrolled because of several flaws in China’s healthcare
system. First, the drug distribution system is congested with middlemen who

operate between the drug makers and hospitals, and they inflate the cost of the

drugs several times over. Second, revenues for hospitals in China are heavily

dependent on drug sales because of inadequate government funding. On average,

government subsidies cover only 10 % of hospital expenses. Because the govern-

ment allows hospitals to mark up their drug prices by 15 %, they tend to buy more

expensive drugs. This could potentially change when the healthcare reform is

implemented (Meng et al. 2005).

Although the mandated price cuts have significantly affected the industry, its

impact on actual pricing has been limited. When the price of a drug is reduced,

hospitals and retailers switch to alternative brands. As a result, sales typically

decline or products are even withdrawn from the market. When the profit margin

of a drug is substantially eroded, many manufacturers will stop producing that

product. Furthermore, uniform pricing cuts have occurred because of the lack of

comprehensive reform in the rational use of medicine, insurance coverage policy,

and the China Food and Drug Administration (CFDA) approval policy for “new”

drugs. Many manufacturers may opt to change the packaging, form, or specification

of the drug, registering it as a new one to avoid the former’s price restrictions,

whereas “old” drugs have been removed from the market because of low profit

margins.

48 Y. Fang



In April 2007, around 100 Chinese pharmaceutical companies filed a complaint

with the State Council concerning the price cut policy, stating that domestic

hospitals (which are financed through profits from drug sales) are the root cause

of high drug costs in China (Beijing Business Today 2007). The NDRC set 2011 as

the deadline to resolve this problem. It is expected that price ceiling regulations will

be introduced for all prescription drugs at different stages in the supply chain,

including ex-factory, wholesale, and retail, in an attempt to keep healthcare costs

down and to prevent irregularities and price manipulation through distribution

channels. A pilot model is currently under way in Guangdong Province. There is

also news that the NDRC is considering implementing a “fixed-price increase”

policy. Under this policy, hospitals will earn a fixed and independent service fee for

each prescription they dispense thus “equalizing” the incentives for prescribing

more expensive medicines (Economic Observation 2008).

There have been recent discussions regarding healthcare reforms involving

preferential pricing policies for innovative drug products; however, it remains

unclear how this will fit in with other pricing measures the government will

adopt. As drug pricing regulations will continue to have a major impact on the

industry, corporate strategies must take these into account (Pirce Waterhouse

Cooper 2009).

3.3.3 Drug Pricing Setting Principles

The Drug Administration Law of the People’s Republic of China, and Regulations

for Implementation of the Drug Administration Law of the People’s Republic of

China state that a drug price is determined as follows.

Article 48: For drug pricing, the State exercises a system under which the prices

are fixed or guided by the government or regulated by the market. For drugs listed in

the directory of drugs for national basic medical insurance and drugs not listed in

the directory but monopolistically manufactured and distributed, their prices shall

be fixed or guided by the government; the prices of other drugs shall be regulated by

the market.

Article 55: For drugs the prices of which are fixed or guided by the government,

the competent pricing department of the government shall, on the pricing principle

stipulated in the Pricing Law of the People’s Republic of China and on the basis of

average social cost, supply and demand in the market, and public affordability,

rationally fix and adjust the prices, in order to ensure that price is commensurate

with quality, eliminate excessively high price, and protect the legitimate interests of

users. The government shall organize experts in pharmaceutical, medical, economic

and other fields to conduct assessment, and if necessary, it shall solicit comments

from drug manufacturers, drug distributors, medical institutions, citizens, and other

relevant units and persons.

Article 56: For drugs the prices of which are adjustable with the market

according to law, drug manufacturers, drug distributors and medical institutions
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shall fix the prices on the principles of fairness, rationality, good faith and com-

mensuration of price with quality, in order to provide the users with drugs of

reasonable prices.

In practice, the factory price set by manufacturers is usually much higher than

the actual production cost because the government pricing authority does not have

the capacity to check these costs. Different prices for the same drug exist in

different areas because of local competition, procurement transparency, and local

protection. For medicines with market pricing, the retail price is set based on

production costs and market supply and demand. Wholesalers, retail pharmacies,

and hospitals can set the actual selling price but cannot exceed the retail price set by

the manufacturer (Wang 2007).

3.3.4 Drug Price Setting Methodologies

In 2006, the NDRC announced a series of measures to consolidate prices for

pharmaceuticals as well as for medical services.

1. Further reductions in drug prices. All drug prices were adjusted in a compre-

hensive manner and the prices of some expensive items were reduced. Prices

were raised for some inexpensive drugs with a high clinical demand that

manufacturers had not been willing to produce because of low profitability.

Rules to regulate differential price setting were established to prohibit manufac-

turers from changing dosages, strengths, and packaging to avoid price controls.

All hospitals above the county level are required to limit their markup to no more

than 15 % (except traditional Chinese medicines, which can be gradually

increased up to 25 %).

2. Implementation of the ratified ex-manufacturer price. To ensure the scientific

characteristics of government price setting and to control excessive profits from

drug distribution, certain drugs were selected with high distribution price dif-

ferentials. The prices of these drugs were reduced to reduce retail prices.

3. Drug price adjusted by the market. To improve transparency, the government

suggested that manufacturers add retail price labels on drug packaging. These

prices would reflect approved prices (including any increases of the adjusted

price), limitations on the price differential, and restrictions on excess profits.

Any market-adjusted pricing for prescription drugs must be incorporated into the

government pricing system.

4. Rational adjustments to prices for medical services. Adjustments were made to

increase the price of medical services (to reflect the true value of the required

technical skill and labor) while the fee schedule for high-tech examination

procedures was reduced.

5. Standardization of hospital norms for treatment and medication and the revision

and improvement of clinical guidelines. Physicians were directed to write pre-

scriptions using generic names (active ingredients by molecule name) and this
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was gradually extended to generic drugs. The aim was to de-link the relationship

between hospital revenue and personal income, and to promote competition for

medical and pharmacy services (NDRC 2006).

In April 2007, the NDRC announced that pharmaceutical costs would be mon-

itored more closely. Further improvements in pricing methods were announced, and

the number of price-controlled drugs was expanded to include virtually all pre-

scription drugs. These new guidelines were more responsive to manufacturers’
arguments that drug pricing should reflect the costs of manufacturing inputs,

distribution and marketing expenses, and reasonable profit margins. Manufacturers

are now permitted to set prices for new drugs (as well as for some existing drugs)

based on their assessment of costs. However, once set, these prices are now closely

monitored by central government. Foreign pharmaceutical manufacturers are also

allowed to set prices, taking into account actual costs related to sales, rebates,

commissions, and promotions.

The NDRC has adopted a wider range of pricing methodologies, including the

following.

1. Differential pricing. A drug’s differential price is based on the price ratio value

of forms (K¼ 1.9 log2X), strengths (K¼ 1.7 log2 X), and packages

(K¼ 1.95 log2X), where X¼ ratio (i.e., defined test drug strengths/the standard

drug strengths). For the same medicine, this will be influenced by factors such as

average production costs, production techniques, and the efficiency and effec-

tiveness of clinical application, convenience, and treatment cost.

2. Combined pricing. A combined pricing policy uses both the fixed-margin (15 %)

added-pricing method and the fixed-value added-pricing method. Low-price

drugs use the 15 % margin for added-pricing. When a drug price reaches a

threshold, a high-price drug will only have a fixed margin, usually less than a

15 % markup. In principle, this should work to hold the price down. To illustrate

the application of combined pricing in setting differential prices in the distribu-

tion process, suppose that the drug price is RMB 1,000 and the markup rate is

15 % (i.e., RMB 150) as set by the government. The final drug price would then

be RMB 1,000 +RMB 150¼RMB 1,150. To limit the retail price (i.e., because

the price of the drug is greater than RMB 1,000), the distribution markup would

be restricted to the fixed margin of RMB 75. Thus, in this case, the final retail

price would be reduced to RMB 1,075.

3. Reducing the profit margin on distribution. An estimated 30 % of drug costs are

attributed to the manufacturing process (ex-factory price), 55 % to the cost of

commercial distribution (commissions and rebates), and 15 % to retail markup at

the point of sale (the hospital). In principle, if drugs were provided directly from

the manufacturer to the hospital, the distributors’ share could be reduced and

significant savings could be passed on (The World Bank 2010a).
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3.4 Generic Policy

In China, there are no requirements for generic substitution or favorable terms for

registering generics, and there is no policy to promote the prescription of interna-

tional nonproprietary name (INN) generics. However, in the prescription manage-

ment strategies issued by the Chinese Ministry of Health (MOH) (MOH 2007), the

government suggested that doctors should prescribe using INNs. Meanwhile, the

Chinese government implemented its Essential Medicine Policy in 2009 to promote

the usage of low-cost generics. In August 2009, the MOH issued a National

Essential Medicine List (NEML), which included 307 generic drugs: 205 Western

medicines and 102 traditional Chinese medicines (MOH 2009). In 2012, a new

NEML (2012 edition) (The Ministry of Health 2012) was released. The new list

consists of three parts: chemical medicines and biological products (317), Chinese

proprietary medicines (203), and prepared slices of Chinese crude drugs The

number of chemical medicines and biological products in the list is approaching

that registered in the WHO current model list of essential medicines. The list places

an equal emphasis on both traditional Chinese medicine and Western medicine. To

meet the demand of patients, the MOH has stated that all primary healthcare

institutions in urban and rural areas must acquire and use essential medicines.

The ministry has also set specific utilization rates of essential medicines for other

healthcare institutions: in secondary and tertiary hospitals, at least 40 % and 30 %,

respectively, of all medicines used should be NEML drugs, and the inpatient and

outpatient sales of essential medicines should be no less than 30 % and 20 % of their

total drug sales, respectively (Shaanxi Provincial Government 2010). Patients are

also allowed to purchase prescribed drugs in retail pharmacies. Individual provinces

can apply the NEML to its local reimbursable medicines list and the reimbursement

percentage of essential medicines must be 5–10 % higher than that of non-essential

medicines.

The central government has instructed provincial governments to engage in

public online bidding for medicines to achieve the lowest possible purchasing

prices for medicines used to treat the most frequent and prevalent medical condi-

tions. For example, Shaanxi Province has established a coordinating center (the

Shaanxi Provincial Center for Medicine Procurement) in charge of the “unified

bidding, unified distribution, and unified pricing” of essential medicines. In

February 2010, the center announced the bidding results of 367 drug suppliers for

1,034 products (Xian Bureau of Health 2011). Compared with NDRC reference

prices, the average Shaanxi bidding prices were lower by 46.1 % (The Shaanxi

Provincial Government 2012). Under highly centralized bidding, wholesale drug

distributors’ distribution costs are set at 5 % of drug prices. Because drug sales

revenues were replaced by a zero-markup policy, the shift inevitably led to a serious

drop in income for hospitals (Guan et al. 2011). To maintain the normal operation of

grass-roots healthcare institutions, multiple measures have been taken to meet the

revenue: direct subsidies by central, provincial, and municipal level governments,

higher user fees, and higher insurance payments for medical services.
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Generic drugs play a central role in China’s essential medicines policy, but their

utilization and availability need to be improved, as do production and perception.

There are a number of ways these can be achieved.

1. Subsidize production. Several subsidized policies could be used to support the

production of generic medicines, such as compensation to the pharmaceutical

companies that manufacture essential medicines, low-interest loans to manufac-

turers, support for R&D, and lower VAT or tax exemptions.

2. International nonproprietary names (INNs). The use of INNs should be

expanded and pricing standardized for equivalent ingredients.

3. Select a designated list of approved generic manufacturers. To ensure the quality

of essential medicines, designated manufacturers should be carefully screened

and selected at provincial and municipal levels. Designated manufacturers

would facilitate economies of scale in production, helping to further reduce

production costs. The selection of designated manufacturers has been held up,

largely through resistance from the pharmaceutical sector. However, necessary

criteria have been agreed to as part of the selection process of manufacturers to

participate in the newly mandated programs for bulk purchasing. This step needs

to be followed through.

4. Ensure quality. In every aspect of manufacturing and distribution, the principle

must be enshrined: quality first, then price. There can no leeway in conformity

with strict good manufacturing practice standards—a message that must be

widely disseminated among those who prescribe and use these medicines.

5. Simplify the package. The MOH and CFDA should encourage pharmaceutical

manufacturers to simplify drug packaging.

3.5 The Impact of Pricing on Public Health

In both 2010 and 2012, two cross-sectional surveys (Yang and Fang 2010; Fang

2012) on medicine availability and prices in Shaanxi Province were conducted

using a standard methodology developed by WHO and Health Action International

(WHO/HAI) (WHO, Health Action International 2008). A total of 44 medicines

were surveyed in both years: 27 selected from WHO/HAI core global and regional

lists (representing medicines for common acute and chronic conditions), and

17 locally selected supplementary medicines chosen for their local importance

and disease burden (The Shaanxi Department of Health 2012; Department of

Health 2013). Sectors surveyed included public hospitals and private retail phar-

macies. As required by the WHO/HAI survey method, data were collected on the

availability and price of both the originator brand (OB) and the lowest-priced

generic (LPG) equivalent.

Availability was reported as the percentage of facilities where each product was

found on the day of data collection. Medicine prices were expressed as median unit

prices (MUPs) in RMB (yuan unit price refers to the price per individual tablet,
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capsule, milliliter [e.g., for injections and liquids]), gram [for creams] or dose [for

inhalers]) (WHO, Health Action International 2008).

The results showed that the average availability of surveyed medicines was low

in both public and private sectors. Furthermore, the availability of essential med-

icines decreased from 2010 to 2012, particularly in primary hospitals. The MUPs of

OBs and their generic equivalents decreased significantly from 2010 to 2012 in

primary hospitals in comparison with secondary and tertiary hospitals. In the

private sector, the median percentage decrease in price between 2010 and 2012

for 38 LPGs was 4.7 % compared with a larger median decrease of 7.9 % for

16 OBs. Inflation-adjusted medicine prices were also lower and more affordable in

comparison with local wages. However, there were concerning decreases in 2012

(from the already low 2010 levels) in the availability of medicines in both the public

and private sectors. A long-term, stable, and consistent information system is

required to monitor the further impacts of the implementation of the Chinese

essential medicine policy.

3.6 Future Direction for Drug Price Setting

3.6.1 Improving Methods for Pricing Drugs

In formulating the Healthy China 2020 master plan (January 2008), the government

substantially improved drug price management, making the pricing system more

scientific, rational, and transparent. Efforts along these lines should be continued.

1. The pharmacoeconomic valuation method should be used to select and price

essential medicines. (The less-sophisticated selection/pricing method used pres-

ently is based on the traditionally narrow criteria of clinical necessity, safety and

efficacy, price, and the balance between Western and traditional Chinese

medicine.)

2. Drug price policies must be specified by category of drugs, for example,

innovative drugs, breakthrough drugs, orphan drugs, and low-price generic

drugs.

3. Other objectives of price-setting policies should be strengthened, for example,

the need to fully protect and encourage innovation, facilitate healthy market

competition, and continuing support for traditional Chinese medicines.

4. The so-called individual drug price-setting system should be abolished. The time

lag between the pricing of originator drugs (i.e., those for which patents have

expired) and generic medicines should be shortened.

5. Gradually reduce the scope of government price setting, from approximately

2,400 items (representing a 20 % market share and 60–70 % of its value) to all

prescription drugs. It is not realistic to audit production costs for every medicine,

even using a standard panel drug as a benchmark.
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6. The drug reimbursement list can and should vary according to the basic insur-

ance packages offered by existing insurance schemes (i.e., urban employee basic

medical insurance, urban resident basic medical insurance, and the new rural

cooperative medical system). Realistically, these will not be merged nor their

pricing fully standardized within the near term.

7. The general principle of pricing methods is that they should be consistently

working to close the gap between branded and generic medicines (The World

Bank 2010b).

3.6.2 Implementing Zero Markup

The zero-markup rate policy for drugs does not work independently, and should be

combined with government budgetary management and the separation of revenue

and expenditure accounts. Another important issue is related to the incentives of

professionals. Where the economic linkage between prescribing and health center

revenue is blocked, the performance evaluation of health workers can serve as an

important tool to establish alternative compensations (The World Bank 2010b).

A zero-markup policy is likely to reduce medical insurance expenditure and can

help to cut unnecessary utilization. However, a close eye must be kept on the

sustainability of the policy, primarily because a mechanism has not yet been

designed to compensate hospitals for their lost revenues.

The extent to which the zero markup succeeds realistically depends on offsetting

subsidies. Government financial support is uncertain, and its allocation may be

geographically uneven. The amount of subsidy that a hospital or community health

center (CHC) receives would depend on the number and volume of zero-markup

drugs described by each CHC.

The zero-markup policy faces considerable political challenges under China’s
health reform. Most CHCs oppose zero markup because of fears that pharmaceu-

tical revenues will be lost. In addition, many patients fail to perceive any substantial

benefits. The zero-markup policy needs to be combined with government budgetary

management and the separation of revenue and expenditure accounts. Unless the

separation of CHC revenue and expenditure accounts is implemented and local

governments fully support implementation, the policy is unlikely to be sustainable.

3.6.3 More Effective Use of Bulk (Pooled) Purchasing

A relatively small number of top drugs account for a disproportionately large share

of hospital pharmaceutical sales. If bulk-purchasing systems were effectively

implemented for these drugs, substantial savings would accrue.

To establish the production and supply system of essential medicines, the

government could conduct bulk purchasing using market competition. When
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organizing designated production, a supervision system will help to avoid market

monopolies and government corruption.

The distribution system of essential medicines could entail both government-

exclusive selling rights and market circulation. The distribution system of essential

medicines should be gradually shifted toward government purchasing, unified

distribution, and no markup for hospital-sold essential medicines. All bidding and

pooled purchasing fees should be borne by the government.

3.6.4 Continued Learning from International Experience

There is much to be learned from international experience in the area of cost

containment. Virtually every government has employed either direct or indirect

interventions to control pharmaceutical prices. China can benefit from these expe-

riences, especially with regard to setting maximum prices, price negotiation,

reference prices, profit controls, volume-based price policy and application of

pharmacoeconomics evaluation. On issues relating to the prices of imported

drugs, China should select several Asian or OECD countries at a similar economic

level and undertake rigorous comparative price analyses.

3.7 Conclusion

The Chinese government changed its drug pricing policy from controlling the entire

cascade of prices for all pharmaceuticals to controlling retail prices for selected

products only. Although the mandated price cuts since 1998 have significantly

affected the industry, its impact on actual pricing has been limited. To tackle the

root cause of unaffordable health care—rapid cost inflation caused by an irrational

and wasteful health care delivery system, the Chinese government announced in

2009 a systematic plan to achieve universal access to healthcare by 2020. Of the

five main priorities of this plan, the establishment of a national essential medicines

system to meet basic needs for treatment and prevention and ensuring drug safety,

quality, and supply were particularly emphasized. The solution is to establish a

comprehensive and balanced national medicine policy which reconciles the inter-

ests of different players in the pharmaceutical sector and guides the whole process:

drug production, distribution, consumption and pricing. Although there is only

limited evidence available, the implementation of the national essential medicines

system in China have been characterized by relative reductions in medicine prices

but lower availability of drugs on the National Essential Medicine List in the public

and private sectors, especially in primary hospitals. It is critical for government to

regulate industry with patient’s-need-oriented production, not profit-oriented, and

increase financial support to hospitals to break the present incentive system and

increase salaries for doctors to prevent rebates. Also, improving transparency and
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providing adequate price and quality information to empower patients are crucial.

In the long run, the government should improve drug price management by

continuously learning from international experiences.
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Chapter 4

Pharmaceutical Pricing in Egypt

Heba Wanis

Abstract This chapter discusses medicine pricing in Egypt. Historically, medi-

cines were subject to compulsory pricing, later formulated into a legislation that

was based on cost-plus and mark up regulation. In 2009, external reference pricing

was introduced and later combined with mark-up regulation in a more recent

legislation in 2012. Despite the clear legislations, their implementation continues

to be a challenge to the government which makes medicine pricing a nontransparent

and confused element of pharmaceutical regulation. In a country with high private

out-of-pocket expenditure on medicines, affordability remains a major determinant

of access to medicines. The local pharmaceutical industry, which is the main

provider of inexpensive generic medicines, suffers the confusion of pricing poli-

cies, and often risk operating at a loss. The chapter addresses medicine pricing from

several angles in an attempt to provide a comprehensive, yet critical, reading of the

Egyptian scene.
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MOHP Ministry of Health and Population
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4.1 The Health System in Egypt

4.1.1 Introduction

The Arab Republic of Egypt is a lower-middle income country with a population

size of over 86 million (CAPMAS 2014). The gross domestic product (GDP) of

Egypt is USD 262 billion and there is 26 % of the population living under the

national poverty line of USD 1.56 per day (CAPMAS 2013).

The health system in Egypt is fragmented with multiple service providers

(ISPOR 2012). The Ministry of Health and Population (MOHP) lies at the centre

as the main service provider. Services are subsidised through public funding, and

are delivered through different establishments managed and overseen by the

MOHP, such as public hospitals, teaching (university) hospitals and hospitals

belonging to the Health Insurance Organisation (HIO), which is the public health

insurance system. The coverage of HIO, however, is limited to about 55 % of the

population and covers only employees of the formal sector (ISPOR 2012). Services

in government facilities, including medicines, are provided either for free or against

a small fee. Those who do not have insurance coverage can benefit from the

Programme for Treatment at the Expense of the State, which was initiated by the

government with an independent budget (ISPOR 2012).

4.1.2 Expenditure on Health and Pharmaceuticals

Total Health Expenditure (THE) constitutes about 6 % of Egypt’s GDP, of which
the government covers nearly 44 % (WHO and HAI 2008). The low budget of the

MOHP remains a major challenge facing better and more comprehensive health

coverage. According to National Health Accounts in 2009, the MOHP was allo-

cated only 4.3 % of public budget, most of which gets spent on salaries (MOH and

WHO 2011). This low budget is reflected in the MOHP inability to cater for the

healthcare needs of all Egyptians, and certainly in the quality of its facilities and

service provision. Patients, accordingly, resort to private healthcare providers

preferring to pay out-of-pocket for a service with guaranteed quality. That said,

out-of-pocket expenditure on heath constitutes a large proportion of total expendi-

ture in Egypt, constituting 71.8 % (MOH and WHO 2011).
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In 2009, expenditure on pharmaceuticals constituted 34.2 % of THE. Private

out-of-pocket expenditure on pharmaceuticals was nearly 77 % of total expenditure

on pharmaceuticals (MOH and WHO 2011). There have been recent calls to raise

the budget of the MOHP. The new Egyptian Constitution states in Article 18 that

health should be allocated at least 3 % of gross national product (GNP) (Egypt

2014).

4.2 Pharmaceutical Sector

4.2.1 Pharmaceutical Industry

Egypt has the largest pharmaceutical industry base in the Arab and MENA region

(Al-Ali 2002). Its sizeable infrastructure and historical expertise has developed

since the late 1930s. Pharmaceutical manufacturing in Egypt is primarily based on

packaging of imported active pharmaceutical ingredients (APIs) and repackaging

of finished dosage forms, with some local production of APIs (MOH and WHO

2011).

Annual size of pharmaceutical production in Egypt reached EGP 15 billion in

2009, which was equivalent to USD 2.7 billion at the time (Bank of Alexandria

2010). At present, the local industry covers around 82 % of the needs of the market,

providing affordable medicines to the Egyptians. The remaining 18 % are imported

pharmaceuticals (Mehanna 2014).

There is currently 119 licensed pharmaceutical manufacturers in Egypt (MOH

and WHO 2011). These companies belong to three categories: (1) public sector

companies; (2) local private sector companies; and (3) multinational corporations

(MNCs). Public sector pharmaceutical companies operate under the umbrella of the

Holding Company for Pharmaceuticals, Chemicals and Medical Appliances

(HoldiPharma). The HoldiPharma umbrella covers 12 affiliate companies, and

11 partnerships, as joint ventures, with shares of different sizes (HoldiPharma

2009).

4.2.2 Pharmaceutical Market

Although Egypt’s pharmaceutical expenditure per capita is one of the lowest in the

MENA region, it is still the largest market of pharmaceuticals among African and

Arab countries (AmCham 2012). In 2010, pharmaceutical sales reached USD

3 billion (AmCham 2012). Expenditure on pharmaceuticals is expected to reach

USD 4.24 billion by the end of 2014, and enjoys an annual growth rate estimated at

11.4 % (Bank of Alexandria 2010).
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In terms of market share, MNCs have nearly 30 % of local sales through their

domestic manufacturing facilities and 35 % through licensing agreements with

local companies, whereas the remaining 35 % belong to generic production of

local companies (Bank of Alexandria 2010).

Looking at the pharmaceutical trade balance, Egypt is a net importer of phar-

maceuticals, with a trade deficit of USD 966 million in 2010. The majority of

imported pharmaceuticals are finished products, making 73 %, followed by antibi-

otics which account for 9.3 %, and blood products and vaccines which account for

8.6 % (AmCham 2012). As for exports, Egypt exports mostly to developing

countries with Africa alone receiving 22.4 % of exports. The HoldiPharma com-

panies alone export to more than 50 countries (AmCham 2012).

The Egyptian pharmaceutical market is expected to continue to grow. Reasons

for this include the increasing prevalence of non-communicable diseases, which

require long term and relatively expensive treatment, and the widespread use of

generic medicines, which improve access and increase consumption (AmCham

2012).

4.3 Drug Regulation

Egypt has a well established drug regulatory system which was necessitated by the

fast growing pharmaceutical industry in the mid-twentieth century. The official

drug regulatory body in Egypt is the Egyptian Drug Authority (EDA), operating

under the umbrella of the MOHP (Fig. 4.1). There is an existing National Medicines

Policy, which was updated in 2005; however, there is no clear implementation plan

for it (MOH and WHO 2011).

The EDA comprises three principal, independent yet complementary,

organisations:

1. Central Administration of Pharmaceutical Affairs (CAPA), which comes at the

forefront of drug regulation being mandated with critical responsibilities such as

registration and pricing of medicines, and inspection of pharmacies and

manufacturing facilities. The CAPA hosts four departments for Registration;

Licensing and Pharmacists’ services; Inspection and Control; and Importation

and Exportation.

2. National Organisation for Drug Control & Research (NODCAR), which is the

national quality control authority. NODCAR is responsible for quality control of

pharmaceutical products, raw materials, medical devices, cosmetics, insecti-

cides, medicinal plants and products from natural origin. The Organisation

hosts several laboratories which carry out the necessary testing for all pharma-

ceutical products under registration, which seek to be marketed in Egypt,

whether locally manufactured or imported (EDA 2009a).

3. National Organisation For research & Control of Biologicals (NORCB), which

is responsible for marketing authorisation and licensing activities related to
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biological products; laboratory assessment; post marketing activities including

surveillance of adverse events following immunisation; GMP inspection related

to manufacturing of biological products; granting authorisation and approval of

clinical trials of vaccines and biologicals (EDA 2009b).

4.4 Medicine Pricing in Egypt

4.4.1 Context

Egypt has long enjoyed some of the lowest retail drug prices compared to other

countries in the region (Bahgat and Wright 2010). Medicine pricing has been

regulated by a strong legislative framework since the 1950s (Egypt 1950). Histor-

ically, a strict compulsory pricing policy has been in place, with mark up regulation

and profit control, with the aim of making medicines affordable to the lowest

socioeconomic segments of the population.

The pricing of medicines is mandated to the Registration Department of the

CAPA. Pricing is governed by special legislation in the form of a Ministerial

Decree issued by the Minister of Health specifically for this purpose, which is

Ministerial Decree 499/2012 on Pricing of Human Pharmaceutical Preparations

(EDA 2009a).

The process of medicine pricing in Egypt entails a wide space of negotiations

between the government, represented by an appointed Pricing Committee, and

pharmaceutical companies. This continues to happen despite the detailed legislative

texts governing the pricing process. This will be further explained in the next

sections.

Fig. 4.1 Regulation and procurement of medicines in Egypt. Source: ISPOR 2012

4 Pharmaceutical Pricing in Egypt 63



4.4.2 Pricing Legislation

Before discussing the current pricing system in Egypt, it is important to examine

how the pricing policy has developed and how this has been translated into different

legislations. It is also worth noting here that the pricing process discussed below

concerns retail prices, which patients have to pay when privately purchasing

medicines.

4.4.2.1 Development of Pricing Legislation

Since the 1960s, medicine pricing was subject to special procedures to guarantee

affordability. Pricing was mandated to the Egyptian General Foundation of Phar-

maceuticals and Chemical Products, which took the full responsibility for the

pharmaceutical system at the time. A special Pricing Committee was established

by the Minister of Health to set prices or mark up for locally produced and imported

pharmaceutical products. It is not clear, however, if anything different from com-

pulsory pricing was applied then (Egypt 1962a, b).

Later, cost-plus and mark up regulation were put in place by two ministerial

decrees in 1990 and 1991. This pricing system was based on economic cost. It

specified profit margins for producers, distributors and pharmacists, and presented a

detailed breakdown of the pricing process under direct costs, indirect costs, profit

margin of the manufacturer, discount of expedited payment and distribution

expenses, public retail price and revisions of product prices (Egypt 1991 and

MOH 1991). For this pricing system to function, pharmaceutical manufacturers

were required to submit proof of production costs and purchase invoices to be used

for price calculations.

In recent years, pricing policies have significantly changed with the introduction

of external reference pricing (ERP) in 2009, and later in combination with mark-up

regulation in 2012.

In 2009, decree 373/2009 distinguished between branded and generic medicines.

Branded, or innovator, medicines refer to those primarily produced by MNCs; and

they are either imported or produced locally under licence, whereas generic med-

icines refer to locally produced off-patent medicines. Branded medicines were

priced at 10 % less than the least price where they are marketed. The decree

provided a guiding list of 36 countries to use as reference countries. The same list

is used in the current pricing system (see list in Table 4.1). Generic medicines were

priced at a mark down percentage of the price of the branded medicine, 30, 40 or

60 %, depending on the level of the quality certification of their manufacturing

plant (MOH 2009).

This pricing decree has been replaced by a more recent one, decree 499/2012,

which is currently in force, and will be discussed in the next section.
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Table 4.1 Summary of the pricing system currently in force in Egypt (Decree 499/2012)

1. For the purposes of this decree, human pharmaceutical preparations are categorised as follows:

(a) Innovator: a product composed of an innovative active pharmaceutical ingredient

(b) Imported generic: a generic/similar to an innovator and is imported as a finished product

(c) Local generic; a generic/similar to an innovator that is manufactured in Egypt

(d) Bulk products: a product which is manufactured abroad and gets packaged in local

manufacturing plants

2. The proprietor of the product submits to the Central Administration for Pharmaceutical Affairs

(CAPA) a list of the product prices in the countries where it is circulated, indicating the retail

prices in individual countries, including all discounts. The CAPA contacts the designated

government offices of the countries in the guiding list (annexed to the decree) in order to verify

the prices submitted by the applicant. The Pricing Committee has the right to refer to the price

of the product in countries other than the ones in the provided list

3. Innovator products are priced according to the following:

(a) Its lowest retail price in countries where it circulates

(b) In case it circulates in less than five countries, it is priced at whichever lower price based on

either:

– A comparative study between the product and its alternatives; or

– The lowest retail price in the five countries where it circulates

4. Local and imported generic products, from reference and non-reference countries, are priced

for the public at the following mark down percentages from the innovator product selling price:

(a) 35 %: applies for the first five generic products to be priced

(b) 40 %: for any other generic products which follow

This applies to generic products whose innovator products had been priced prior to the issuing

of this decree, with the condition that the new price does not exceed that of the last generic

product that got priced. Pharmaceutical compositions with eleven or less generic versions are

exempted from this point

5. Imported high-technology generic products are priced for the public at the following mark

down percentages from the innovator product selling price:

(a) 30 % for generic products imported from a reference country, so that the price does not

exceed the selling price in its country of origin or any country where it circulates

(b) 35 % for generic products imported from non-reference countries, so that the price does not

exceed the selling price in its country of origin or any country where it circulates

6. Profit margins for pharmacists and distributors are set as follows:

(a) Products in the Essential Medicines List:

– Distributor’s profit margin: 7.86 % of ex-factory price

– Pharmacist’s profit margin: 25 % of ex-factory price

(b) Subsidized products (imported or locally produced):

– Distributor’s profit margin: 4 % of ex-factory price

– Pharmacist’s profit margin: 10 % of ex-factory price

(c) Imported products (special imports or individual purchases):

In case the public selling price is less than EGP 500 per box, profit margins are set as follows:

– Distributor’s profit margin:

8.8 % of importer’s selling price

6.4 % of public selling price

– Pharmacist’s profit margin:

(continued)
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Table 4.1 (continued)

22.9 % of distributor’s selling price

18 % of public selling price

In case the public selling price exceeds EGP 500 per box, profit margins are set as follows:

– Distributor’s profit margin:

6.4 % of importer’s selling price

4.8 % of public selling price

With a maximum profit of EGP 150 for the distributor, deducting the difference from

public selling price for the benefit of the patient

– Pharmacist’s profit margin:

18.5 % of distributor’s selling price

15 % of public selling price

With a maximum profit of EGP 450 for the pharmacist, deducting the difference from

public selling price for the benefit of the patient

(d) Local and bulk products (raw material):

– Distributor’s profit margin:

8.8 % of ex-factory price

– Pharmacist’s profit margin:

30 % of distributor’s selling price

25 % of public selling price

In case of cash payment, a further 4.5 % of ex-factory price is added as an expedited

payment charge

7. The pharmacist’s mark-up is to be raised by 1 % annually on all products which were priced

according to the previous pricing system until the new mark-up percentages are reached for

imported and locally produced products. The distributor’s mark-up is to be raised on all

products priced according to the previous pricing system 1 year after this decree is enforced

8. For high-technology products, the CAPA has the right to request comparative economic

studies. The CAPA also has the right to change the price in case a lower price is found in any

country, compared to the price which was originally considered, before registration of the

product is final

9. Prices are valid for a period of 5 years. Companies are responsible for the renewal of prices of

their products 3 months before the expiry of the 5-year period. The older price remains in

effect until a new one is issued by the Pricing Committee

10. In case of changes to the concentration or packet size of an already registered (and priced)

product, percentage of price changes follow a guiding table annexed to the decree. Tablets

and capsules are priced in units of strips, with the exception of antibiotics

11. The CAPA is mandated with the lowering of prices of imported innovator products which

were previously priced, in case they are marketed in any other country at a price lower than

that the one in Egypt. In this case, lowering of the prices of generic versions of such products

will apply

12. Price revisions can take place in the following cases:

(a) Currency exchange fluctuations of average 15 % up or down within 1 year

(b) If a company requests price revisions of its products, not exceeding 5% of its products per

year

13. Ministerial Decree no. 373/2009 on the Pricing of Human Pharmaceutical Preparations is

terminated, whereas Ministerial Decrees 314/1991 on Pricing of Nutritional Supplements,

and 842/2012 on the Composition of the Medicines and Nutritional Supplements Pricing

Committee remain in force

(continued)
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Table 4.1 (continued)

Annexes

Annex 1

List of countries: Algeria, Austria, Argentina, Bahrain, Belgium, Canada, Cyprus, Denmark,

Finland, France, Germany, Greece, Hungary, India, Iran, Ireland, Italy, Japan, Jordan, Kingdom

of Saudi Arabia, Kuwait, Lebanon, Morocco, Netherlands, Norway, Oman, Philippines, Poland,

Portugal, Spain, Sudan, Sweden, Switzerland, Turkey, United Arab Emirates and United

Kingdom

Annex 2

1. Pricing a new concentration to an already priced pharmaceutical product:

Dosage Form Ratio of

concentrations

Percentage of price change (up or

down)

Tablets, capsules and sachets 2:1 18

3:1 24

4:1 30

Syrups and oral solutions 2:1 15

3:1 20

4:1 30

Ampoules and vials 2:1 20

3:1 25

4:1 30

2. Pricing a new pack or pack size of an already priced pharmaceutical product:

Dosage Form Ratio of pack sizes Percentage of price change (up or

down)

Tablets, capsules and sachets 2:1 12

3:1 14

4:1 15

5:1 20

Syrups and oral solutions 2:1 13

3:1 15

4:1 18

5:1 20

Ampoules and vials 2:1 15

3:1 20

4:1 20

5:1 20

Ointments, creams, and topical

preparations

2:1 12

3:1 24

4:1 27

5:1 30

Rectal and vaginal suppositories 2:1 13

3:1 16

4:1 20

5:1 24

Source: Ministerial Decree 499/2012 on Pricing of Human Pharmaceutical Preparations (MOHP

2012a). Unofficial translation by the author.

4 Pharmaceutical Pricing in Egypt 67



4.4.2.2 How Medicines Are Priced

The current pricing system, in force since July 2012, combines ERP with mark up

regulation, detailing profit margins for pharmacists and distributors. Table 4.1

provides a summary of the text of pricing decree 499/2012.

The decree categorises finished pharmaceutical products as “innovator”,

“imported generic”, “local generic” products, and distinguishes them from raw

material to which the decree refers as “bulk” products (MOHP 2012a). The market

price of a branded medicine is determined according to the least selling price where

the product is marketed. A list of 36 countries is provided as annex to the decree for

guiding purposes, and it is the same as that of the preceding decree. In case the

product is marketed in less than five countries, pricing should be done either

following a comparative study between the product in question and its therapeutic

alternatives, or as per the least of the prices in those five countries. The applicant

would submit to CAPA a list of market prices of the product in countries where it is

registered, including all discounts, if any (Article 2, MOHP 2012a). The Pricing

Committee can refer to any country where the product is marketed, and the CAPA

can always communicate with official bodies in these countries to verify the prices

submitted (CAPA 2014).

As for generic products, whether imported and locally produced, they are subject

to a mark down percentages from the branded product price: 35 % for the first five

generic products who apply for pricing, and 40 % for the remaining generic

products in the “box”. Imported “high technology” generic products are subject

to a 30 and 35 %mark down of their branded version in reference and non-reference

countries respectively (Article 5, MOHP 2012a).

Profit margins for pharmacists and distributors for different pharmaceutical

products categories are specified as follows: (1) medicines in the Essential Medi-

cines List; (2) Subsidized products, both imported and locally produced;

(3) Imported products, including “special import” and individual orders; (4) Locally

produced products and “bulk”.

According to decree 499/2012, pricing revisions are done every 5 years; how-

ever, there are cases when revisions are necessitated: (1) currency exchange

fluctuations of average 15 % up or down in 1 year; (2) when a company requests

price revisions of its products, not exceeding 5 % of its products per year.

4.4.3 Who Prices Medicines in Egypt?

Pricing of medicines is mandated to an independent nominated committee, the

Drug Pricing Committee. The Director of CAPA is the de facto head of the

Committee, by position.

The Pricing Committee was established in 1976 (Ministerial Decree 404/1976),

and since then its membership has been determined by ministerial decrees. There is
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no specific term for its membership, given that it remains at the discretion of the

Minister. The latest decree on the composition of the Committee was in 2011,

Ministerial Decree 842/2011, which replaced decree 298/2006 which was 5 years

earlier (MOHP 2011). Additional members could be appointed to join the Com-

mittee, also with a decree; this is the case with five newly appointed members who

joined the existing Committee following a decree in 2012 (MOHP 2012b).

The Committee currently comprises a heavy representation of academia: the

dean of a pharmacy school, professors of pharmaceutics, pharmacology, surgery,

accounting, management. Besides, there is a representative of ministries of Finance,

Trade and Industry and Social Solidarity, and the Pharmacists’ Syndicate (MOHP

2011 and MOHP 2012b).

The Pricing Committee lacks certain important areas of expertise which could be

of use in carrying out its mandate. Missing expertise includes pharmacoeconomics

and health technology assessment, which were identified as new and useful

domains but not yet applied to the work of CAPA or the Pricing Committee

(CAPA 2014).

4.4.3.1 How the Pricing Committee Works

It is the responsibility of the Committee to set prices of all pharmaceutical products

and nutritional supplements circulating in Egypt. The National Drug Policy

instructs the Pricing Committee on the regulation and control of medicine prices

based on the following factors: (1) cost of manufacturing/importation plus a fixed

mark up; (2) control of profit margins, fixing mark ups for importers/manufacturers,

distributors and pharmacies; (3) price comparisons with other countries or other

products in the same therapeutic group; and (4) direct price negotiations with

producers of patented pharmaceutical products and other single source medicines

without therapeutic alternatives (Bahgat and Wright 2010 after MOH 2004–2005).

Despite the rather clear medicine pricing legislations in Egypt, there has always

been a wide space for negotiations between the government, represented by the

Pricing Committee, and pharmaceutical manufacturers. And the Committee has

been known to apply a conservative pricing policy.

In cases when following the pricing legislation in force would cause a medicine

to be priced at a relatively high price, the Committee would arbitrarily set a lower

price and start a process of price negotiations with the producing company. The net

result is that the Committee enforces pricing legislations only partially in order to

serve the purpose of maintaining a low ceiling of medicine prices on the market

(Adly 2014).

Pricing of medicines used to come towards the end of their registration process.

However, this policy has been changed, because it was common that registered

medicines never get marketed in case the price set by the Committee is found to be

too low by the producing company. Now the pricing process runs in parallel to the
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registration process. And agreeing on a price has become a determinant of whether

the product will end up on the market one day.

Decisions of the Pricing Committee are considered final, although they still need

to be cleared by the Minister of Health. Ministers, however, do not usually approve

decisions with price raises, according to a senior pricing official (CAPA 2014).

Committee decisions cannot be appealed, and companies usually have to accept

them, otherwise their product registration file would be indefinitely suspended, in

which case they risk losing their product market authorisation altogether (CAPA

2014).

4.4.4 Public Procurement of Medicines

The Egyptian government has always been able to procure medicines for use within

the public sector at relatively low prices compared to private sector prices and

international reference prices (WHO and HAI 2007). It is worth noting here that

there is little information available on pricing of medicines for public procurement.

Procurement of medicines and health technology products in the public sector

follows a Tender Drug List (TDL) system. Only products included in the TDL

are purchased, hence reimbursed, for use within the government facilities, namely

the MOHP and HIO outlets (ISPOR 2012). That said, not all pharmaceutical

products registered by the CAPA can be purchased for government use. However,

for a product to compete in a MOHP tender, it has to be registered with the CAPA.

Purchasing is done through calls for tenders, or reverse auctions, where price is a

major determinant of which product gets selected.

The development and update of the TDL is mandated to a technical committee

called the Procurement Committee, which operates under the CAPA. The Procure-

ment Committee decides which pharmaceutical and health technology products get

listed in the TDL. Decisions are based on the needs of public hospitals and primary

care units on the one hand, and the bids submitted by pharmaceutical companies on

the other hand (ISPOR 2012).

Companies and wholesalers submit bids with price offers for APIs identified as

needed by the MOHP. The Procurement Committee examines the technical aspects

of product applications, such as pharmacokinetics, safety and efficacy. The finan-

cial aspects of bids are referred to a different committee within the MOHP, which

ensures that the submitted price of each API does not exceed an estimated price set

by the procurement section within the CAPA. This is done in a rather arbitrary

manner, because there is no mechanism which regulates these estimated prices from

the government side (ISPOR 2012). Pharmaceutical products with acceptable

technical offers and the lowest prices get selected by the Procurement Committee,

and join the TDL for 2 years.

Public sector procurement was found to be an effective mechanism, not only for

obtaining low prices for purchases, but also for transferring these low prices to the

benefits of the patients, given the low fees charged at public health facilities (WHO
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and HAI 2007). There is a significant difference between private sector prices, that

is, pharmacy retail prices, compared to prices for government procurement, with the

former being considerably higher. Pharmacy prices for the lowest priced generics

were found to be 68 % higher compared to procurement prices in the public sector

(WHO and HAI 2007). However, this “efficient” government procurement system

applies mostly to generic medicines, leaving branded medicines out of its scope

(WHO and HAI 2008). There is the exception of imported medicines, which get

procured only for use within the MOHP and HIO facilities (ISPOR 2012).

4.5 Impact of Pricing on Access to Medicines

This section examines the current medicine pricing system from different perspec-

tives, and attempts to explore its the impact on public health in terms of access to

medicines. The recent, and rather frequent, changes to the pricing system in Egypt

have revealed the interlinks between the different players in the pharmaceutical

scene. Securing access to affordable medicines in Egypt necessitates taking into

consideration the interests of all parties involved when designing a pricing policy,

namely patients and local generic industry. Affordability comes at the forefront as a

major determinant of access, given that patients are more likely to pay for their

treatment out-of-pocket. In the meantime, the conservative implementation of

pricing legislation was heavily criticised by the Egyptian pharmaceutical industry.

4.5.1 Affordability

There is little research done on medicine affordability in Egypt and its effect on

access to medicines. In addition to this, there is no evidence that the current

medicine pricing system is based on affordability studies.

Affordability varies significantly between public and private sectors in Egypt.

Purchasing generic products in the public sector for a one month’s treatment of a

chronic condition would cost an unskilled government worker less than half a day’s
wage, whereas in the private sector it would cost the same worker up to 12.6 days’
wage (WHO and HAI 2007). These calculations date back to 2007 before pricing

decrees 373/2009 and 499/2012 were issued. It is not clear how affordability of

medicines has changed with the current pricing system, which was strongly spec-

ulated to raise prices on the market.

The indicator which the CAPA often uses to measure affordability is medicine

price “categories”. Registered medicines are grouped as categories based on price

ranges in which they fall. The more the number of medicines which fall in the lower

price segments, the higher the evidence of affordability. The segmentation of

registered medicines showed that 35 % of them are priced at less than EGP 5.00

(less than USD 0.70), and that 75 % of all medicines on the market are priced at less
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than EGP 20.00 (less than USD 2.80). Price segments go as far as EGP >1,000,

equivalent to USD>140, which constitute 0.5 % of registered medicines (Bayoumi

2008).

While the categorisation of medicine prices could give a rough idea about the

level of medicine prices, it has got substantive limitations in providing reliable

evidence for affordability. It does not reveal the distribution of therapeutic catego-

ries across price segments. Certain therapeutic categories might be completely

absent from the lower price ranges forcing patients to pay what is beyond their

affordability because no generic alternatives exist in a lower price segment. Also,

the unit price used by the CAPA, does not take into consideration the cost of long

term treatment in case of chronic diseases. This particularly applies to the most

expensive products, falling in the last category which does not have a price ceiling.

The introduction of decree 373/2009 was perceived as a threat to the right to

health of Egyptians by subjecting medicine prices to global market forces. It was

subject to strong reactions by analysts, academics and civil society groups. Some

argued that the MOHP placed medicine pricing in the hands of regulatory author-

ities of other countries which do not share Egypt’s economic situation or ceilings of

affordability (Abu Bakr and Abdel Raziq 2009). Besides, the MOHP had not

consulted patient groups before this decree was issued, whereas they had consulted

pharmaceutical companies (EIPR 2009).

Seen as a threat to access to medicines, decree 373/2009 was challenged before

court by the civil society in Egypt. A case was filed before the Administrative Court

by the Egyptian Initiative for Personal Rights (EIPR), an independent civil society

think-tank. The EIPR claimed that applying this new pricing mechanism based on

ERP would gradually deprive Egyptians of affordable medicines, hence threatening

their right to health. The Court ruled with the suspension of decree 373/2009.

Following this, the MOHP appealed, and the Egyptian Association for Pharmaceu-

tical Producers petitioned to support its appeal (EIPR 2010). The decree came back

to force, until it was replaced by decree 499/2012 three years later (EIPR 2013).

4.5.2 Local Generic Industry

The medicine pricing system was changed in 2009 and 2012 in order to resolve the

complexities of the cost-plus system, longstanding at the time. The new system was

aimed at providing “very clear, easy and transparent way of pricing medicines”

(Abu Bakr and Abdel Raziq 2009). Under the old cost-plus system, the government

claimed that pharmaceutical companies submitted fake purchase invoices for their

raw materials in order to claim as high as possible cost of production. Besides,

validating the actual costs of production was a challenging task which consumed

too much time and effort by the Pricing Committee. On the other hand, pharma-

ceutical companies always accused the Pricing Committee of being non-transparent

(Abu Bakr and Abdel Raziq 2009).
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Local pharmaceutical manufacturers criticised decree 499/2012, particularly its

mark up regulation element. The Chamber of Pharmaceutical Industries filed a case

against the Minister of Health challenging the decree. The case claimed that the

pricing decree specified profit margin for the pharmacies and distributors, raising

market prices of medicines, hence “maximising the profits of pharmacists and

distributors at the cost of the profits pharmaceutical manufacturers and importers”.

According to the case, this is a breach of pricing of medicines based on economic

cost which realises the “balance of rights” between pharmaceutical companies and

patients, and negatively affects investment in the pharmaceutical sector and the

competitiveness of Egyptian medicines in Arab and African countries (CAJ 2013).

There were claims against regulating prices of medicines produced by companies

compliant to the investment law; however, court considered medicine pricing to be

an exception to the rule, for socioeconomic considerations particularly “social

solidarity and consumer protection” (CAJ 2013). The Court refused the request to

annul the decree and it continues to be in force.

4.5.3 The Technical Challenge of the Pricing Process

Academia and civil society in Egypt raised concerns regarding the implementation

of the current pricing decree 499/2012. These included the lack of administrative

capacity for its implementation, particularly concerning accessing accurate infor-

mation on market prices from other countries for referencing (EIPR 2013). One

more challenge is that discounts made to governments often remain confidential,

making it difficult to obtain real prices for referencing (Jack 2013).

A senior official at the Pricing Department of the CAPA has emphasised the

difficulty of complying with decree 499/2012 since the time it was issued, despite

the presence of a technical support team that conducts the necessary research for the

Pricing Committee (CAPA 2014). The result is the inconsistent or selective imple-

mentation of the pricing decree, which pharmaceutical companies have been

criticising demanding that a clear system be put in place (CAPA 2014).

4.5.4 Availability: Registered, But Not Marketed, Medicines

It is common in Egypt that pharmaceutical products get registered with the CAPA,

hence obtain a market authorisation, however, do not make it to the market. At the

time that preceded the introduction of the pricing system which is now in force,

nearly 22 % of all registered medicines could not make it to the market. This was

attributed to the complexity of the cost-plus system at the time, and to the fact that

pricing was done at the end of the registration process (Abu Bakr and Abdel Raziq

2009). The CAPA now does registration and pricing in parallel to avoid these
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marketing gaps (CAPA 2014). However, the problem persists with the current

pricing decree.

Registration of pharmaceuticals in Egypt follows what is called a “box” system,

whereby there is a maximum number of 12 products per pharmaceutical composi-

tion allowed on the market: 1 branded/innovator product, and 11 generic products.

The 12 products thus constitute a “box” in that sense.

According to the pricing decree 499/2012, the first five generic products get

priced at a 35 % mark down of the price of that of the innovator’s, and the ones

which follow at 40 % mark down of the same price. Within a given “box”, the

Pricing Committee tends to strictly observe descending prices depending on regis-

tration date. The later the registration date the lower the price given to the generic

product. It is common to have long waiting lists of other products for registration in

case a product falls out of the “box”. This happens in case a pharmaceutical

company registers a product and does not market it for a period of 1 year (Adly

2014).

The system is implemented in a manner which limits generic competition. And

at the same time, it does not guarantee that all registered products will be available

on the market because of the pricing policy applied. In case a product is registered,

but gets priced at too low a price which does not satisfy the producer, there is no

guarantee that it will be marketed. The system in this case falls short of ensuring the

availability of an adequate number of generic products per pharmaceutical

composition.

4.5.5 Availability of Medicines: Shortages

The pharmaceutical market has been suffering frequent shortages, always hitting

medicines in the lowest price categories. Out of 13,000 registered products, only

8,000 are actually available on the market (Mehanna 2014).

Rising costs of imported raw material, overheads and salary increases, invest-

ment in meeting manufacturing specifications, inflation and exchange rate of the

Egyptian Pound against foreign currency, were among the identified causes by

companies, which might cause certain production lines to operate at a loss (Adly

2014). The public pharmaceutical Business Sector currently produces over

600 pharmaceutical products at a loss. This cannot last for too long, and gradually,

cheaper medicines will disappear from the market altogether leaving behind expen-

sive ones (Adly 2014). There are estimates that 31 % of all locally produced

medicines are manufactured at a loss, and only big manufacturers can absorb

such high loss and continue to operate (Mehanna 2014). Often, companies which

risk operating at a loss, due to restrictive pricing decisions, seek to protect their

registration files by producing one or two batches of the medicine per year, which

explains the frequent shortage of certain products (Adly 2014).

Ultimately, the rigid, non transparent and conservative pricing system of the

government was blamed by local companies, and even perceived as a threat to the
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industry (Hussein 2014). On the other hand, the MOHP is always reluctant about

slight price increases for fear of public reactions, and shortages continue to be

common in the Egyptian market.

4.5.6 Other Options to Ensure Access to Medicines

The fact there is no adequate health insurance coverage, or a clearly enforced

pricing policy in place has lead to the emergence of other mechanisms on which

the Egyptian government has been relying to ensure affordability and access to

medicines. Unsustainable as they may seem, such mechanisms undoubtedly, bring

in some balance to the confused scene.

Subsidisation of certain pharmaceutical categories is one protective measure

against overpriced medicines. These include medicines for renal failure, hepatitis

and high blood pressure, in addition to insulin and infant milk. The total value of

subsidy reaches EGP 120 million in 2007, for instance. The government has

commissioned a distribution company, owned by HoldiPharma, to distribute the

medicines at subsidised prices to pharmacies (Bahgat and Wright 2010).

Another mechanism is treatment at the expense of the government. Patients who

are outside the coverage of the national HIO, resort to this option when they cannot

afford costly treatment such as in cases of cancer and transplants.

Following the enforcement of the Agreement on Trade-related Aspects of

Intellectual Property Rights (TRIPS Agreement), the Egyptian Law 82/2002 on

the Protection of Intellectual Property Rights ordered the establishment of a fund

for subsidising medicines, called a Medicine Prices Stabilisation Fund, in anticipa-

tion of rising medicine prices (Article 18, Egypt 2002). The Fund aims at

maintaining stability of prices of medicines, not intended for export, ensuring

access and affordability in the case of unexpected price increases. However, this

Fund has not been operationalised since the law came to force (Bahgat and

Wright 2010).

A signatory to the TRIPS Agreement, Egypt can possibly use measures such as

compulsory licensing or government use, to secure access to affordable medicines.

Despite the stipulation of these measures in the Egyptian national intellectual

property (IP) law, decision makers seem to prefer to stay away from them.

Recently, the Egyptian government negotiated with Gilead Sciences Inc. to

register, price and procure sofosbuvir, an oral direct acting antiviral for the treat-

ment of viral hepatitis C. Generic manufacturers in Egypt expressed interest in

locally producing sofosbuvir; however, MOHP officials were concerned about the

violation of the IP rights of Gilead, despite the absence of a patent for sofosbuvir in

Egypt (Al-Hadidi 2014 and CAPA 2014). With a prevalence rate of 14.7 %, viral

hepatitis C creates a significant social and economic burden in both the public and

private sectors. Unfortunately, measures in the TRIPS Agreement to ensure less

expensive HCV treatment were overlooked by the government (Wanis 2014).
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4.6 Conclusion

The Egyptian government has invested in developing the medicine pricing over the

recent years, shifting it from a system which was based on cost-plus and mark-up

regulation to one which is based on ERP in combination with mark-up regulation.

Despite this, pricing legislation remains to be seen as disconnected from the reality

of the pharmaceutical scene in Egypt, and there remains a wide gap between

legislation and its implementation.

Pricing legislation in Egypt needs to be based on national pricing surveys and

affordability studies to ensure that medicine remains affordable to the whole

population. Based on this, the government should be able to decide on the best

possible combination of pricing mechanisms which suit the Egyptian setting. This

should ensure that medicines in the Egyptian market remain affordable to the whole

population, namely to the lower economic segments who do not have adequate

insurance coverage, or who lack it altogether.

The protection and development of the local generic industry should be within

sight of the Egyptian government as a long term vision when designing pricing

policies. Pricing mechanisms should be regularly revised to accommodate for rise

in production costs. This should help protect the local industry and encourage it to

continue to supply the domestic market with medicines of affordable prices, and

avoid shortages which is a recurrent problem in the Egyptian pharmaceutical

market.
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Chapter 5

Pharmaceutical Pricing in Ethiopia

Eskinder Eshetu Ali, Anwarul-Hassan Gilani, and Teferi Gedif

Abstract The Ethiopian health care system is under constant reforms that evi-

dently continued to increase the health service coverage and improve the quality of

life of the population. As a result of such expansions, the size of the pharmaceutical

market is expected to double in less than a decade. However, low level of access to

essential medicines is still a problem. The main reasons for the problem of access

being: (1) erratic supply of pharmaceuticals especially in public health facilities and

(2) unaffordable prices of essential medicines for the poor. Although the govern-

ment is in the process of instituting social health insurance, households’ out of
pocket expenditure on medicines constitutes a major share of their health care

spending. The pharmaceutical pricing situation is characterized by absence of

clear medicines pricing policy, high retail markups, and high variation in prices

of medicines. Pharmaceutical prices are not controlled by the government and there

is no system for pharmacoeconomic evaluation. Hence appropriate pricing policies

complemented by a proper system of pharmacoeconomic evaluation should be

introduced.

5.1 Introduction

The Federal Democratic Republic of Ethiopia is an East African country with a total

surface area of 1.1 million square kilometers. In 2013 the population size of the

country was projected to be about 86.6 million with close to 83 % engaged in

agriculture. Administratively, the country is divided into nine autonomous National

Regional States and two City Administrations which are further divided into

611 districts called ‘woredas’. The woredas are divided into 15,000 kebeles—the
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lowest administrative units in the government structure (CSA 2013). With the

current double digit economic growth, the country is expected to transform itself

from agriculture based to an industrially led economy in a short period of time

(MoFED 2010a).

In this chapter, a general description is given on the situation of pharmaceutical

pricing in Ethiopia. The chapter starts by a brief account of the setup of the health

care system followed by the health care financing system in the country. Available

evidence on availability, affordability and pricing of pharmaceuticals will then

follow. The chapter also discusses the status of health outcomes research in

Ethiopia.

5.2 The Ethiopian Health Care System

The Ethiopian health care system is undergoing tremendous changes. Since the

1997/98 Ethiopian Fiscal Year1 (EFY), the government has been implementing the

Health Sector Development Program (HSDP) in four phases. Execution of the final

phase is expected to end in 2014/15. Thus far the government has been successful in

decentralizing the health care system (FMOH 2005a, 2010a). As a result, the

Federal Ministry of Health (FMOH) and Regional Health Bureaus (RHBs) now

focus more on policy making and provision of technical support to woreda health

offices which are engaged in the management and coordination of primary health

care services (FMOH 2012a). In an effort to make health care more accessible to the

society, the referral system of public health facilities has changed to a three tier

structure from its previous four tier pyramid. The health care system in Ethiopia is

also augmented by different levels of clinics and hospitals operated by private for

profit and nongovernmental organizations (NGOs) (FMOH 2010a, b).

The three tier referral system is characterized by a first level of Primary Health

Care Unit (PHCU) which has different structures in urban and rural areas. In rural

parts of the country, the PHCU is comprised of a primary hospital serving 60,000–

100,000 people; and up to four health centers serving 15,000–25,000 people each.

Under a rural health center, there are five satellite health posts each serving 3,000–

5,000 people. A health center, with a capacity of serving 40,000 people makes the

PHCU in urban areas. The second referral level for both the rural and urban

population is a general hospital with population coverage of 1–1.5 million; and

the third is a specialized hospital that covers 3.5–5 million people (FMOH 2010a,

b).

Health promotion, preventive and curative services are provided at all levels of

the referral system. However, more emphasis is given to preventive services in the

1 The Ethiopian Fiscal Year starts in July of each year. The country uses its own calendar which is

late by 7–8 years from the rest of the world and the New Year begins in September. Thus the Fiscal

year touches 2 Gregorian calendar years.
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areas of maternal and child health, infectious diseases, and other locally important

conditions as we move down the referral system. There is also a major difference

between the referral levels in terms of the relative emphasis on services; the number

and expertise of professionals; sophistication of diagnostic capacity; availability of

different types of medical equipment, medical supplies and medicines; availability

and level of surgical services, and availability and capacity of inpatient services

(FMOH 2010a, b).

A unique feature of the primary health care system in Ethiopia is the Health

Extension Program (HEP). It is a community outreach program based in health

posts in rural parts of the country and health centers in urban areas. The HEP

upholds the principles of primary health care and its main objective is to improve

access to essential health services to households by adopting local technologies and

the skill and wisdom of the community. Each health post has two female Health

Extension Workers (HEWs) who are expected to spend at least 75 % of their time in

community outreach activities. The HEWs visit households for health education

and other health promotion activities. Another interesting aspect of the HEP is the

recent activity of organizing the community into a five member health development

‘army’. The main objective of having the ‘army’ is to promote safe health practices

like hygiene and environmental sanitation by households and bring behavioral

changes to increase health care utilization especially that of maternal and child

health (Admassie et al. 2009; Admasu 2013; Elias and Accorsi 2013).

In the past 17 years since the commencement of HSDP, the government of

Ethiopia has made significant progress in increasing the number of health care

facilities. The numbers of health posts, health centers and all levels of hospitals

have respectively reached to 16,048; 3,245 and 127 by the year 2012/2013. The

baseline number of health facilities in the 1996/97 EFY was 76 health posts,

412 health centers and 82 hospitals (FMOH 2010a, 2013). The huge amount of

investment on health posts and health centers shows the government’s focus on

improving accessibility of primary health care to the Ethiopian population (World

Bank 2005).

Another important achievement of the Ethiopian government is its success in

achieving Millennium Development Goal 4. In September 2013 it was announced

that the country was successful in reducing its under-five mortality to 68/1,000 live

births from 204/1,000 live births in 1990 (UNICEF 2013). The maternal mortality

rate has also declined to 676/100,000 in 2011 from about 871/100,000 live births in

2001/02. The coverage for antenatal care (at least one visit) and deliveries attended

by skilled health personnel reached 42.6 % and 28.6 % respectively. In 2011, the

national contraceptive prevalence rate for currently married women was found to be

29 % and the government targets to increase it to 66 % by 2015. Despite these

improvements, some of the indicators show that the country needs to work hard to

make the health services better even by Sub Saharan African standards (FMOH

2010a; CSA and ICF International 2012).

Looking at the demographic situation of the country, young people constitute

one third of the total population. This implies the need for reproductive health

services. The major reproductive health problems faced by the young population in
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the country are gender inequality, early marriage, female genital mutilation,

unwanted pregnancy, unsafe abortion, and Sexually Transmitted Diseases (STDs)

including Human Immunodeficiency Virus (HIV)/Acquired Immunodeficiency

Syndrome (AIDS) (FMOH 2010a).

Communicable diseases are still a big concern in Ethiopia. The adult HIV

prevalence in 2009/10 was estimated to be 2.4 %. With an estimated 1.1 million

people living with HIV, its prevalence in Ethiopia is high. Malaria and tuberculosis

(TB) are also regarded among the major causes of mortality and morbidity in the

country (MoFED 2010b). With the increasing economic development and urbani-

zation, the prevalence of chronic non-communicable diseases is also on the rise,

creating a double burden on the already constrained health care resources

(Misganaw et al. 2012; Muluneh et al. 2012; Weldearegawi et al. 2013).

5.3 Health Care Financing in Ethiopia

Financing of the health system in Ethiopia is hugely dependent on international

donations which cover nearly half of the national health expenditure. Households’
out of pocket spending which covers up to 34 % of the overall health expenditure in

the country is the second largest contributor. Generally, HIV/AIDS, malaria,

reproductive health, child health and TB are priority areas of the national health

expenditure accounting for about 19 %, 15 %, 14 %, 11 % and 4 % respectively of

the overall expenditure in the year 2011 (Wamai 2009; Barnett and Tefera 2010;

FMOH 2010c, 2014). According to a 2007 report, the government expenditure on

medicines is very low (only 10 % of the close to 2.5 billion Ethiopian Birr spent on

drugs at the time). At that time 47 % of the country’s total drug expenditures were

out of pocket with the remaining covered by donors and NGOs (FMOH/WHO

2007).

The government of Ethiopia is currently implementing health care financing

reform. The components of this reform can be categorized into two. The first one

comprises of strategies that help to generate additional revenue and make health

facilities more efficient. Revenue retention, establishment of private wings in public

hospitals, outsourcing of non clinical services and user fee setting and revision can

be included in this category. The second category contains strategies that are meant

to protect the public from the financial hardships of ill health. This includes the

institution of health insurance, fee waiver and exemption systems. Currently, the

implementation of the reforms is at different stages in the different regional states of

the country (FMOH 2005b, 2013; Zelelew 2012; Ali 2014).

Services such as diagnosis, follow-up and supply of medicines for Tuberculosis

(TB); prenatal, family planning, delivery and postnatal services in PHCUs; immu-

nization of mothers and children; HIV Voluntary Counseling and Testing (VCT),

treatment of HIV; leprosy management; epidemic follow-up and control; fistula

management; immunization and treatment of health professionals to reduce risk

related to occupational hazards are currently provided free of charge in public
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health facilities for all Ethiopians (Amhara National Regional State Council 2005;

FMOH 2005b; Zelelew 2012).

Currently, two types of public health insurance systems are being instituted in

the country. These are Social Health Insurance (SHI) scheme for the formal sector

employees and pensioners and Community Based Health Insurance (CBHI) for

citizens in the informal and agriculture sectors (FMOH 2008; Ali 2014). Finances

for these schemes are to be pulled from contributions by members, employers and

the government (House of Peoples Representatives of Ethiopia 2010a; Council of

Ministers 2012; Ali 2014).

CBHIs are established at the woreda and kebele level while the SHI will be

established at national level and will have regional subsidiaries. CBHI is currently

in the pilot phase of implementation since 2011 and 143,852 households with a total

of 608,675 beneficiaries were enrolled in the scheme by July 2013 (Ministry of

Labor and Social Affairs 2012; FMOH 2013). The implementation of the SHI

scheme is expected to start in the near future, although the relevant legal and

administrative measures are being put in place since August 2010 (House of

Peoples Representatives of Ethiopia 2010a; Council of Ministers 2012). Despite

variations from place to place and restrictions in the types of specific services, these

insurance schemes are generally expected to cover inpatient, outpatient, delivery,

surgical services; diagnostic services and generic drugs included in the reimburse-

ment list of the insurance agency (Council of Ministers 2012).

5.4 Pharmaceutical Pricing and the Pharmaceutical Sector

in Ethiopia

5.4.1 Pharmaceutical Sector in Ethiopia

The pharmaceutical sector is guided by the National Drug Policy which was

endorsed in November 1993 by the then transitional government of Ethiopia

(Transitional Government of Ethiopia 1993). Although it might need some revision

due to the changes in the global arena of pharmaceuticals, the policy gives a

comprehensive direction to the way the pharmaceutical sector should be governed.

The Food, Medicines, Healthcare Administration and Control Authority

(FMHACA) is the main regulator of pharmaceuticals used for human consumption.

It is a subsidiary of the Federal Ministry of Health (FMOH) and delegates some

aspects of pharmaceuticals’ regulation to the regional and woreda health offices

(House of Peoples Representatives of Ethiopia 2010b; FMOH 2012b).

The government owned Pharmaceuticals Fund and Supply Agency (PFSA) is the

largest purchaser and supplier of pharmaceuticals and medical equipment for

government owned health facilities in the country (Sutton and Kellow 2010). Public

health facilities are generally obliged to buy pharmaceuticals only from PFSA.

However, PFSA permits health facilities to buy from private suppliers if the product
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is out of stock at its stores (House of Peoples Representatives of Ethiopia 2007).

With the exception of out of stock products at PFSA stores, the private importers

and wholesalers in the country generally supply pharmaceuticals for private health

facilities and drug retail outlets. Overall there are 92 wholesalers and 114 importers

supplying pharmaceuticals in the country (FMHACA 2013a).

The size of the pharmaceutical market in Ethiopia has been increasing over the

past decade and continues to grow at a speed significantly higher than the global

average. In 2006, the total national expenditure on drugs was 2.4 billion Ethiopian

Birr (about 274.32 million USD-the exchange rate at the time was 1 Birr to 0.1143

USD). This figure has increased to around 7 billion Ethiopian Birr (about 377.3

million USD-the exchange rate at the time was 1 Birr to 0.0539 USD) in 2013 and is

expected to be more than double the 2013 value in 2018 (FMOH/WHO 2007;

Naidoo 2012; FMOH 2013).

With 80 % of the country’s demand for medicines covered by imports, Ethiopia’s
local pharmaceutical production capacity is very low (Sutton and Kellow 2010).

Currently, production of pharmaceuticals and medical supplies is undertaken by

private manufacturers. Until recently there were 13 pharmaceutical manufacturers

in the country (UNCTAD 2011; FMOH 2012c). Around 90 % of the raw materials

used in local pharmaceutical production are imported accounting for at least 40 %

of production costs. This affects the price competitiveness of local producers with

imported finished dosage forms (UNCTAD 2011; Vaughan and Gebremichael

2011).

The structure of the pharmaceutical retail system is unique in Ethiopia. It is a

tiered system of pharmaceutical retail outlets which somehow corresponds to the

three tier referral system in the country. Accordingly there are three levels of retail

outlets and these are ‘pharmacies’, ‘drug stores’ and ‘rural drug vendors’
(FMHACA 2013b). Unlike the primary health care facilities, the majority of

pharmaceutical retail outlets in Ethiopia are owned by the private sector. All of

the rural drug vendors, 85 % of ‘pharmacies’, and 81 % of ‘drug stores’ are under
private ownership (World Bank 2005). Although chain pharmacies are emerging,

many of the medicines retail outlets are independently owned by pharmacists or

non-pharmacist business people who are required to hire a licensed pharmacist

and/or pharmacy technician (FMHACA 2013b). A 2011 report indicated that there

were, 400 ‘pharmacies’, 1,888 ‘drug stores’ and 1,884 ‘rural drug vendors’ in the

country (FMOH 2012c).

The types of medicines they are allowed to handle, the required experience and

training level of professionals, geographical location and requirements of physical

infrastructure determine the level of a drug retail outlet. For example a ‘pharmacy’
is to be managed under the responsibility of a licensed pharmacist. The pharmacist

should have at least a Bachelor level education and a minimum experience of

3 years to be licensed to run a pharmacy. Other pharmacists, druggists and other

support staff can be employed under the licensed pharmacist. A ‘pharmacy’ stocks
the highest number of registered medicines in the country (FMHACA 2012a,

2013b). A ‘drug store’ on the other hand is managed under the responsibility of a

licensed pharmacist with a minimum of 1 year experience or a druggist
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(undergraduate diploma level training in pharmacy) with a minimum of 3 years of

experience. The types of medicines that a ‘drug store’ can stock are lesser than a

‘pharmacy’ (FMHACA 2012b, 2013b). A ‘rural drug vendor’ is the lowest level of
pharmaceutical retail outlet and is managed under the responsibility of a licensed

druggist with a minimum of 1 year experience or licensed pharmacy technician

(a certificate level training in pharmacy) with at least 3 years of experience. The

stock of this level of retail outlet is restricted to basic essential medicines

(FMHACA 2011, 2013b).

The public health facilities in the country starting from health centers to the

different levels of hospitals have pharmacy sections which are headed by pharma-

cists. The pharmaceutical services in these facilities are organized into three case

teams as inpatient, outpatient and emergency pharmacy case teams. Each of these

case teams is to be led by registered pharmacists. The health posts only handle very

small number of essential pharmaceuticals and the HEWs are responsible for them.

Private hospitals are also required to have a pharmacy unit which gives service to

inpatients, outpatients and emergency room (FMHACA 2010a; FMOH 2010d).

5.4.2 Pharmaceutical Pricing in Ethiopia

According to a World Bank (2005) report, pharmaceutical products comprise a

huge portion (up to 60 %) of household health expenditures in Ethiopia. This is

partly because of ineffective financial protection mechanisms and erratic supply

systems. Unavailability of essential medicines in public facilities forces even those

with fee waiver privileges to buy from expensive private sources (Engida and

Haile-Mariam 2002; Woldie et al. 2005; Carasso et al. 2009; Barnett and Tefera

2010). Although it is not well studied in Ethiopia, the economic, psychosocial and

medical consequences are enormous when poor people are forced to pay for

medicines and other aspects of health care by their own (Liu et al. 2003; Lexchin

and Grootendorst 2004; Wang et al. 2006; Wagner et al. 2011).

It can generally be said that the pharmaceutical pricing system in Ethiopia is

based on the principles of free market and there is no direct control of prices by the

government (FMOH/WHO 2005). However, government is involved in provision

of some medicines free of charge to ensure access to treatments for priority public

health concerns. Medicines used in the treatment of TB (6 Active Pharmaceutical

Ingredients in 11 different dosages and dosage forms), HIV (11 Active Pharma-

ceutical Ingredients in 34 different dosages and dosage forms), opportunistic

infections related to HIV (22 Active Pharmaceutical Ingredients in 45 different

dosages and dosage forms), leprosy (4 Active Pharmaceutical Ingredients in 5 dif-

ferent dosages and dosage forms), epidemics (based on the need), health profes-

sionals’ occupational hazards (based on the need) and those used for maternal and

child health (25 Active Pharmaceutical Ingredients in 31 different dosages and

dosage forms) are provided freely to those who need them (Amhara National

Regional State Council 2005; FMOH 2005b; Zelelew 2012). Moreover, the
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government supply agency gives priority for local manufacturers during the ten-

dering process of pharmaceuticals. The agency supports local manufacturers by

different strategies. Among these strategies are: (1) providing 25 % local preference

margin in international tenders (2) disbursing an advance payment of 30 % of the

tender value if local manufacturers win international bid; and (3) signing tripartite

agreement with the development bank of Ethiopia that allows the winning local

manufacturer to borrow 70 % of the bid value in advance (Assefa et al. 2013;

FMOH 2013).

A 2004 World Health Organization/Health Action International (WHO/HAI)

pricing survey reported that Ethiopia had relatively cheaper generic patient prices,

procurement prices and innovator brand product prices compared to other African

countries. It should however be noted that the median prices of lowest price generic

equivalents in public health facilities and private pharmacies were 35 and 125 %

above the international reference prices although public procurement prices for

most sold and lowest price generic products were lower than the international

reference prices by 29 % and 39 %, respectively (FMOH/WHO 2005). A more

recent study in the capital Addis Ababa and Benishangul Gumuz (a regional state

found in the western periphery of the country) also found that the lowest priced

generic drug was 2.7 and 3.7 times higher than the international reference price in

retail outlets of the capital and the peripheral city respectively (Nuru 2009).

Although the 2004 study showed relatively lesser prices of medicines compared

to the rest of Africa, affordability was an issue especially in case of innovator brand

products. For example, the lowest paid government worker had to work for 4.1

days, and 10.3 days in order to purchase innovator brand of a course of Amoxicillin

and a 1 month supply of Glibenclamide from private pharmacies respectively. In

both cases the lowest paid government worker would have to pay 0.9 days worth of

wage to buy the lowest priced generic equivalents from the same source (FMOH/

WHO 2005). This should be seen in conjunction with the fact that in some parts of

the country, at least one in six patients is forced to purchase drugs in the private

sector, where drugs can be twice as expensive as their public sector counterparts

(Carasso et al. 2009; Gutema and Shikur 2011). According to Nuru (2009) people

who are unable to pay for their medicines may forego their treatment or potentially

resort to the informal sector where quality and safety of medicines cannot be

guaranteed.

According to the 2004 national survey, the major contributors to the final price

patients have to pay were retail mark-ups (between 93.7 % and 271.5 % mark-ups

on public procurement prices of most sold and lowest price generics respectively)

and wholesale markups (between 20 and 40 % of the landed costs of imported

products and 5 and 10 % of the ex-factory prices of locally manufactured products)

(FMOH/WHO 2005). The 2009 survey done in Addis Ababa and Benishangul

Gumuz revealed that retail pharmacy markups were 25–55 % for innovator brand

products and 25–247 % for generics (Nuru 2009). At this point it is important to

note that, there is no clear pharmaceutical pricing policy in Ethiopia (FMOH/WHO

2005; Gutema and Shikur 2011).
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Another important factor to consider here is the fact that the country imports

close to 80 % of its medicines (World Bank 2005; MoFED 2010a). This has huge

implications on the price of medicines in the face of fast devaluing national

currency. Assuming that the international price of the medicines does not change,

this roughly means that the retail price of most of the medicines would continue to

increase at a rate the birr is devaluing (PCI 2010).

5.4.3 The Situation of Generic Medicines
and Pharmacoeconomics in Ethiopia

Unlike the situation of pharmaceutical pricing, the national drug policy of Ethiopia

specifically favors generic medicines. The policy allows generic substitution by

pharmacists (Transitional Government of Ethiopia 1993). National Essential Lists

of Medicines have been prepared in generic names and health facilities are expected

to develop facility specific formularies. The procurement of pharmaceuticals by the

national supply agency and that of health facilities is done based on the national

essential medicines list or facility specific formularies (FMHACA 2010b, c).

Although the regulatory authority asserts that due emphasis is given to the

quality safety, efficacy and relative costs of medicines when preparing the national

essential medicines list, there is no proper cost effectiveness evaluation (FMHACA

2010b, c). Moreover, there is no specific unit in the health system or a separate

organization that is entrusted with doing health technology assessment in the

country. It can generally be said that the concepts of health economics, pharmacoe-

conomics and health outcomes research are not well integrated into the Ethiopian

health care system. Thus the country relies on prices data and expert opinion on

costs to select pharmaceuticals. However, there are unique cases where interna-

tional organizations like WHO conduct program specific economic evaluations. In

addition the higher learning institutions of the country seldom conduct such eval-

uations as part of their academic exercise not necessarily linked to government

decision making (Zergaw et al. 2002; Tekola et al. 2006; Griffiths et al. 2009).

Nevertheless, it is expected that this trend will change with the establishment of

public health insurance systems in the country. Since the financial viability of the

insurance system will mainly depend on provision of cost effective health care

services, it will soon be imperative to integrate the principles of health economics in

the day to day workings of the system. As health insurance is still under establish-

ment, it is also a great opportunity for Ethiopia to learn from experiences of other

countries and institute a strong health technology assessment body.
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5.5 Conclusion

With the expansion of health care facilities and the ever increasing population size,

the Ethiopian pharmaceutical market is expected to expand at a fast rate. In this

regard pharmaceutical prices are crucial aspects of policy making because prices

are important predictors of the size of the pharmaceutical market and accessibility

of essential medicines. Apart from the supply of limited number of essential

medicines for the treatment of priority public health concerns free of charge, the

Ethiopian government does not directly control pharmaceutical prices. Moreover,

there is no clear pharmaceutical pricing policy. Although limited, the already

available data shows high retail and wholesale markups and variability of drug

prices between private and public health facilities. Affordability of pharmaceuticals

is also a concern in the country. Although generic medicines are promoted, there is

no strong system for the pharmacoeconomic evaluation of medicines and pharma-

ceutical services. Thus, pharmaceutical pricing policy appropriate for the existing

economic and health care system in the country and strong pharmacoeconomic

evaluation institutions are recommended.
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Chapter 6

Drug Prices in Finland

Katja M. Hakkarainen, Akseli Kivioja, and Leena K. Saastamoinen

Abstract In Finland, primary and secondary healthcare services are provided to all

residents by municipalities, small local governing areas. The municipal health

services cover drug treatments administered during primary and secondary

healthcare visits. As healthcare units procure such drugs directly from pharmaceu-

tical companies through competitive bidding, purchase prices vary. In 2013, drugs

procured by healthcare units represented 18 % of the total pharmaceutical expen-

diture in Finland. The municipal health services are complemented with National

Health Insurance, a universal public insurance for all residents. National Health

Insurance reimburses curative drugs dispensed at community pharmacies, at basic

(35 %) or special (65 or 100 %) levels depending on the illness and drug necessity.

Drugs are included in the insurance based on manufacturers’ applications for

reimbursement status and a reasonable wholesale price, from the Pharmaceuticals

Pricing Board under the Ministry of Social Affairs and Health. Products with new

active ingredients require a health economic evaluation as part of the application.

With or without reimbursements, drug prices are the same in all community

pharmacies, consisting of a wholesale price, standardised pharmacy-margins, a

value added tax, and a fixed dispensing fee. In 2013, prescription-only drugs

purchased from community pharmacies represented 71 % and non-prescription

drugs 12 % of the total pharmaceutical expenditure in Finland. In 2013, 63 % of

the total costs of drugs dispensed at community pharmacies were reimbursed to

patients. Under generic substitution, pharmacies substitute prescribed drugs with

cheaper substitutable drugs. In the reference price system, the cheapest substitut-

able drug also determines the maximum reimbursement for patients.
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6.1 The Health System in Finland

Finland is a country of 5.4 million people, located in the northeast of Europe. It has

been a Member State of the European Union since 1995. Finland is highly

industrialised and considered a high-income country by the World Bank (World

Bank 2014). The average life expectancy in Finland has improved throughout the

twentieth century, and especially during the last three decades, reaching 77.5 years

for men and 83.4 years for women in 2012 (Statistics Finland 2013). Significant

public health challenges include cardiovascular diseases, diabetes, obesity, chronic

lung diseases, cancers, musculoskeletal diseases and mental health disorders

(Vuorenkoski et al. 2008; Ministry of Social Affairs and Health 2013a).

In Finland, universal healthcare is provided to all residents, regardless of for

example age, income, nationality, or place of residency in Finland. The constitution

of Finland (Ministry of Justice 1999) is the foundation of the country’s health

services, according to which: “Everyone shall be guaranteed by an act the right to
basic subsistence in the event of unemployment, illness, and disability and during
old age as well as at the birth of a child or the loss of a provider. The public
authorities shall guarantee for everyone, as provided in more detail by an act,
adequate social, health and medical services and promote the health of the popu-
lation.” Health services aim at promoting and maintaining the health, well-being,

work capacity, functional capacity and social security of the population (Ministry of

Social Affairs and Health 2013b). Health services also aim at reducing health

inequalities. The current social and health policy focuses on improving social

sustainability, through enhancing the strong foundation for welfare, access to

welfare for all, and healthy and safe living environments (Ministry of Social Affairs

and Health 2011a).

Public healthcare in Finland is funded by municipal financing of primary and

secondary healthcare services and complemented with the obligatory National

Health Insurance covering for example drugs dispensed at community pharmacies

(Vuorenkoski et al. 2008; National Institute of Health and Welfare 2014a, b). In

2012, this public sector funding constituted 75 % of the total expenditure on health

(National Institute of Health and Welfare 2014a, b).

More than 300 self-governing municipalities—local governments with a median

number of 5,900 inhabitants (Association of Finnish Local and Regional Authori-

ties 2013)—are by law responsible for providing necessary primary and secondary

health services to their residents (Vuorenkoski et al. 2008; National Institute of

Health and Welfare 2014a, b). Thus, the provision of healthcare services is

decentralised to the municipalities which have a significant degree of autonomy

in organising services. For primary healthcare, municipalities must have a health

centre providing physician, nursing, and other primary care services locally.

Municipalities may also run health centres collaboratively with other municipali-

ties. To provide secondary care services, municipalities have formed 21 hospital

districts, which are financed and managed by their member municipalities.
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Municipal financing of public healthcare is mainly funded by municipal income

tax (Vuorenkoski et al. 2008; National Institute of Health and Welfare 2014a), the

level of which the democratically elected local council of each municipality

decides. Municipalities also receive state subsidies from the Government for the

provision of healthcare services under municipal financing (Vuorenkoski

et al. 2008; National Institute of Health and Welfare 2014a).

The second public financing mechanism, the National Health Insurance, is a

universal insurance for all residents reimbursing the costs of health services

excluded from municipal financing, such as the costs of prescribed outpatient

drugs, transportation, sickness allowances, private healthcare services, and occu-

pational healthcare (Vuorenkoski et al. 2008; Ministry of Social Affairs and Health

2010a). The National Health Insurance is run by and paid through the Social

Insurance Institution (Kela) (Ministry of Social Affairs and Health 2010a). Funding

for the National Health Insurance is gained from the insured residents (37 % in

2011), employers (35 %), the Government (27 %), and the European Union and

investments (1 %) (Social Insurance Institution 2012). The contribution gained

from insured residents is collected through income taxation (Vuorenkoski

et al. 2008). In addition to public services, National Health Insurance reimburses

about a third of private health services (National Institute of Health and Welfare

2014a). Few Finnish residents have private health insurance.

Employers are by law obligated to provide free of charge preventive occupa-

tional healthcare services for their employees (Ministry of Social Affairs and

Health 2009). Of the costs associated with providing these services, the National

Health Insurance reimburses employers for approximately 40 %. Some employers

also voluntarily provide curative outpatient services for their employees. Occupa-

tional healthcare accounts for approximately 18 % of all outpatient physician visits

among adults (National Institute of Health and Welfare 2014c).

In addition to public funding, patients pay co-payments for both municipal

healthcare services and for services covered by National Health Insurance, with

set annual limits for patients (Vuorenkoski et al. 2008; National Institute of Health

and Welfare 2014a). In 2012, patients themselves covered 19 % of the total

expenditure on health (National Institute of Health and Welfare 2014a). Within

municipal financing, patient co-payments represented 8 % of the total expenditure

on primary care services, and 4 % of expenditure on secondary care services

(National Institute of Health and Welfare 2014a). However, if the income of an

individual or a household is considered inadequate for the patient co-payments,

municipal social assistance may also contribute towards the co-payments.

The total expenditure on health as a percentage of the gross domestic product

(GDP) in Finland was 9.1 % in 2012 (National Institute of Health and Welfare

2014a). In the latest comparison among the countries of the Organisation for

Economic Co-operation and Development (OECD) in 2011, Finland’s healthcare
expenditure was average, with respect to both per capita expenditure and expendi-

ture related to the GDP (Organisation for Economic Co-operation and Development

2013).
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According to several indicators of quality of care, such as surgical complications

and unplanned hospital re-admissions, the Finnish healthcare system provides good

quality services compared to the average among the OECD countries (Organisation

for Economic Co-operation and Development 2013). The Finnish health system

has, however, been criticised for long waiting times (Vuorenkoski et al. 2008;

Organisation for Economic Co-operation and Development 2013). Further,

Finland’s dual public financing of health services has been criticised for inefficient

service production and challenges in cost-shifting, particularly in pharmaceutical

care where dispensed drugs and drugs administered during healthcare visits have

different public funders (Vuorenkoski et al. 2008). An ongoing reform suggests

changing the basis of municipal financing and arranging primary and secondary

care services by decreasing the number of governing areas to five by 2017 (Ministry

of Social Affairs and Health 2014a). The reform aims at uniting primary and

secondary care services as well as other social and health services.

6.2 The Pharmaceutical System in Finland

In 2013, the total pharmaceutical expenditure in Finland was €2 824 million,

consisting of pharmaceuticals and other medical non-durables purchased from

community pharmacies and drugs sold to health centres and hospitals (Personal

communication, Tinna Voipio, Finnish Medicines Agency, 30 July 2014). Of the

total pharmaceutical expenditure, prescription-only drugs purchased from commu-

nity pharmacies represented 71 % (retail prices), non-prescription drugs purchased

from community pharmacies 12 % (retail prices), and drugs procured by health

centres and hospitals 18 % (wholesale prices) (Personal communication, Tinna

Voipio, Finnish Medicines Agency, 30 July 2014). In 2012, the total pharmaceu-

tical expenditure represented 16 % of Finland’s total healthcare costs (Fig. 6.1)

(National Institute of Health and Welfare 2014a).

In Finland drugs dispensed at community pharmacies are reimbursed by

National Health Insurance, while drug treatments administered in health centres

and hospitals are covered by municipal financing. Non-prescription drugs pur-

chased from community pharmacies are paid by patients themselves. In 2012,

drug reimbursements through National Health Insurance represented 67 % of the

total costs of drugs dispensed at community pharmacies (Finnish Medicines

Agency and Social Insurance Institution 2013). In July 2014, 5,006 drug packages

(unique strength, formulation and package size) had a reimbursement status,

excluding drugs supplied under a special permit by the Finnish Medicines Agency,

clinical nutritional products and basic topical ointments (Pharmaceuticals Pricing

Board 2014). The list of reimbursed products is available at the Pharmaceuticals

Pricing Board (PPB) website (Pharmaceuticals Pricing Board 2014).
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6.2.1 Drugs Purchased from Community Pharmacies

Drugs for outpatient care are sold exclusively in community pharmacies. The only

exceptions are nicotine replacement products, which may also be sold in grocery

stores, kiosks and petrol stations. Only pharmacists (Master’s degree in pharmacy)

or assistant pharmacists (Bachelor’s degree in pharmacy) can dispense drugs or

provide medication counselling. In 2013, there were 617 community pharmacies

and their 199 subsidiaries (Association of Finnish Pharmacies 2014a). Each of these

816 community pharmacy units serve on average 6,617 inhabitants. The pharma-

cies are spread across the country, with at least one pharmacy in almost every

municipality. The number and locations of pharmacies are regulated by the Finnish

Medicines Agency, with the aim of securing the provision of drugs and pharma-

ceutical services equally across the country.

A community pharmacy license is required for private ownership of a pharmacy

(Association of Finnish Pharmacies 2014a; Ministry of Social Affairs and Health

2010b). Through an application procedure, the Finnish Medicines Agency grants

the license to the applicant considered best qualified. Only pharmacists (Master’s
degree in pharmacy) registered in Finland may be granted a pharmacy license. Once

a pharmacist gains a pharmacy licence to a specific pharmacy, the pharmacist

Fig. 6.1 Healthcare costs in Finland in 1995–2012, in 2012 prices (National Institute of Health

and Welfare 2014a, permission for reproduction from the Social Insurance Institution). 1Includes

drugs purchased from community pharmacies and drugs procured by health centres and hospitals.
2Includes institutional care for people with intellectual disabilities, provided by municipalities or

purchased by municipalities from private providers, and healthcare provided by Defence Forces

and the prison service administration (excluding dental care)
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becomes the new owner of the pharmacy and must buy at least the stock from the

previous owner. One pharmacist may own only one pharmacy, but the pharmacy

may have up to three smaller subsidiary pharmacies. The pharmacy license is

terminated when the pharmacy owner reaches the age of 68 years.

In addition to the privately owned pharmacies, the University of Helsinki and the

University of Eastern Finland providing pharmacy education have the authority to

operate community pharmacies (Ministry of Social Affairs and Health 2010b). The

Helsinki University Pharmacy also runs 16 subsidiary pharmacies, in addition to the

main pharmacy (University Pharmacy 2013).

Community pharmacies purchase drugs from wholesale companies, with regu-

lated wholesale prices for reimbursed drugs, and the drugs are sold to consumers

with regulated pharmacy margins, as described in the following paragraphs below

(Table 6.1). When reimbursed drugs are dispensed, community pharmacies issue

the reimbursements and provide the reimbursements to patients at the time of

dispensing. Afterwards, pharmacies apply for reimbursements from Kela, the

public institution administrating the reimbursements of dispensed drugs.

6.2.2 Drugs Administered in Health Centres and Hospitals

Pharmaceutical services in public hospitals and health centres are organised and

provided by hospital pharmacies and the medicine dispensaries owned by the

municipalities (Aaltonen et al. 2012). Hospital pharmacies procure drugs from

pharmaceutical companies, maintain storage, compound, and deliver drugs and

drug information. Drugs cannot, however, be sold to patients in hospitals and health

centres.

Table 6.1 Construction of drug prices in community pharmacies

Wholesale price, € Retail price in pharmacy, exclusive of tax (10 %)

Prescription drugs

0–9.25 1.45�wholesale price

9.26–46.25 1.35�wholesale price +€0.92

46.26–100.91 1.25�wholesale price +€5.54

100.92–420.47 1.15�wholesale price +€15.63

Over 420.47 1.1�wholesale price +€36.65

Dispensing fee €2.17 per product, exclusive of tax (10 %)

Non-prescription drugs

0–9.25 1.5�wholesale price +€0.50

9.26–46.25 1.4�wholesale price +€1.43

46.26–100.91 1.3�wholesale price +€6.05

100.92–420.47 1.2�wholesale price +€16.15

Over 420.47 1.125�wholesale price +€47.68

Dispensing fee €2.17 per product, if prescribed and dispensed, exclusive of tax (10 %)
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All hospitals must have an essential drugs list in order to ensure rational drug use

(Finnish Medicines Agency 2012). The lists of essential drugs standardise and

guide procurement. Expert panels with medical specialists and pharmacists in

institutions compile the essential lists according to clinical practice guidelines

and other scientific evidence.

6.3 Authorities Governing Regulation, Sale, Pricing

and Use of Medicines in Finland

Several regulatory authorities, subordinated to the Ministry of Social Affairs and

Health, are responsible for regulating and controlling the manufacturing, sale,

quality, safety, and pricing of drugs and prescribing and dispensing. The most

central of these authorities are the Finnish Medicines Agency and the Pharmaceu-

ticals Pricing Board (PPB).

The Finnish Medicines Agency is responsible for the general planning and

direction of pharmaceutical policy, and controlling of pharmaceuticals, pharma-

ceutical industry and community pharmacies. Marketing authorisations for medic-

inal products are granted by the Finnish Medicines Agency. The Agency also grants

licences for community pharmacies and conducts inspections of community phar-

macies and pharmaceutical companies.

The PPB is the authority overseeing drug pricing in community pharmacies and

drug reimbursements through National Health Insurance. For dispensed drugs at

community pharmacies, the PPB determines which drugs gain reimbursement

status and confirms the reimbursable wholesale price of said drugs. The PPB has

seven members from the Ministry of Social Affairs and Health, Kela, the Finnish

Medicines Agency, the National Institute for Health and Welfare and the Ministry

of Finance (Ministry of Social Affairs and Health 2010b). The PPB must have

pharmaceutical, legal, medicinal and economic expertise. In addition, the PPB has a

PPB expert group, including persons with expertise in medicine, pharmacology,

health economics and health insurance. The expert group may be consulted in

decision making.

Two other authorities under the Ministry of Social Affairs and Health also

contribute to governing drug utilisation as a whole: the National Supervisory

Authority for Welfare and Health, and the National Institute for Health and Wel-

fare. The National Supervisory Authority for Welfare and Health controls and

supervises healthcare practice, for example, grants practice licences for health

professionals and evaluates medical errors. Enhancing the implementation of phar-

maceutical policies into the health system as a whole is overseen by the National

Institute for Health and Welfare.

Kela, the Social Insurance Institution of Finland, administers the National

Health Insurance, including reimbursements of dispensed drugs. Apart from the

drug reimbursement scheme, other schemes administered by Kela include family
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benefits, student benefits, unemployment security, housing benefits, assistance for

immigrants, and basic pensions. Kela operates under the supervision of the Parlia-

ment. Although Kela is an administrative institution rather than a regulatory

authority, Kela establishes practical rules and procedures for patients and commu-

nity pharmacies in order to administer reimbursements of dispensed drugs.

Apart from the determined tasks of the above mentioned authorities, the Minis-

try of Social Affairs and Health proposes laws regulating prices and reimbursement

of drugs, including the Medicines Act (Ministry of Social Affairs and Health

2010b) and the Health Insurance Act (Ministry of Social Affairs and Health 2010a).

6.4 How Drug Prices Are Determined

6.4.1 Drugs Purchased from Community Pharmacies

In outpatient care, the retail prices of drugs sold at community pharmacies consist

of a wholesale price, regulated pharmacy-margins, a value added tax (10 %), and a

standard dispensing fee (Ministry of Social Affairs and Health 2013c). Drug prices

are the same in every pharmacy. For drugs that are not reimbursed, manufacturers

may freely determine wholesale prices. If a manufacturer, however, wants to

include a drug into the reimbursement scheme, the manufacturer must apply for a

reasonable wholesale price for the drug, from the PPB (Finnish Medicines Agency

and Social Insurance Institution 2013; Pharmaceuticals Pricing Board 2013a;

Ministry of Social Affairs and Health 2010b). Based on the application, the

reasonable wholesale price is then confirmed or rejected by the PPB, as described

in the following paragraphs of this chapter. The pharmacy-margins, the value added

tax, and the dispensing fee are regulated by the Government Decree on the Price

List of Drugs (Table 6.1) (Ministry of Social Affairs and Health 2013c). The

pharmacy-margins differ for prescription and non-prescription drugs, with slightly

higher pharmacy-margins for non-prescription drugs.

The retail prices and the reimbursements of drugs currently on market in Finland

are available through the website of Kela (Social Insurance Institution 2014).

6.4.2 Drugs Administered in Health Centres and Hospitals

According to legislation, drugs used in health centres and hospitals are procured

through competitive bidding directly from pharmaceutical companies (Pharma

Industry Finland 2014). Thus, purchase prices from pharmaceutical companies to

health centres and hospitals vary. Most hospital pharmacies collaborate in larger

areas for the procurement of their drugs. In these cases, one larger unit, such as a

hospital pharmacy of a large university hospital, organises the bidding and
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comparing of tenders given by pharmaceutical companies. Cooperative bidding

decreases drug costs and the workload of individual hospitals. As drugs adminis-

tered during healthcare visits are included in the health centre or hospital budgets,

such drugs are free of charge to patients. Patients still pay a small co-payment for

the healthcare visit as a whole.

6.5 Reimbursement of Drugs in Community Pharmacies

Drugs dispensed at community pharmacies may be reimbursed at three reimburse-

ment levels: basic reimbursement of 35 %, special reimbursement of 65 %, or special

reimbursement of 100 % (Ministry of Social Affairs and Health 2010a). Drugs can be

dispensed for a maximum of three months’ treatment duration at one time.

Whether drugs can be reimbursed at the basic or special reimbursement levels is

decided by the Pharmaceuticals Pricing Board (PPB) (see Sect. 6.6). Drugs for other

uses than treating diseases cannot be reimbursed (Ministry of Social Affairs and

Health 2010a). For example, contraceptives are not reimbursed when prescribed

solely for birth-control, but when prescribed for treating for example severe acne or

hirsutism they can be reimbursable. Furthermore, drugs used for temporary condi-

tions or conditions with mild symptoms are not reimbursed, such as small packages

of sedatives for temporary use. Traditional herbal or homeopathic products are not

eligible for reimbursement.

6.5.1 Basic Reimbursement (35 %)

Most drugs are reimbursed at the basic level: 35 % of the retail price of the drug

(Ministry of Social Affairs and Health 2010a). Drugs under basic reimbursement

are mainly prescription drugs, such as antibiotics and drugs for allergy. Some

non-prescription drugs are also reimbursed, provided that the drug is prescribed,

such as some laxatives (e.g. lactulose solution) and topical corticosteroids

(e.g. hydrocortisone cream). Drugs reimbursed at the basic level are generally

reimbursed for all indications, with few exceptions of restricted reimbursements.

6.5.2 Special Reimbursement (65 or 100 %)

A Government Decree specifies diseases for which drugs can be reimbursed at the

special reimbursement levels (Table 6.2) (Ministry of Social Affairs and Health

2010a, 2013d). The lower special reimbursement level—65 % of the retail price—

is for drugs for treating severe and chronic diseases, such as chronic asthma

(Table 6.2). Drugs with the higher special reimbursement are for severe and chronic
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Table 6.2 Diseases that entitle patients to special reimbursements, 65 or 100 % of druga costs

Lower special reimbursement (65 % of retail

price) of dispensed drugsa
Higher special reimbursement (100 % of retail

priceb) of dispensed drugsa

Chronic asthma ja other chronic obstructive

lung diseases

Adrenal cortical hypofunction

Chronic arrhythmias cardiac dysrhythmias Aplastic anaemia

Chronic heart failure Breast cancer

Chronic hypertension Chronic bleeding disorders

Chronic ischaemic heart disease and related

dyslipidaemia

Chronic metabolic disturbances of vitamin D

Disseminated connective tissue diseases,

rheumatoid arthritis and comparable

conditions

Congenital metabolic disturbances

Gout Diabetes insipidus

Inherited severe dyslipidaemias Diabetes mellitus

Severe, long-term narcolepsy Epilepsy and comparable spasms

Ulcerative colitis ja Crohn’s disease General erythroderma

Glaucoma

Gynaecological cancers

Hypogammaglobulinaemia

Hypoparathyroidism

Anterior pituitary hypofunction

Hypothyroidism

Idiopathic thrombocytopenia or

granulocytopenia

Behavioural disorders associated with mental

retardation

Leukaemias and other malignant diseases of the

blood and bone marrow as well as malignant

diseases of the lymphatic system

Multiple sclerosis

Myasthenia gravis

Other malignant tumours not mentioned

elsewhere

Parkinson’s disease and comparable ataxia

Pemphigus

Pernicious anaemia and other vitamin B12

malabsorption

Post-transplant conditions in organ or tissue

transplants

Prostate cancer

Sarcoidosis

Severe anaemia related to kidney failure

Severe, chronic pancreatic insufficiency

Severe hypogonadism

(continued)
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diseases and considered essential for the patient. Diseases with the higher special

reimbursement include cancers, diabetes, multiple sclerosis, glaucoma, and epi-

lepsy (Table 6.2). For drugs with the higher special reimbursement, 100 % of the

retail price is reimbursed, but patients pay a €3 co-payment for each drug purchased

at one time.

Marketing authorisation holders must apply for the special reimbursement status

for their products from the Pharmaceuticals Pricing Board (PPB), as described in

Sect. 6.6. Thus, drugs indicated for treating the specified indications (Table 6.2) are

not automatically reimbursed at the special levels. A patient is entitled for special

reimbursement, if the dispensed drug has a special reimbursement status and the

patient has a disease that entitles the patient to special reimbursement (Table 6.2),

proved by a physician’s statement.

6.5.3 Restricted Reimbursements

A limited number of drugs, less than 100, are reimbursed only to patients with

specific indications or to otherwise specified patient groups (Ministry of Social

Affairs and Health 2010a). This is called restricted basic or restricted special
reimbursement. For example, interferon beta, glatiramer acetate and teriflunomide

are reimbursed only for treatment resistant multiple sclerosis. Other examples are

fertility drugs, which are automatically reimbursed at the basic level only for

women under 43 years of age. An example of a drug with restricted special

reimbursement is the growth hormone somatropin, which is reimbursed at the

special level only for growth retardation in children with renal insufficiency.

Table 6.2 (continued)

Lower special reimbursement (65 % of retail

price) of dispensed drugsa
Higher special reimbursement (100 % of retail

priceb) of dispensed drugsa

Severe psychosis and other severe mental

disorders

Trigeminal or glossopharyngeal neuralgia

Uraemia requiring dialysis
aOnly drugs with a special reimbursement status, granted by the Pharmaceuticals Pricing Board

(PPB), are reimbursed at the special level
b€3 co-payment per purchased drug
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6.5.4 Annual Limit for Patients’ Out-of-Pocket Drug
Expenses

In the beginning of each calendar year, patients receive the drug reimbursements at

basic (35 %) or special (65 or 100 %) levels and the rest is being paid out-of-pocket

by patients. However, patients only have to pay co-payments for reimbursed drugs

until they reach a maximum amount in a given calendar year (€610 in 2014). After

reaching this annual limit for patients’ out-of-pocket drug expenses, Kela covers the
full costs of all reimbursed drugs for such patients, though a small €1.50 patient

co-payment applies to each dispensed drug.

6.6 Application for Reasonable Wholesale Price

and Reimbursement Status for Drugs Dispensed at

Community Pharmacies

A dispensed drug can be reimbursed in a community pharmacy through the

National Health Insurance if the drug has both a reasonable wholesale price and

reimbursement status confirmed by the Pharmaceuticals Pricing Board (PPB),

subordinated to the Ministry of Social Affairs and Health (Finnish Medicines

Agency and Social Insurance Institution 2013; Pharmaceuticals Pricing Board

2013a; Ministry of Social Affairs and Health 2010b). Pharmaceutical companies

submit an application to the PPB for the reasonable wholesale price and reimburse-

ment status, after a marketing authorisation for the product has been granted.

However, no confirmation of a reasonable wholesale price is required for marketing

medicinal products without reimbursement. In that case, wholesale prices are freely

determined by pharmaceutical companies.

The application for a reasonable wholesale price and reimbursement status shall

include clarifications on the therapeutic value and the benefits of the drug compared

with other medicinal products or treatments used for treating the same disease

(Ministry of Social Affairs and Health 2010b; Pharmaceuticals Pricing Board

2013a). Furthermore, a statement of the average daily dose and cost, an estimate

of the sales of the product, and a statement of cost-effectiveness must be included.

Other required documents in the application include a market forecast, information

regarding patent protection, and a clarification of wholesale prices and reimburse-

ment in other states of the European Economic Area.

6.6.1 Health Economic Evaluation

Since 1998, a health economic evaluation has been required when pharmaceutical

companies apply for reimbursement status and reasonable wholesale price for a
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new active medicinal substance (Pharmaceuticals Pricing Board 2013b). A health

economic evaluation may also be included in applications, should the applicant or

the PPB deem it necessary. A health economic evaluation is, for example, often

required for products with new indications, even if the active substance is not new.

The guidelines for the health economic evaluation are available at the PPB website

(Pharmaceuticals Pricing Board 2013b).

6.6.2 Reasonable Wholesale Price

In the application, the applicant suggests and justifies a reasonable wholesale price,

which the PPB either accepts or rejects. According to the Health Insurance Act

(Ministry of Social Affairs and Health 2010a), the PPB compares the applied

wholesale price to the prices of other medicinal products available in Finland for

the same indication and to the prices of the same product in other countries of the

European Economic Area. The PPB also compares the treatment costs with the

overall benefits gained by the patient, healthcare system and in turn society as a

whole. The benefits and costs of other treatment options available in Finland are

also reviewed. In addition, the PPB considers available funds for reimbursements

through the National Health Insurance, when deciding about the reasonable whole-

sale price.

6.6.3 Basic (35 %) or Special (65 or 100 %) Reimbursement
Status

The applicant applies for a basic (35 %) or one of the special (65 or 100 %)

reimbursement statuses for the product, which the PPB either accepts or rejects

(Pharmaceuticals Pricing Board 2013a). The applicant must also clarify whether the

reimbursement is to be restricted to certain indications or patient groups. The PPB

can grant drug reimbursements only based on indications that are approved by the

marketing authorisation authorities.

According to the Health Insurance Act, the PPB can approve a reimbursement

status only for medicinal products that are indicated for treating diseases (Ministry

of Social Affairs and Health 2010a), as described under Sect. 6.5 on reimbursement

of dispensed drugs. Further, the PPB cannot grant reimbursement for products with

minimal therapeutic value, products for temporary conditions or conditions with

mild symptoms, or traditional herbal and homeopathic products.

The PPB can approve a special reimbursement status only for products for a

severe and chronic indication listed in the Government Decree on special reim-

bursed indications (Table 6.2.) (Ministry of Social Affairs and Health 2010a,

2013d). Further, the special reimbursement can generally be approved only after
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the medicinal product has had the basic reimbursement for at least two years

(Ministry of Social Affairs and Health 2010a). According to the Health Insurance

Act, the PPB shall in their decision making on the special reimbursement consider

the nature of the disease, the necessity and cost-effectiveness of the product, and

proof of the product’s therapeutic value in practice and through research. The PPB

also considers available funds for the special reimbursement.

The PPB may restrict the basic or special reimbursement of a medicinal product

to more specifically defined indications or patient groups, if the product has proven

significant therapeutic value for such patients, but not enough for other patients.

Restricted reimbursement is also used for particularly expensive medicinal product

and when extensive use of the product would cause unreasonable costs.

6.6.4 Determining the Reasonable Wholesale Price
and Reimbursement Status

After the PPB has received the application, the PPB secretariat starts the evaluation

process by acquiring an opinion from Kela. An appointed, permanent PPB expert

group may also provide their expert opinion. The applicant is informed of the

various evaluations before the PPB announces its decision. The applicant may

provide additional material during the evaluation process and adjust the suggested

wholesale price before the PPB’s decision is presented. Thereafter, the PPB decides

on the approval or rejection of the applied wholesale price and on the inclusion of

the product in the reimbursement scheme.

The PPB shall present its decision on the reasonable wholesale price and

reimbursement status within 180 days after receiving a complete application. If

approved, the reimbursement and reasonable wholesale price are valid for a max-

imum of five years. After that, a renewal application must be submitted to the PPB

in order to maintain the reimbursement status.

6.7 Generic Substitution for Drugs Dispensed at

Community Pharmacies

Generic substitution was introduced in Finland in 2003 (Ministry of Social Affairs

and Health 2003a). Under generic substitution, community pharmacies are obli-

gated to offer patients less expensive substitutable alternatives for dispensed drugs.

Drugs may become substitutable, if they “contain the same quantity of the same
active agent and are biologically equivalent” (Finnish Medicines Agency 2014).

The Finnish Medicines Agency maintains quarterly lists of substitutable products.

Until 2009, patients could decline the substitution and gain the normal reimburse-

ment (35, 65 or 100 %) also for the most expensive substitutable drugs. According

106 K.M. Hakkarainen et al.



to a doctoral thesis (Heikkilä 2013), most physicians and patients perceived the

voluntary generic substitution positively and considered it to save drug expenses.

In the currently valid reference price system introduced in 2009, patients’
reimbursements are calculated from a specified reference price (Ministry of Social

Affairs and Health 2010b). The reference price is determined according to the price

of the cheapest substitutable drug. If the price of the lowest priced substitutable

drug is less than €40, then the reference price becomes this lowest price plus €1.50.
If the lowest price among substitutable drugs exceeds €40, the reference price is

this price plus €2.00. Community pharmacies must offer patients substitutable

drugs that have the same or lower price than the reference price, i.e. products within

the reference price. When a product within the reference price is dispensed, the

patient’s reimbursement is calculated from the retail price of the product (Fig. 6.2).

However, if the price of a product exceeds the reference price and the patient

declines substitution, the reimbursement is calculated from the reference price

(Fig. 6.2). Thus, the patient has to pay co-payment based on the reference price

and the difference between the reference price and the retail price of the more

expensive product. This difference does not count towards the patient’s annual limit

for out-of-pocket expenses for dispensed drugs. If the physician forbids generic

substitution in the prescription due to medical reasons, Kela pays the reimburse-

ment based on the retail price, even if the price exceeded the reference price.

Pharmaceutical companies inform Kela of the prices of substitutable drugs on a

quarterly basis. In turn, Kela publishes the informed prices and forwards them to the

PPB and to community pharmacies. The PPB then determines the reference prices

for each quarter of the year.

6.8 The Impact of Pricing on Public Health

The Finnish reimbursement system facilitates medicines affordability for all (Min-

istry of Social Affairs and Health 2010a). Also, the annual limit for out-of-pocket

expenses aims at preventing unreasonable drug costs for the individuals. Neverthe-

less, patient co-payments finance a large part of the pharmaceutical costs, which is

considered an important limitation of the reimbursement system (Aaltonen

et al. 2012). In 2012, the share of the public financing of drugs purchased from

community pharmacies in Finland was 56 %, lower than on average in EU-15-

countries (64 %) (OECD, Organisation for Economic Co-operation and Develop-

ment 2014). Also, the annual limit for patients’ out-of-pocket expenses of dispensed
drugs, €610 in 2014, is relatively high (Aaltonen et al. 2012). On average, 11 % of

the population has experienced at least one occasion during a year when lack of

money prevented them from purchasing their drugs (Aaltonen et al. 2014). The

share of patients with economical barriers to purchasing drugs is even larger among

those who receive social benefits, such as sickness allowances (32 %) or lower

unemployment benefit (37 %). These percentages are rather high, when compared

to other Western European countries (Kemp et al. 2010; Schoen et al. 2010).
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However, municipalities may pay social support towards the patient co-payments of

dispensed drugs for residents with the lowest income.

One of the goals of the Finnish drug reimbursement system is to enhance rational

prescribing (Aaltonen et al. 2012). The special reimbursement system, where the

higher reimbursement is subjected to more severe diseases, channels the reimburse-

ments to more cost-effective medicinal treatments and to patients who have higher

morbidity. Restrictions in reimbursements also channel reimbursements to patients

Fig. 6.2 Example of the reference price system. A patient is prescribed simvastatin 20 mg

100 tablets, with the product D in the prescription. The patient is entitled for the 35 % basic

reimbursement. Products A–D are substitutable. The reference price is the retail price of the

cheapest product (A or B) €18.61 plus €1.50, totalling €20.11. As the product D (€45.28) is not
within the reference price, reimbursement cannot be given for the full price of product D. If the

patient accepts substitution to a product within the reference price, A, B or C, the 35 % reim-

bursement is calculated from the retail price of the dispensed product. If the patient declines the

substitution and is dispensed the product D, the patient gets a €7.04 reimbursement, calculated as

35 % of the reference price. Thus, the patient has to pay in total €38.24 out-of-pocket, consisting of
the co-payment according to the reference price (€13.07) plus the difference between the retail

price of the product D and the reference price (€45.28� 20.11¼€25.17)
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who most likely benefit from specific drugs. In 2012, these patients with special or

restricted reimbursements, who had a physician’s statement on the specific indica-

tions, received 82 % of all drug reimbursement payments (Finnish Medicines

Agency and Social Insurance Institution 2013). Although this system supports

rational prescribing, the system requires a great deal of administrative work.

In recent decades, pharmaceutical expenditure in Finland increased more

quickly than health expenditure in general (Organisation for Economic

Co-operation and Development 2010). Driving forces behind the increase have

included the aging population and the introduction of new, expensive drugs (Orga-

nisation for Economic Co-operation and Development 2010; Ess et al. 2003). Thus,

limiting public pharmaceutical expenditure and sharing the limited financial

resources as efficiently and rationally as possible have been central goals of the

Finnish pharmaceutical policy during recent decades (Ministry of Social Affairs

and Health 2003b, 2011b). Consequently, several cost containment methods have

been introduced. Patients’ share of the costs of dispensed drugs was increased in

1992–1994 by decreasing the reimbursement percentage and increasing the patient

co-payments. In 2013, the patients’ share was revisited again, as the reimbursement

percentage was further decreased. Followed by the cost containment methods, the

share of pharmaceutical costs of the health expenditure has decreased since 2004,

being currently among the lowest in the EU (Association of Finnish Pharmacies

2014b). More changes to patients’ reimbursement of prescribed drugs are expected

in 2015, when a new reform will be introduced (Ministry of Social Affairs and

Health 2014b). For example, from 2015 onwards patients must pay an annual

threshold payment of €40 before any reimbursements for a dispensed drugs could

be claimed. However, it is expected that after reaching the threshold, the basic

reimbursement level for prescribed drugs would increase from 35 to 45 %.

6.9 Conclusion

In the Finnish health system, like in many European countries, pricing and financing

differ for drugs sold in community pharmacies and for drugs administrated in health

centres and hospitals. For drugs sold in community pharmacies, wholesale prices of

reimbursed, dispensed drugs are determined by the same health authority that

determines the reimbursement status of drugs, while pharmaceutical companies

may freely decide the wholesale prices of non-reimbursed drugs. Retail prices,

based on the wholesale prices, are by law fixed for all drugs sold in community

pharmacies. Reimbursed drugs are financed through the public, obligatory National

Health Insurance. On the contrary, drugs administered in health centres and hospi-

tals are covered by local public funding through 320 municipalities. As healthcare

units buy such drugs from pharmaceutical companies through competitive bidding,

purchase prices from pharmaceutical companies to healthcare units vary. Beyond

general co-payments, healthcare units cannot charge patients for these drugs. This

dual financing of drug treatments, by the National Health Insurance and by the
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numerous local municipalities, has been criticised and is considered as inefficient.

An ongoing reform aims at uniting health services by decreasing the number of

local governing entities. To decrease pharmaceutical expenditure, several reforms

since the early nineties have decreased patients’ reimbursements and have resulted

in price cuts in wholesale prices. More changes to patients’ reimbursement of

prescribed drugs are expected in 2015, when a new reform will be introduced.

The implementation of these reforms will remain a challenge in the coming years.
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Local and Regional Authorities]. http://www.kunnat.net/fi/tietopankit/tilastot/aluejaot/

kuntien-lukumaara/Sivut/default.aspx. Accessed 3 Aug 2014

Association of Finnish Pharmacies (2014a) Annual review 2013, Association of Finnish Pharma-

cies, Helsinki. http://www.apteekkariliitto.fi/media/pdf/afp_annual_review_2013_web.pdf.

Accessed 3 Aug 2014

Association of Finnish Pharmacies (2014b) Drug prices decrease, food prices increase (In Finnish:
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Chapter 7

Pharmaceutical Prices in India

Sudip Chaudhuri

Abstract The contribution of India in making patented drugs more affordable has

been recognised widely. Though the prices of patented drugs are lower in India, the

retail markets suffer from several imperfections. As a result, despite the existence of

large number of manufacturers, substantial price differences exist between different

brands of the same drug. In India medicines are purchased mainly by the people

themselves rather than by the government or through health insurance. Because of

limited public health and insurance facilities, access to medicines has been low in

India. India has drug price control in some form or the other since 1963. But India

adopted a selective approach—while some drugs are under control, competing

drugs have been kept out of control. This provided the opportunity to manufacturers

to stop or reduce the manufacture and sale of drugs under control and promote the

competing ones out of control. After 2005, India has re-introduced product patent

protection. MNCs have started selling new patented drugs at exorbitant prices but

these are yet to be included under price control. India has been able to restrict

product patents by exempting grant of patents under certain conditions. But poten-

tially the more effective instrument of compulsory licensing has remained

unutilized in India.

Price depends on market structure. In pharmaceuticals, product patents play a very

important role. Pharmaceuticals companies—mostly multinational corporations

(MNCs) from developed countries such as Pfizer and GlaxoSmithKline—who

obtain product patents can prevent others from manufacturing and marketing

these medicines and hence as a monopolist can charge a very high price. When

patents expire (or when patents are not obtained), other companies can enter the

market and the resultant competition leads to lower prices.1
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Before 1972, India effectively, had a product patent regime in drugs. In 1972,

when the Patents and Designs Act, 1911 was replaced by the Patents Act, 1970, drug

product patent protection was abolished. From 1 January 2005, product patents have

again been introduced in India, to comply with the requirements under the Agree-

ment on Trade Related Aspects of Intellectual Property Rights (TRIPS) of the

World Trade Organization. Before the 1970s, while the MNCs themselves were

not very keen on manufacturing in India, they used their patent rights to prevent

Indian companies from manufacturing. As a result, on the one hand the industry

remained underdeveloped and on the other hand the monopolies led to high prices.

An American Senate Committee (Kefauver Committee) in fact found in the 1960s

that India was among the highest priced nations in the world in pharmaceuticals.2

The abolition of product patents eliminated the monopoly power of the MNCs.

Supported by the government, the pharmaceutical industry in India developed

primarily through the efforts of Indian generic companies such as Cipla, Ranbaxy,

Dr Reddys Laboratories. India emerged as a major player in the global pharmaceu-

tical industry with prices of patented drugs being one of the lowest in the world.3

Perhaps the best known international example is the fall in the prices of antiretro-

viral drugs (ARVs) used for the treatment of HIV/AIDS. Before supplies from India

started, the price of one of the most important ARV combination (stavudine

+ lamivudine + nevirapine), in the patent protected countries exceeded US $10,000
per person per year. Due to the competition provided by Indian generic companies

such as Cipla, Hetero, Aurobindo, prices reduced to below US $100 within a few

years making it possible to treat a much larger number of people with ARVs.4

In the domestic market in India, in the absence of patents, how did prices behave?

Drug price control has been in operation in India in some form or the other since

1963. India has issued several Drug (Prices Control) Order (DPCO)—in 1970, 1979,

1987, 1995. Another DPCO has been issued in 2013 after India re-introduced

product patent protection in pharmaceuticals. But as we will see below this does

not cover the pries of patented medicines. To what extent have prices gone up in the

patent protected monopoly markets in India? Under the TRIPS agreement, countries

enjoy some flexibilities including providing compulsory licences to non-patentees

under certain conditions. To what extent has India used such flexibilities to ensure to

regulate prices? Price control is not forbidden under any of the WTO agreements.

What steps have India taken to control the prices of patented medicines?

This paper tries to analyse these issues. In Sect. 7.1, we will discuss the structure

of pharmaceutical markets and how prices are determined. We will also discuss

how medicine purchase is financed and the implications for access to medicines. In

Sect. 7.2, we will analyse the impact of price control measures for generic medi-

cines adopted in India, particularly under the latest DPCO (2013). Section 7.3 will

focus on the patent protected monopoly markets after 2005.

2 Cited by Kidron (1965), p. 251.
3 See Chaudhuri (2005), Chapter 2 for an account of the rise and growth of the Indian pharma-

ceutical industry.
4MSF, Untangling the Web of Antiretroviral Price Reductions (various editions).
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7.1 Structure of Generic Markets, Prices and Financing

If patent protected markets are compared with monopoly, generic markets are often

compared with competition. Under perfect competition, profit maximizing firms do

not have the market power to charge a price higher than the marginal cost—

competition among the firms bids down the price to the level of the marginal cost.

But the model of perfect competition is based on the following crucial assumptions,

particularly presence of large number of sellers, individually too small to have any

significant impact on the supplies, product homogeneity and perfect information.5

To understand the price structure in the Indian pharmaceutical industry, it is

important to make a distinction between the market for bulk drugs and formula-

tions. Bulk drugs are the active pharmaceutical ingredients (APIs) present in a drug

and formulations are finished dosage forms such as tablets, capsules, ointments,

injections etc.

The bulk drugs market closely resembles a perfectly competitive market. There

are a large number of firms. Both the buyers and the sellers are firms. Unlike in the

case of the formulations market as discussed later, those who buy bulk drugs are

aware not only of the prices charged by the different firms but also of their quality

reputation. The buyers can avoid the poor quality producers and shop around in the

market to buy from the cheapest reliable supplier. Such competition among the

firms has resulted in very low bulk drugs prices. For a wide range of drugs, the

market prices in fact, were found to be lower than the prices which were fixed by the

government under DPCO (Chaudhuri 2005).

The formulations market can be broadly classified into the following three

markets: (i) the retail market where the consumer pays the full price; (ii) the retail

market where the consumer is reimbursed partially or fully by the health insurer,

private or public, and (iii) the institutional market where drugs are purchased by

institutional buyers such as public health authorities, hospitals. These markets differ

with respect to demand conditions—the extent to which the demand is sensitive to

the price. In the first market, as we will discuss below, the demand is quite

insensitive to the price level—the consumers operating individually do not exercise

any bargaining power vis-à-vis the firms with significant market power. But in the

other two cases, the demand is sensitive to the price level-the insurer or the

institutional buyer can exercise significant market power to influence the price.

7.1.1 Retail Formulations Market Where Consumer Pays
the Full Price

A large number of companies sell products in these markets in India in different

dosage forms and strengths under different brand names. As can be seen from

Table 7.1, 369 brands are available for Ofloxacin, an anti-infective medicine;

5 See Footnote 1 above.
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245 brands for Omeprazole (gastro-intestinal), 198 brands for Albendazole (anti-

parasitic), 84 brands for Amlodipine (cardiac), 54 brands for Pregablin (neuro/

CNS) and so on. Even for the newer anti-cancer drugs which are relatively higher

priced, 25 brands are available for Mathotrexate and 21 brands for Gemcitabine.

Multiple sellers have been possible in India because of the absence of product

patent protection. Because of competition, prices of drugs have been much lower in

India compared to those in the countries practicing product patent production. But

the existence of a large number of formulation sellers has not resulted in compet-

itive prices in the sense that substantial price differential exists between different

brands of the same product as Table 7.2 shows. In Table 7.2 we have considered

only the important brands, each accounting for 1 % or more of the market. Despite

the availability of 50 brands in Diclofenac injection (25 mg/mL), the prices varied

between Rs 3.88 (maximum) and Rs 0.16 (minimum) making the former costlier by

Table 7.1 Number of brands

in retail formulations market

in India

Molecule Therapeutic group No. of brands

Ofloxacin Anti-infective 369

Azithromycin Anti-infective 306

Paracetamol Pain/analgesics 295

Cefixime Anti-infective 277

Omeprazole Gastro intestinal 245

Diclofenac Pain/analgesics 226

Cetirizine Respiratory 221

Amoxycillin Anti-infective 210

Albendazole Anti-parasitic 198

Ondansetron Gastro intestinal 164

Atrovastatin Cardiac 149

Clotrimazole Derma 120

Metformin Anti-diabetic 100

Nandrolone Hormones 86

Amlodipine Cardiac 84

Folic acid Blood related 71

Atenolol Cardiac 60

Pregabalin Neuo/CNS 54

Chloroquine Anti-malarial 53

Carbamazepine Neuo/CNS 39

Enoxaparin Cardiac 38

Mathotrexate Anti-cancer 25

Docetaxel Anti-cancer 25

Gemcitabine Anti-cancer 21

Source and Notes: Calculated from Sales audit data of AIOCD

Pharmasofttech AWACS Pvt. (hence forth referred to as AIOCD-

AWACS). All the products of the molecule sold in 2010 in

different dosage forms and strengths and by different companies

have been included here
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Table 7.2 Price differential in selected formulation products in India

Product

No. of

important

brands

Maximum

price to

retailer

(Rs)

Minimum

price to

retailer

(Rs)

Extent to

which

maximum

price higher

compared to

minimum

price (%)

Ceiling

price,

DPCO

2013

(Rs)

Extent to

which

ceiling

price lower

compared

to

maximum

price (%)

Diclofenac

injection

25 mg/mL

50 3.88 0.16 2,325.0 1.32 66.0

Ofloxacin tab-

lets 200 mg

35 26.69 1.14 2,241.2 4.2 84.2

Diclofenac

tablets 50 mg

21 3.55 0.19 1,768.4 1.7 52.7

Alprazolam

tablets 0.5 mg

27 3.39 0.19 1,684.2 1.7 49.0

Povidone

iodine oint-

ment 5 %

17 3.35 0.25 1,240.0 1.4 57.9

Omeprazole

capsules

20 mg

26 7.6 0.57 1,233.3 2.6 65.8

Ondansetron

tablets 4 mg

23 7.5 0.6 1,150.0 4.1 45.2

Albendazole

tablets 400 mg

32 14.02 1.15 1,119.1 7.9 43.9

Amlodipine

tablets 2.5 mg

34 3.34 0.31 977.4 1.8 47.6

Atenolol tab-

lets 50 mg

21 3.2 0.31 932.3 1.8 44.1

Tramadol

injection

50 mg/mL

27 17.49 1.75 899.4 10.1 42.1

Azithromycin

tablets 500 mg

7 39.38 4.16 846.6 17.1 56.5

Atorvastatin

tablets 10 mg

45 7.97 1.09 631.2 5.1 36.0

Cefixime tab-

lets 100 mg

48 18 2.7 566.7 6.6 63.2

Metformin

tablets 500 mg

44 2.31 0.38 507.9 1.4 41.6

Amoxicillin

capsules

500 mg

18 8.88 1.55 472.9 5.3 40.9

Ondansetron

injection

2 mg/mL

31 11.81 2.1 462.4 6.4 46.1

(continued)
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2,325 % compared to the latter. Other examples include Omeprazole capsules,

20 mg (1,233 % costlier among 26 brands); Cefixime tablets 100 mg (568 % costlier

among 48 brands); Ondansetron injection, 2 mg/mL (462 % costlier among

31 brands); Enoxaparin injection, 40 mg (151 % costlier among 17 brands) and

Cetrizine tablets, 10 mg (70 % costlier among 35 brands) (Table 7.2).

In a perfectly competitive market, the firms are price takers—no one is large

enough or significant enough to influence the price. But the retail formulation

market in India does not satisfy some of the critical conditions of a perfectly

competitive market. The price behaviour in the retail formulations markets reflects

the imperfections in the market—buyers do not have knowledge about the prices

and quality of all other products available in the market. In India the quality of

Table 7.2 (continued)

Product

No. of

important

brands

Maximum

price to

retailer

(Rs)

Minimum

price to

retailer

(Rs)

Extent to

which

maximum

price higher

compared to

minimum

price (%)

Ceiling

price,

DPCO

2013

(Rs)

Extent to

which

ceiling

price lower

compared

to

maximum

price (%)

Azithromycin

suspension

100 mg/5 mL

35 2.73 0.51 435.3 1.3 50.9

Amoxicillin

trihydrate

+ clavulanic

acid potas-

sium salt tab-

lets 625 mg

47 41.42 8.37 394.9 19.4 53.3

Metoprolol

tablets 25 mg

30 5.31 1.09 387.2 2.9 45.2

Sodium

valproate tab-

lets 500 mg

29 7.85 3.04 158.2 6.2 21.1

Enoxaparin

injection

40 mg

17 655.27 260.78 151.3 378.8 42.2

Fluoxetine

hydrochloride

capsules 20

11 4 2.15 86.0 3.0 25.3

Cetrizine tab-

lets 10 mg

35 3.07 1.81 69.6 1.6 49.2

Source: “Working Sheet Related to Price Notified” on different dates in 2013, available under

“Archives” in the website of the National Pharmaceutical Pricing Authority (NPPA) (http://www.

nppaindia.nic.in)

Notes: In col (2) only brands accounting for 1 % or more of the market sales have been considered.

Retailers margin and local taxes need to be added to the prices in cols (3), (4) and (6) to get the

retail market price
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drugs manufactured, sold, and distributed are regulated under the provisions of the

Drugs and Cosmetics Act, 1940 and Rules, 1945, as amended from time to time.

There are elaborate legal and administrative provisions for regulating the quality of

medicines manufactured and sold in India. But implementation is still weak though

substantial improvements have been made particularly after GMP (Schedule M) has

been made mandatory. As a result, medicines available in the market manufactured

by different firms are not perceived to be equally safe and effective. The retail

formulations market in India is essentially a branded generics market. The larger

and more reputed firms differentiate their products through branding and promote

their products to doctors, not in generic names but in brand names. Doctors and

consumers are often not aware of the lower priced less promoted products. Even

when they are aware, doctors and public confidence appears to be more with the

branded products of reputed firms. This enables some firms to charge a price higher

than that of others and still maintain higher market shares.6

7.1.2 Bargaining Power of Insurers and Organized Buyers

In the retail market where the consumer is reimbursed partially or fully by the

health insurer, or in the institutional market where drugs are purchased by orga-

nized buyers such as public health authorities, the insurer or the organized buyer

can exercise some market power which can influence the price as we will see below.

One common method is to have a ‘formulary’ of approved drugs. The stipulation
can be that only the expenditure on the drugs included in the formulary will be

reimbursed. The insurer may exclude costly branded products from the formulary.

Unlike in the case of retail sales where the consumers may be sceptical about the

quality of cheaper products, the insurer may carry out its own analysis and checks

and include only those drugs, which satisfy the quality criterion. But as we will see

below, the penetration of insurance in India has been extremely low.

Similarly, institutional buyers of drugs—for example, public health authorities,

hospitals, NGOs, or large companies—can shop around for their requirements and

get better prices. Institutional buyers can float tenders for buying drugs and can

benefit from the competition among the sellers. In countries such as India, a

common complaint against such institutional purchases is that the quality of the

drug is compromised with. It is said that many of these companies are able to supply

6 For selected formulations, D G Shah (“Myths about pharmaceutical industry”, Indian Pharma-

ceutical Alliance, May 2012) has shown that brand leaders are not the costliest. But the same data

also shows that brand leaders are not the cheapest. The point is that there are products in the market

which are cheaper but sold less.
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drugs at such a low price because they do not take adequate care and do not spend

the required amounts for producing quality products in certified plants. The expe-

rience in Tamil Nadu, for example shows that it is possible to achieve substantial

saving through pooled purchase without compromising with quality. The state

government medicine procurement agency, Tamil Nadu Medical Services Corpo-

ration (TNMSC) restricts bids to manufacturers who have the capacity and the

capability to supply quality products (Lalitha 2008). But despite that the prices of

the drugs procured by TNMSC have been significantly below the retail prices,

particularly compared to those of leading brands (Selvaraj et al. 2012, Table 1). For

example whereas the average retail price of the three highest priced brands for

ciprofloxacin, 50 mg, 10 tablets was Rs 88.60, TNMSC was able to purchase it at Rs

9.82. Similarly prices were respectively Rs 59.30 and Rs 0.75 for Glimepride, 1 mg,

10 tablets; Rs 12.70 and Rs 1.85 for Ranitidine, 150 mg, 10 tablets etc. In India,

however as we will now discuss the institutional drug market is quite limited.

7.1.3 Drug Financing and Accessibility in India

For drugs to be accessible what is important is not only the level of drug prices but

also whether finances are available to pay for the cost of drugs. If prices are lower,

then costs go down but it still may be beyond the paying capacity of those who need

them. In such cases it is important to ensure proper finances to pay for the cost of the

drugs. Purchase of drugs is financed by the consumers themselves, by the govern-

ment, or through private or social/national insurance. Public health facilities pro-

viding free or partially free medicines care and/or subsidized insurance cannot only

influence prices, as explained above, it can shift the financial burden from the poor

who are unable to afford the cost themselves and, thus, improve accessibility.

In India medicines are purchased mainly by the people themselves rather than by

the government or through insurance. In 2004 only 8.99 % of medicine prescrip-

tions were supplied free for hospitalized patients and 5.34 % for out-patients. The

proportion of prescriptions where medicines were provided partially free was also

quite low at 16.38 % and 3.38 % respectively in the same year. As a result, 71.79 %

of the prescriptions in hospitalized cases and 65.27 % of that for out-patients had to

be purchased by the people themselves (Table 7.3). The same table also shows that

the situation has worsened over time. The proportion of supply of free medicines

was much higher earlier in 1995–1996 and particularly in 1986–1987. Similarly out

of pocket purchase of medicines was lower for hospitalized patients earlier. In some

states, particularly in Tamil Nadu the situation is much better. Since 1995 about

260 essential medicines are supplied free to all patients visiting public health

facilities (constituting about 40 % of the total number of patients). TNMSC not

only procures medicines in bulk at very competitive prices. It also ensures proper
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distribution to avoid shortages in the different centres. But for the low procurement

prices it would have been difficult to provide access given the financial constraints

which governments face.7

Not only is the scope of health insurance extremely limited in India. Both private

insurance as well as social insurance (for example the Central government spon-

sored Rashtriya Bhima Suraksha Yojana, Rajiv Aarogyasri in Andhra Pradesh,

Vajpayee Aarogyasri in Karnataka and the Kalaignar scheme in Tamil Nadu) are

restricted to hospitalization cases (Planning Commission Expert Group 2011,

p. 121). There is practically no insurance coverage for out-patients. The fact that

these patients themselves are required to bear the cost of medicines with no

insurance coverage has led to situations where they are unable to buy the medicines.

By 2004 for more than a fourth of out-patient prescriptions, they did not get

medicines because they could not afford to buy these medicines (Table 7.3).

7.2 Drug Price Control in India

7.2.1 History of Drug Price Control in India

Drug price control began in India in 1963 when the drug prices were frozen under

the Defence of India Rules following the war with China.8 Since then under the

Essential Commodities Act, 1955, the government has issued the following Orders:

Table 7.3 Trends in access to medicines in India, 1986–1987 to 2004

Period

Free medicines

(%)

Partly free

(%)

On payment

(%)

Not received

(%)

Total

(%)

In-patient

1986–1987 31.20 15.00 40.95 12.85 100

1995–1996 12.29 13.15 67.75 6.80 100

2004 8.99 16.38 71.79 2.84 100

Out-patient

1986–1987 17.98 4.36 65.55 12.11 100

1995–1996 7.21 2.71 79.32 10.76 100

2004 5.34 3.38 65.27 26.01 100

Source: National Sample Survey Rounds, 60, 52 and 42, cited in Planning Commission Expert

Group (2011), p. 118

7 See the Report of the Working Group on Drugs & Food Regulations for Formulation of 12th Five
Year Plan, p. 26 (Ministry of Health & Family Welfare (2011).
8 See Chaudhuri (2005), chapter 8 for the detailed history.
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1. Drugs Prices (Display & Control) Order, 1966;

2. Drugs (Prices Control) Order, 1970;

3. Drugs (Prices Control) Order, 1979;

4. Drugs (Prices Control) Order, 1987;

5. Drugs (Prices Control) Order, 1995; and

6. Drugs (Prices Control) Order, 2013.

The entire period since 1963 can be classified into the following periods:

1. 1963–1979; the period of elaborate price freeze and selective price fixation,

covered by the Orders of 1966 and 1970;

2. 1979–1987: the period of elaborate price fixation, covered by the Order of 1979;

3. 1987–2013: the period of liberalization of price control starting with the Order of

1987 and intensified with the Order of 1995

4. Since 2013: transition from cost based pricing to market based pricing.

The Drugs Prices (Display & Control) Order, 1966 provided for selective

increases in drug prices on prior approval of the government. But the government

was not empowered to reduce the prices of any drugs. By an amendment in 1968,

firms were allowed the freedom to fix, with prior government approval the prices of

new drugs. But no guidelines were issued and hence manufacturers were practically

free to fix the prices of new products as if there were no price control. Under the

Drug Prices Control Order (DPCO), 1970 the government acquired for the first time

the right to fix the maximum selling prices of bulk drugs. Government fixed the

prices of 18 bulk drugs and froze the prices of other bulk drugs—prices could not be

increased without the approval of the government. For formulations, a formula was

announced for fixing the prices based on material cost, conversion cost and pack-

aging charges.

Unlike under DPCO, 1970, which practically covered the entire drug industry,

since DPCO, 1979 a selective approach has been adopted. The basic structure of the

DPCOs remained practically unchanged between 1979 and 2013. The DPCOs

differ from each other basically with respect to the number of scheduled drugs

(i.e., those listed in the DPCO for the purpose of price control), the degree of mark-

up over cost permitted for formulation pricing and the rate of return allowed for

bulk-drug pricing. The degree of mark-ups and the rate of return permitted have

been enhanced and the span of control has been diluted over the years. Under

DPCO, 1995 which preceded the current DPCO, 2013, the prices of 74 bulk

drugs—such as sulphamethoxazole, vitamin C, insulin, insulin, ibuprofen, capto-

pril, norfloxacin, cloxacilin—and the formulations based on these bulk drugs were

controlled. Bulk drug prices were fixed on the basis of actual costs. The

manufacturing units were provided any one of the following post-tax returns:

(i) 14 % on net worth; (ii) 22 % of capital employed; and (iii) internal rate of return

of 12 % based on long term marginal costing for new plants. In case of the

production from basic stage, an additional 4 % return is provided to the return on

net worth or capital employed. The prices of formulations were fixed not on the

basis of unit-wise costs but by using the following formula:
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Retail price¼ (material cost + conversion cost + cost of the packing material

+ packing charges)� (1 +MAPE/100) + excise duty, where MAPE is the maximum

allowable post-manufacturing expenses, which includes trade margin and margin

for the manufacturer.

The impact of DPCOs on drug prices has been a very controversial topic in India.

A number of studies have analysed the behavior of formulation prices. The con-

clusions vary a great deal because of the differences in the methodologies employed

and also because of the different time points considered. The broad conclusion that

can be reached is that DPCO, 1995 succeeded in keeping the prices of controlled

drugs more under check than it has for the decontrolled drugs.9

7.2.2 Drug (Prices Control) Order, 2013

DPCO, 1995 radically changed the criteria for selecting the drugs under price

control. Rather than considering the essentiality of the drug, it adopted the eco-

nomic criteria based on turnover of drugs, number of producers and market share.

The criteria used were such that the number of bulk drugs under price control went

down from 142 under DPCO, 1987 (and 347 under DPCO, 1979) to 74 under

DPCO, 1995. The Pharmaceutical Policy, 2002 attempted to further liberalize the

span of control over pricing. The turnover limit was enhanced from Rs 40 million to

Rs 250 million. The other criteria including that on market share was also liberal-

ized.10 This would have reduced the number of drugs under control to less than

35 (Selvaraj et al. 2012). The 2002 policy was challenged in the court of law and

ultimately the Supreme Court directed the government not to implement this policy.

The Court asked the government to “formulate appropriate criteria for ensuring

essential and life saving drugs not to fall out of price control”. Thereafter after

deliberations at different levels, the government announced the National Pharma-
ceuticals Pricing Policy, 2012. This made three important changes to the drug price

control regime in the country:

1. Drugs under price control are to be decided not by the economic criteria but on

the essentiality of the drugs. The National List of Essential Medicines, 2011
(NLEM) is to be used for the purpose.

2. Only the prices of formulations will be regulated not the prices of bulk drugs

3. The prices of formulations will be regulated through “market based pricing”

rather than through “cost based pricing”.11

9 For a more detailed history and the impact of different DPCOs, see Chaudhuri (2005), chapter 8.
10 The text of the 2002 Policy is available in the website of the National Pharmaceutical Pricing

Authority (http://www.nppaindia.nic.in/index1.html).
11 The text of the 2012 Policy is available in the website of the National Pharmaceutical Pricing

Authority (http://www.nppaindia.nic.in/index1.html).
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The government introduced DPCO, 2013 to implement the 2012 policy. In line

with the latter, the important provisions of DPCO, 2013 are as follows:

1. Government will fix the ceiling prices of the 348 drugs (only formulations) listed

in the NLEM.

2. The ceiling prices will be fixed on the basis of the market based data provided by

the IMS Health, a private sector market research company. The ceiling prices

will be the simple average of the prices of the all the brands with market share of

1 % or above. Market share will be calculated on the basis of moving annual

turnover.

3. The ceiling prices fixed will be allowed an annual change depending on the

changes in the Wholesale Price Index.12

If we compare the ceiling prices with the prices of the costliest brands, as

government has done to find out the impact of DPCO, 2013,13 we do find that

prices have decreased substantially in many cases—84.2 % for Ofloxacin tablets

200 mg, 65.8 % for Omeprazole Capsules 20 mg, 56.5 % for Azithromycin Tablets

500 mg, 47.6 % for Amlodipine Tablets 2.5 mg, 36 % for Atorvastatin tablets 10 mg

and 21.1 % for Sodium Valproate tablets 500 mg (Table 7.2, col (6)). But in view of

the multiple brands with different prices available in the market, the gain of

consumers depends on how much they have purchased at what price. If we compare

not with the maximum prices but with the aggregate sales of the products before and

after price control, we find that the gain is much less. Thus for Atorvastatin, 10 mg

tablets, whereas the price decrease is 36 % the decrease in market sales (if all those

who charged a higher price now charge the ceiling price), is only 15 %. This

actually measures the collective gain of the consumers (and the loss of the pro-

ducers). Similarly the consumer gain is 15 % for Azithromycin tablets, 500 mg

(compared to 47.6 % price decrease); 15.1 % for Amoxicillin Trihydrate

+Clavulanic Acid Potassium Salt tablets, 625 mg (compared to 53.3 % price

decrease) and 22 % for Omeprazole capsules 20 mg (compared to 56.5 % price

decrease) (Backliwal 2013).14

But if we consider the impact on the formulations market as a whole, the impact

of DPCO, 2013 is very low—the erosion in the market value will be only 2.2 %. For

different therapeutic groups, the erosion varies between 0.5 % in respiratory drugs

and 5.6 % in vaccines (Table 7.4). The major reason why the impact is marginal is

that the market value of the formulations under price control constitutes only 18 %

12 See the text of DPCO, 2013 (available at http://www.nppaindia.nic.in/index1.html) for other

features including the details of alternative steps, where there are less than five manufacturers

having 1 % or more market share and in case of no reduction in the average price.
13While notifying the ceiling prices fixed, the government also provided the worksheets used for

calculating the ceiling prices. In these worksheets government has also calculated the extent of

decrease of the ceiling price. To do so government considered the ceiling price compared to the

maximum price among the important brands.
14 The author is the Managing Director, IMS Health—South Asia and the calculations are based on

IMS Health, Total Sales Audit March 2013.
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of the total market—the remaining 82 % of the market is out of price control.

Keeping such a huge proportion of the market outside price control is one of the

most important lacunas of DPCO, 2013.

Questions have also been raised about the market based approach used in fixing

prices under DPCO, 2013. As we have discussed above, the Indian retail formula-

tions market suffers from several imperfections. Medicines are sold under brand

names and the prices depend on the marketing power of the companies promoting

the brands rather than on costs of production. Not surprisingly therefore as

Srinivasan and Phadke (2013, Table 1) shows, the ceiling prices fixed under the

market based approach would be much higher than what would have been the case

if DPCO, 1995 cost norms were followed. Considering the prices at which TNMSC

procures drugs as the ex-factory cost price, the same authors also report that some

manufacturers will be earning huge profit margins. They argue that what is required

is cost based pricing providing the manufacturers reasonable returns. On the other

hand the industry has always been critical of cost based pricing. The basic issue is

that costs vary a great deal between firms depending on the type of plants, the

expenditure on R&D etc.15 The larger firms in the domestic markets are also major

exporters to regulated markets abroad. To satisfy the regulatory requirements of

Table 7.4 Impact of DPCO, 2013

MAT value

pre-DPCO, 2013

(Rs crores)

MAT value post-

DPCO, 2013

(Rs crores)

Value erosion

(Rs Crores) (col

(2)—col (3))

Value erosion

(%) (col (4) as %

of col (2))

Total market 72,762 71,166 1,597 2.2

Anti-

infectives

11,892 11,420 472 4.0

Cardiac 8,505 8,246 259 3.0

Gastro

intestinal

7,613 7,476 137 1.8

Neuro/CNS 4,322 4,206 117 2.7

Dermatology 4,012 3,907 106 2.6

Gynaecology 4,073 3,985 89 2.2

Pain/

analgesics

5,936 5,855 81 1.4

Vaccines 1,387 1,309 78 5.6

Hormones 1,285 1,214 71 5.5

Anti diabetic 5,000 4,942 59 1.2

Respiratory 5,711 5,680 31 0.5

Blood

related

771 743 28 3.7

Source and Note: Backliwal (2013). MAT figures based on IMS Health, Total Sales Audit March
2013

15 Note submitted to Bhattacharjea and Sindhwani (2013), by D G Shah of the Indian Pharmaceu-

tical Alliance, p. 50.
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these markets they are required to set up plants at a much higher costs. They are also

required to incur marketing and other expenses to enter and grow in foreign

countries. Industry argues that the way price control has been practiced in India

and the uncertainty associated with what is to be controlled and how have not been

conducive for investments for growth of the industry. In the absence of a vibrant

generic industry it will be more difficult to use TRIPS flexibilities such as compul-

sory licensing and control the high prices of patented medicines (see below).

The objective of price control is not merely to control the price but to ensure that

people can access the medicines at these prices. A basic problem in India has been

that even when price control measures have succeeded in reducing prices or

keeping these under check, access to essential medicines has not improved neces-

sarily. A basic tendency which has been observed among manufacturers is to stop or

reduce the manufacture and sales of controlled drugs and promote drugs outside

price control (Chaudhuri 2005, Srinivasan et al. 2013). This has been possible

because of the selective approach adopted under DPCO, 2013 (as well as in the

previous ones). Under DPCO, 2013, only the prices of dosage forms, strengths and

ingredients specifically listed in NLEM are to be controlled. This excludes a large

number of formulations which compete against those listed in NLEM. Consider

anti-diabetic drugs for example. Only Insulin injections, 40 IU/ML, Glibenclamide

tablets, 2.5 and 5 mg and Metformin tablets, 500 mg are listed. NLEM does not

include other anti-diabetic drugs sold in the market, for example Gliclazide and

Glimepiride, It does not include other strengths of the same medicine, for example

Metformin tablets, 1,000, 850 or 250 mg. Neither does it include Metformin sold in

combinations with other drugs, for example Gliclazide and Glimepiride. In view of

this, manufacturers can respond to lower prices of Metformin, 500 mg tablets, for

example under price control by promoting and selling not only other drugs not

under price control but the same medicine in other strengths and combinations.

Combinations drugs are a major problem in India. Much of these are irrational not

justified therapeutically but are promoted for commercial reasons including for

bypassing DPCOs. Medicines in retail markets in India are sold much more in

combinations with other drugs rather than as single ingredient drugs. For

Glibenclamide, for example, only one-third of the total sales are as Glibenclamide

alone—the remaining two-thirds are in combination with other drugs (Selvaraj and

Farooqui 2012).

In most countries where price control has been effective, control on prices is

associated with some other mechanisms to ensure availability and accessibility. The

provisions of DPCOs in India have undergone several changes. But none of the

changes in the past has tackled the basic problem. Government has not been able to

discipline the firms. Nor has the government changed the incentive structure to

discourage violations.

DPCO, 2013 incorporates some positive features in this regard. Under paragraph

15, the pricing of new drugs containing new strengths, combinations need to be

approved by the government. And it has also been declared that government will

approve these depending on the recommendations of experts on rational basis. This

however does not include the pricing of non-scheduled formulations already being
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marketed. For the existing formulations, under paragraph 19 of DPCO, 2013, “. . .
the Government may, in case of extra-ordinary circumstances, if it considers

necessary so to do in public interest, fix the ceiling price or retail price of any

Drug . . ..” Observing that prices of drugs other than those specified in NLEM, have

gone up by more than 25 % of the simple average, NPPA has fixed the ceiling prices

of 108 other formulation covering 50 anti-diabetic and cardiac medicines in July

2014. This includes not only the drugs not included in NLEM such as Gliclazide,

Glimepiride, Sitagliptin, Lisinopril but also other strengths of drugs specified in

NLEM, for example Metformin 1,000, 250, 850 mg, Amlodipine, 10 mg, Atorva-

statin 20, 40 and 80 mg etc.16 If government monitors also the prices of drugs of

other therapeutic groups and combination drugs, and takes corrective action, then

firms will find it more difficult to take advantage of loopholes and bypass price

control.

A better designed price control regime surely can make drugs more affordable.

But in India where out of pocket expenditure is very high as mentioned above, if

poor people are unable to afford even the lower prices, access to medicines does not

improve. What is required is not only lower prices. What is equally important is that

proper financing arrangements need to be made for example by improving public

health facilities and providing subsidized insurance. The pharmaceutical policy of

2012 does acknowledge this problem and has highlighted the importance of

supplementing price control with other steps. But such steps are conspicuous by

its absence—no specific action has been initiated before or after DPCO, 2013.

7.3 Regulation of Prices of Patented Drugs

In a product patent regime, as we have in India since 2005, the prices of new

patented drugs will depend on:

• What prices the MNCs holding the patents would charge

• What steps can be taken to regulate such prices through price control or price

negotiation or

• What steps are taken to provide competition from generic producers by using the

flexibilities provided under TRIPS

MNCs have started marketing in India monopoly drugs at exorbitant prices. A

50 mL injection of Roche’s anti-cancer drug Herceptin (generic name:

trastumuzab), for example costs Rs 135,200. Among the other high priced drugs

are Merck’s Erbitux (cetuximab) (Rs 87,920), Bristol-Myers-Squibb’s Ixempra

(ixabepilone) (Rs 66,430), Pfizer’s Macugen (pegaptanib) (Rs 45,350), Sanofi-

16 “NPPA has fixed the prices of Antidiabetic & Cardiovascular in respect of 108 non-scheduled

formulation packs under Paragraph 19 of DPCO, 2013 in related Notification/order dated

10.7.2014” (in http://nppaindia.nic.in/whatsnew.htm).
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Aventis’ Fasturtec (rasburicase) (Rs 45,000) Roche’s Avastin (bevicizumab)

(Rs 37,180). There are six products costing between Rs 10,000 and Rs 45,000

(for example Wyeth’s Enbrel (etanercept): Rs 15,761), eight products between Rs

10,000 and Rs 1,000 (GSK’s Tykerb (lapatinib): Rs 4,468), another six products

between Rs 100 and Rs 1,000 (for example Bayer’s Xarelto (rivaroxaban): Rs 480)
and only eight products with prices below Rs 100 (for example MSD’s Januvia

(sitagliptin): Rs 43) (Chaudhuri 2012, Table 7). It may also be noted that in

therapeutic categories such as cardiac and anti-diabetic, where different molecules

are available in the market, the prices of the monopoly molecules are relatively low,

for example, sitagliptin. But for life threatening diseases such as cancer, for

essential drugs without effective substitutes, prices are exorbitant as in the cases

trastuzumab, cetuximab, ixabepilone etc.

Price control is not forbidden under TRIPS or any other agreement of the WTO.

The Pharmaceutical Policy of 2012 and DPCO of 2013 do not cover patented drugs.

Government has expressed the intention to control these through a separate mech-

anism. Committees have been appointed to look into the issues of price regulation

of patented drugs and reports are available but no concrete action has yet been

taken.17

Where India has made some progress is in using some of the flexibilities

provided under TRIPS. Two important flexibilities which TRIPS permit to mitigate

the negative effects of product patent protection on market competition and prices

are:

1. Exemptions from grant of patents in certain cases and

2. Compulsory licences to non-patentees under certain conditions.18

Under Article 27(1) of TRIPS, patents will have to be provided for inventions,

which are ‘new, involve an inventive step and are capable of industrial application’.
The agreement, however, does not define these terms. This provides some flexibil-

ity. Developing countries can interpret these terms so as to restrict the number of

patents. Developed countries, for example, the USA, follow very liberal patent

standards. Patents are granted not only for NCEs and NBEs involved in the new

drugs. Secondary patents can also be taken for new formulations, new combinations

and new uses of existing NCEs/NBEs. CIPR (2002, p. 49) had pointed out that there

is no compulsion under TRIPS for the developing countries to follow the liberal

patent standards of developed countries. The aim should be to ensure that patents

are granted for true technical contributions and not for blocking innovation and

legitimate competition by generic producers.

India has used this flexibility by amending Section 3 of the Patents Act. Under

Section 3(d), “the mere discovery of a new form of a known substance which does

17 “Report of the Committee on Price Negotiations for Patented Drugs”, February 2013 available at

the website of the Department of Pharmaceuticals, www.pharmaceuticals.gov.in.
18 Other flexibilities relate to: some exceptions to patent rights, data protection, using competition

laws, parallel importation etc. (see Chaudhuri (2005), chapter 3; Musungu and Oh (2006)).
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not result in the enhancement of the known efficacy of that substance or the mere

discovery of any new property or new use for a known substance . . .” will not be

treated as an invention and is not patentable in India. It has been further clarified

that: “salts, esters, ethers, polymorphs, metabolites, pure form, particle size, iso-

mers, mixtures of isomers, complexes, combinations and other derivatives of

known substance shall be considered to be the same substance, unless they differ

significantly in properties with regard to efficacy”. Thus India does not grant

patents for new uses. Nor will patents be granted for new formulations/combina-

tions/chemical derivatives of NCEs “unless they differ significantly in properties

with regard to efficacy.”

The most famous Section 3(d) case in India is the denial of product patent to

Novartis for its anti-cancer drug, imatinib mesylate (brand name Glivec of

Novartis) (Chaudhuri 2013). Patents have been rejected under this section for a

number of other drugs too including Rosiglitazone, Atorvastatin, Erlotinib poly-

morph (Park 2010, Table 3). This has permitted competition and hence lower

prices. In imatinib mesylate for example there are 14 generic companies marketing

it—Cipla, Natco, Intas, Sun etc. And 400 mg tablets are available at prices varying

between Rs 170 and Rs 432 (AIOCD-AWACS database referred in Table 7.1).

While section 3(d) has played quite an useful role in India in recent years, the

policy option which is much more potent and sustainable in the longer run in

compulsory licensing. Compulsory licensing is a permission given by the govern-

ment to a non-patentee to manufacture a drug without (or even against) patentee’s
consent. As is widely recognised, compulsory licensing is one of the ways in which

TRIPS attempts to strike a balance between promoting access to existing drugs and

promoting R&D into new drugs. If generic companies are given licenses to produce

a patented drug on payment of royalty, then competition among manufacturers

would drive down prices, but the royalty paid to the innovators would continue to

provide funds and the incentive for R&D. Under Section 84 of India’s Patent Act as
amended in line with TRIPS, a compulsory licence can be obtained on the ground

that the product is not available at a “reasonably affordable price”. There is no

doubt that the prices charged by MNCs for some of the drugs are beyond the reach

of even more affluent sections of the society. But till now only one compulsory

licence has been granted to one generic company, Natco for Sorafenib (Bayer’s
brand name: Nexavar). Compulsory licence application for another drug, Dasatinib

(Bristol-Myers Squibb’s brand name Sprycel) has been rejected by the Patent Office

(Nair et al. 2014). It has been widely reported that the US government on behalf of

the MNCs has been putting pressure on India not to grant compulsory licences and

to dilute the patentability standards being followed by India. In the Special
301 Report for the year 2014 of USA, India has been classified as a “Priority

watch list country” to intensify pressure on India.19

19 “US Opposition to Section (d) of the Indian Patent Act”, Statement by Minister of State

(Independent Charge), Ministry of Commerce & Industry, in Rajya Sabha, 30 July, 2014 (http://

pib.nic.in/newsite/PrintRelease.aspx?relid¼107612).
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One important difference between price control measures and compulsory

licensing may be noted. The former, if properly implemented, makes drugs more

affordable but does not provide any room for generic companies. The latter not only

makes the prices more affordable through competition. It also ensures some space

to generic companies, which is vital for their long term sustenance.
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Chapter 8

Pharmaceutical Pricing Policies in Italy

Claudio Jommi and Paola Minghetti

Abstract This chapter provides an overview of drug price and reimbursement

regulations in Italy within the general context of Italian pharmaceutical policy.

Reimbursement and ex-factory prices are negotiated by the National Drug

Agency and the relevant company, whereas the distribution margins and VAT

(Value Added Tax) are set by law. The pharmaceutical companies are free to set

prices for non-reimbursable (prescription-only and non-prescription) drugs.

Disease burden, comparative risk-benefit profiles and drug budget impacts are

the key parameters considered in the negotiation process of ex-factory prices. Many

drug price approvals are accompanied by managed market entry contracts, includ-

ing financially based contracts (e.g., price-volume agreements) and outcome-based

contracts (especially for cancer drugs). Generic reference pricing has been applied

since 2001, while therapeutic reference pricing, temporarily introduced by regions,

has not been allowed since October 2007. Regions, local health authorities and

hospital trusts play important roles in managing market access to drugs: despite

they cannot change list prices chosen at the national level, they implemented

aggressive procurement policies to reduce actual prices and policies aimed at

promoting prescribing behavior that favors cheaper drugs.

Pricing policy has doubtlessly improved in the last 20 years (i.e., after the 1993–

1994 scandals that revealed that companies, policy makers and top public officials

constructed an illegal system to set prices), with a profound cultural change, an

increasing role played by evidence-based medicine and, more generally, by tech-

nical competence. However, there are some critical factors that should be addressed

in the future political agenda. A clearer pathway to defining innovation, increased

transparency of assessment and appraisal processes, a more rational distribution of

competencies between central and regional authorities, and a softer approach to

drug budgets, with an explicit recognition of the impact of drugs in the use (and
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cost) of other health care services (and vice versa), may further improve the Italian

drug pricing policy.

8.1 Introduction

The Italian health care system has adopted, since 1978, a “Beveridge” or “National

Health Service” model (Servizio Sanitario Nazionale—SSN), where the State is the

most important financer, via general tax levies, and provider of health care services.

Regions have played an important role since the very beginning of the SSN

constitution, but their role was strengthened first by one reform in 1992/1993 and

second by a more radical reform of Constitutional Law in 2001. Decentralization

and financial accountability of regions have been a matter of conflict between the

central and the regional governments and have also affected the pharmaceutical

market: although prices and reimbursements are decided at the national level, many

regions have introduced barriers to market access (including regional formularies,

aggressive procurement policies, and prescription targets for GPs (General

Practitioners)).

The pharmaceutical market for reimbursable drugs is strongly regulated, and

cost-containment has been the main driver of pharmaceutical policies. Pricing and

reimbursement are simultaneously negotiated by the National Drug Agency

(Agenzia Italiana del Farmaco—AIFA) and the company holding the Marketing

Authorization (MA). Managed market entry agreements (MMEA) usually accom-

pany market access for new and expensive drugs. Many actions have been put in

place to govern prescribing behavior, including guidelines, therapeutic protocols

and prescription targets. Drug distribution is highly regulated and regulation cover

pharmacies’ locations, properties and chains, remuneration of pharmacists and

wholesalers, and substitution rights.

This chapter provides an analysis of price and reimbursement (P&R) regulations

in Italy within the general context of the Italian pharmaceutical market and policies.

The first and second sections illustrate the Italian health care and pharmaceutical

systems, respectively. In the third paragraph the main regulatory authority (AIFA)

is described. The following section provides a general overview of pharmaceutical

policies and drugs P&R. Section 8.6 illustrates P&R negotiation. Section 8.7

focuses on MMEA, which play an important role in P&R negotiation. In the two

following sections, reasons for possible differences between list and actual prices

paid by hospitals and how prices change over time are discussed. Empirical

evidence of the impact of pharmaceutical pricing policies is illustrated in

Sect. 8.10, and a special paragraph (Sect. 8.11) is devoted to generics. The final

paragraph discusses the pros and cons of the Italian regulatory context and future

prospects for pharmaceutical policy in Italy.
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8.2 The Italian Health Care System

In 2013, Italy’s population was 59,685,227 inhabitants with a mean age of 44 years.

Twenty-one percent the population is over 64 years, 64.7 % are between 15 and

64 years and the population’s annual growth rate is 0.6 %. Italy is divided into

20 regions,1 8 of which account for approximately 80 % of the overall population

(www.istat.it, accessed July 26, 2014).

The Italian health care system was modeled as a National Health Service (SSN),

primarily funded by national and regional taxes, in 1978 (Law 883/78).

The SSN is intended to provide for public and preventive care, including

promotion of health education of all citizens, education and training of health

professionals, food and drink hygiene, work safety, and actions against pollution,

and primary and secondary care through an efficient and uniform health system

covering the entire population.

Providers of health services are both public (most hospitals and some outpatient

and community services) and private (some hospitals, many outpatient and com-

munity services, community pharmacies and GPs). Relationships between private

providers who work on behalf of the SSN and for the SSN itself are regulated by

national contracts.

Since the early 1990s (DL.vo 502/1992 and DL.vo 517/1993), the SSN has been

experiencing a devolution of power that has transferred legislative, administrative

and, to a certain extent, fiscal power to the 21 regions (Fattore 1999; Jommi

et al. 2001; Anessi Pessina et al. 2004; France and Taroni 2005). The central

government has retained regulation over the determination of “essential levels of

care,” i.e., the benefits package that each region is expected to cover, general

contracts for SSN employees, contracts with community pharmacies and GPs,

and P&R of pharmaceuticals. In addition, the central government, after a complex

negotiation between the Minister of Health, the Minister of Finance and the

regional governments, chooses the total budget for the SSN and its allocation

among regions. All other aspects are regulated by the regions: they have almost

full control over the provision of services, funding mechanisms and regulation, and

are responsible for guaranteeing the “essential levels of care” within the resources

determined at the national level. Decentralization was accelerated with an amend-

ment to Constitutional Law in 2001 (Law 3/2001, as integrated by Law 131/2003).

Regions may select the overall structures of their (regional) health care systems

(e.g., introducing a purchaser/provider split, managing accreditation of providers

and most of the cost-containment methods), provided that they offer the benefit

package determined by the central government. Regions are also fully responsible

for health care budgets allocated by the central government. If the budget is

exceeded, regions may use cost-sharing, taxes, and cost-containment to cover the

1 The Autonomous Region of Trentino Alto Adige is divided into two Provinces (Trento and

Bolzano) that autonomously govern their health care systems. Hence, from the health care system

viewpoint, there are 21 “regions.”
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deficit (Tediosi et al. 2009). Regional budget accountability has been softened in

recent years due to huge differences across regional deficits, with most Northern

and Central Regions remaining within their budgets and the Southern ones well

over theirs. If a region has a substantial deficit, it may require partial coverage of the

deficit by the central government, provided that it creates and follows a turnaround

plan approved by the central government.

The SSN’s economic indicators are quite good: the per capita public health expen-

diture, publichealth expenditure toGDPratio andhealthexpendituregrowth rateare all

lower than in most other EU countries (Table 8.1). Despite cost-containment actions,

public coverage of health care costs is still quite high. The salient feature of SSN’s is
thatmost of the private expenditure is paid out-of-pocket, i.e., no third-party payers are

involved (for-profit and not-for-profit health insurance companies).

Primary care is provided by independent SSN-contracted GPs. Patients are free to

choose their GPs,who act as gatekeepers, and there is amaximumof 1,500 patients per

GP. GP payment is based 75% on capitation and 25% on incentive schemes. Primary

care is undergoing important changes aimed at improving networking and GP groups.

In-patient services are provided by public and private hospitals. The latter may

be fully or partially contracted by the SSN and are generally for-profit. Public and

private hospitals accounted for 80.7 % and 19.3 % of SSN beds, respectively, in

2010 (Guerrazzi and Ricci 2013). In the past, the SSN has relied on a fully vertical

integrated model for health care services: most services (including hospitals) were

managed by Local Health Authorities (LHAs). Since the 1992/1993 reform, regions

are free to split public hospitals from LHAs, thus making them independent. The

Table 8.1 Health expenditure indicators in Italy

Per capita

health

expenditure

(Euro, 2012)

Per capita public

health

expenditure

(Euro, 2012)

Health expenditure

to GDP (2012)

Public health

expenditure to GDP

(2012)

Italy 3,040 2,376 9.2 % 7.2 %

Average

EU-15

4,220 3,287 10.0 % 7.6 %

Average

Europe

3,262 2,473 8.8 % 6.6 %

Health expen-

diture (CAGR

1995–2012)

Public health

expenditure

(CAGR 1995–

2012)

Public health expen-

diture to total health

expenditure (2012)

Out-of-pocket expen-

diture to total private

health expenditure

(2012)

Italy 4.3 % 4.7 % 78.2 % 92.7 %

Average

EU-15

5.5 % 5.5 % 76.5 % 68.9 %

Average

Europe

6.3 % 6.2 % 74.4 % 74.2 %

Legend: CAGR compound annual growth rate, GDP gross domestic products

Source: Our elaboration on the WHO Global Health Expenditure Database (http://apps.who.int/

nha/en/, accessed 2 May, 2014)
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former has become a provider of services and the latter, commissioners (“quasi-

market” model). Outpatient services are provided by hospitals and public and

accredited private ambulatories. Preventive care is mostly managed by LHAs. A

fee-for-service system has been introduced for both independent hospitals and

accredited private providers for inpatient (classified according to the Diagnosis

Related Group—DRG—system) and outpatient services.

Cost sharing is applied to all outpatient services, excluding GP visits and

including access to emergency rooms, should this access be non-urgent. Inpatient

services are free at the point of delivery. Cost sharing on all reimbursed drugs is

decided by regions and takes the form of a co-payment (fixed charge per prescrip-

tion), whereas co-insurance on generic drugs due to the reference pricing system is

set centrally (see Sect. 8.5).

8.3 The Pharmaceutical System

In 2013, Italy was the third largest pharmaceutical market in Europe, after Germany

and France, and the sixth worldwide (Farmindustria 2014).

Pharmaceutical expenditures reached 25.3 billion Euros in 2013 (423 Euros per

capita). The retail market and drugs procured by hospitals accounted for 67 % and

33 % of the total market, respectively. The SSN covers 53 % of the retail market

expenditure, whereas drugs procured by hospitals are fully covered by the SSN: as a

whole, public coverage of drug expenditure is 68 % (Table 8.2).

Private expenditure on reimbursable drugs (cost-sharing + reimbursable drugs

privately purchased by patients), prescription-only non-reimbursable drugs, and

non-prescription drugs accounts for 32 %, 37 % and 31 % of the private drug

expenditure, respectively. Non-prescription drugs may be sold to pharmacies (92 %

of the relevant market), para-pharmacies (4.9 %) and mass retailers (2.5 %).

Drugs procured by hospitals are either used in inpatient setting (64 % of the

relevant market) or are distributed to patients who use them outside of the inpatient

setting (home care, first therapeutic cycle at the patient’s discharge from the

hospital, drugs administered in outpatient settings—e.g., epoetin for patients with

chronic renal failure, etc.) (36 %).

From 2001 to 2013, public drug expenditures increased less than health expen-

ditures (Fig. 8.1). Drugs account for 15.2 % of the total SSN expenditure in 2013

(18.3 % in 2002). The annual growth rates of the pharmaceutical SSN expenditures

and total SSN expenditures were 1.9 % and 3.2 %, respectively.

The growth in drug expenditure has been driven by hospital procurement, while

retail drug expenditure fell by 20 % from 2001 to 2013 (Fig. 8.2). This trend is

primarily due to the fact that most new and expensive products are launched into the

hospital market. In addition, the share of retail drugs procured and distributed by

hospitals has been growing.

Off-patent drugs represent 64.2 % and 41.5 % of the SSN retail market in volume

and value, respectively (Table 8.3). Generics accounted in 2013 for 14.9 % of the

total SSN retail market, i.e., 36 % of the off-patent market.
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There are 311 pharmaceutical companies based in Italy that are represented by

the relevant association (“Farmindustria”). In 2013, the industry employed 72,300

people; 9.6 % were employed in R&D, compared to an average of 21.7 % in the

other main EU countries. Production of drugs and vaccines has grown by 16 % in

the last 5 years, but most of this production has been absorbed by exports, which

account for 71 % of the production value (50 % in 2008).

Drug distribution is managed by 110 wholesalers (despite a huge reduction in

recent years, the wholesale drug market is still very fragmented)2 and 18,039

community pharmacies (of which 91 % are privately owned and 9 % are owned

Table 8.2 Pharmaceutical expenditure in Italy (2013)

Drug expenditure

Million

Euros % on the relevant market

Total drug expenditure 25,212

– Retail market 16,847 67 % on Total drug expenditure

– Procured by hospitals 8,425 33 % on Total drug expenditure

SSN drug expenditure 17,288 68 % on Total drug expenditure

– SSN retail drug expenditure 8,863 51 % on SSN drug expenditure

– SSN hospital drug

expenditure

8,425 49 % on SSN drug expenditure

(a) Inpatient 5,422 64 % on SSN hospital drug expenditure

(b) Other settings 3,003 36 % on SSN hospital drug expenditure

Private drug expenditure (only

retail)

7,984 32 % on Total drug expenditure

– Reimbursable drugs 2,578 32 % on Private drug expenditure

(a) Cost-sharing on SSN

prescriptions

1,436 56 % on Private drug expenditure on reimburs-

able drugs

Regional cost-sharing 558 39 % on Cost-sharing on SSN prescriptions

Reference pricing 878 61 % on Cost-sharing on SSN prescriptions

(b) Private prescriptions for

reimbursable

1,142 44 % on Private drug expenditure on reimburs-

able drugs

– Non-reimbursable drugs 5,406 68 % on Private drug expenditure

(a) Prescription-only drugs 2,966 55 % on Private non-reimbursable drug

expenditure

(b) Non-prescription drugs 2,440 45 % on Private non-reimbursable drug

expenditure

Community pharmacies 2,257 93 % on Private non-reimbursable non-pre-

scription drug expenditure

Para-pharmacies 120 5 % on Private non-reimbursable non-prescrip-

tion drug expenditure

Mass retailers 62 3 % on Private non-reimbursable non-prescrip-

tion drug expenditure

Source: Our elaboration of AIFA (2014) and Assosalute (2014)

2 www.adfsalute.it. Accessed 25 July 2014.
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by municipalities3). Since 2006 (Law Decree 223/2006), para-pharmacies (3,156 in

2014) and gross retailers (340 areas in gross retailers) (Assosalute 2014) are

authorized to distribute non-prescription drugs, provided that sales are supervised

by a pharmacist and that a separate area for drug sales is created. The market share

of non-prescription drugs sold outside of pharmacies is still very limited. The

number of pharmacies is determined by law, according to demographic and geo-

graphic criteria (one pharmacy per 3,300 inhabitants and a minimum distance of

200 m between two retailers). Private pharmacies should be owned by pharmacists

Fig. 8.1 SSN pharmaceutical expenditure versus SSN total expenditure (2001¼ 100). Source:
Our elaboration of AIFA (2014), Armeni and Ferré (2013) and MEF (2014)

Fig. 8.2 SSN pharmaceutical retail expenditure versus SSN pharmaceutical hospital expenditure

(2001¼ 100). Source: Our elaboration of AIFA (2014) and MEF, various years

3 www.federfarma.it. Accessed 25 July 2014.

8 Pharmaceutical Pricing Policies in Italy 137

http://www.federfarma.it/


(Marchetti and Minghetti 1992) and small pharmacy chains have been allowed

since 2006 (with a maximum of four pharmacies per chain in the same province).

Other, larger chains have been created as a result of the ability of large wholesalers

(including Boots and Admenta) to manage public pharmacies. Private and public

pharmacies are represented by Federfarma and Assofarm, respectively. Internet

sales have recently been authorized, but are limited to non-prescription drugs, and

the seller must be a pharmacy. Doctors are not allowed to distribute drugs.

8.4 Drugs Regulatory Authorities

Market access is regulated by the Italian Medicines Agency (AIFA),4 but regions

also play an important role in governing the pharmaceutical market.

AIFA was created in July 2004 (Law 326/2003). Unlike most other countries

where drug agencies are only focused on regulatory issues (market authorization,

inspections, and pharmaco-surveillance), AIFA covers the whole spectrum of

market access tools, including manufacturing authorization, P&R for all (reimburs-

able) drugs, MMEA and guidelines (named “AIFA Notes”) that only allow reim-

bursements to some of the patients covered by the license.

AIFA is an autonomous agency from organizational, financial and administra-

tive perspectives, and is under the direction and surveillance of the Minister of

Health and the Minister of Finance. It cooperates with regions, which are

represented in AIFA’s governing bodies and technical units.

AIFA is governed by a General Director appointed by the Minister of Health and

a Management Board, composed of the President, who is appointed by the Minister

of Health (in agreement with the State-Regions Conference), and four members, of

whom two are appointed by the Minister of Health and two are appointed by the

State-Regions Conference. AIFA is split into five units: Pre-Marketing

Table 8.3 SSN pharmaceutical retail expenditure: patent-protected versus off-patent drugs (%)

2007 2008 2009 2010 2011 2012 2013

Total retail 100.0 100.0 100.0 100.0 100.0 100.0 100.0

– In patent 80.4 72.9 72.2 69.6 67.8 62.3 58.5

– Off patent 19.6 27.1 27.8 30.4 32.2 37.7 41.5

Branded 14.8 20.7 20.7 22.0 22.7 24.3 26.6

Generics 4.7 6.4 7.1 8.4 9.5 13.4 14.9

Total off patent 100.0 100.0 100.0 100.0 100.0 100.0 100.0

– Branded 75.5 76.4 74.5 72.4 70.5 64.5 64.1

– Generics 24.0 23.6 25.5 27.6 29.5 35.5 35.9

Source: Our elaboration of AIFA (2014)

4 www.agenziafarmaco.gov.
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Authorization, Marketing Authorization, Post-Marketing Surveillance, Pharmaceu-

tical Strategy and Policy, Inspections and Certification, and Administrative Affairs.

P&R is managed by the P&R Office of the Pharmaceutical Strategy and Policy

Unit. The P&R Office is supported by two technical consulting committees: the

Technical Scientific Committee (CTS) that provides a consultative opinion on drug

administrative classifications and reimbursement (it is composed of 11 members

appointed by the Minister of Health, the Minister of Finance and the State-Regions

Conference); the Committee for P&R (CPR) that supports AIFA in the management

of the P&R dossier (it includes ten members appointed by the Minister of Health,

the Minister of Finance and the State-Regions Conference). Besides the two

technical consulting committees, AIFA relies on (1) four technical units

(“Segretariati di Supporto e Coordinamento”). One of these units is focused on

P&R: it supports the activities of CTS and CPR and provides for full integration of

the two committees and the P&R Office; (2) six consultant committees composed of

clinicians who represent major therapeutic areas.

Many pharmaceutical policies are managed on a regional level, including bind-

ing regional formularies, guidelines on drug procurement by hospitals, direct

distribution of drugs by hospitals, clinical governance, prescription targets for

GPs, and regulations of information and advice provided by the pharmaceutical

companies’ representatives (Jommi et al. 2013). Most of these policies are managed

by the General Director of the Regional Departments of Health, supported by the

relevant Pharmaceutical Unit.

8.5 Pharmaceutical Policies and Drug Pricing Set-Up

A flow chart of the market access for pharmaceuticals is provided in Fig. 8.3.

From a reimbursement perspective, pharmaceuticals are divided into three

categories: Class A (Table 8.4):, which includes pharmaceuticals for severe and

chronic diseases reimbursed by the SSN in all settings; Class H, which includes

drugs reimbursed only if used in hospital setting; most of them (78 %) may only be

used in hospitals for health reasons; Class C, which includes both prescription-only

and non-prescription drugs not covered by the SSN, with exception of specific

patients (e.g., patients affected by rare diseases).

Class A and H represent the list of reimbursable drugs (positive list—Prontuario

Farmaceutico Nazionale). Regions may decide to reimburse drugs classified as

Class C if they demonstrate having enough regional funds and if they have already

covered drugs in Classes A and H.

Prescription drugs are divided into three main categories: drugs that can be used

only in hospital settings; prescription-only drugs that can also be used outside of

hospitals: for most of them, the prescription is managed by the GP and is “repeat-

able” i.e., the same prescription may be used for 6 months with a maximum of ten

requests per drug (few prescriptions are not repeatable, or are not allowed to be

prescribed by GPs because of a complex diagnosis, the risk of abuse or important
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side effects; special prescriptions are provided for narcotic drugs); non-prescription

drugs that may be advertised (OTC) or not advertised to the general public.

Pharmaceutical policy has been strongly influenced by the presence of a national

spending cap on drugs (set as a percentage of public health funds) that was enforced

by law in 2001 and has been changed many times (Fattore and Jommi 2008). At

present, pharmaceuticals are subject to a budget on Class A drugs not used in

hospital setting (11.35 % of public health funds) (“retail drugs budget”) and a

budget on all Class H and Class A drugs used in hospital settings (3.5 % of public

health funds) (“hospital drugs budget”). Should the retail drugs budget be overrun,

the pharmaceutical industry and distributors must pay back the difference. In a case

where spending on hospital drugs is over the budget, regions and the pharmaceu-

tical industry are in charge of covering the deficit (50 % each). Since 2007 (Law

222/2007), each pharmaceutical company has been given a budget, based on the

national drug budget for the current year and market shares in the previous year; if

the actual SSN drug spending is over the budget, each company will contribute to

the payback in proportion to its actual revenue (compared to its budget). Innovative

Fig. 8.3 Market access for

pharmaceuticals in Italy

Table 8.4 Number of drugs according to reimbursement and prescription statuses

Class A 8,177 53.9 %

Class H 1,397 9.2 %

Class C 5,606 36.9 %

Drugs that may only be used in hospital settings 1,949 12.8 %

Normal prescription (GP, repeatable) 10,253 67.5 %

Special prescriptions 1,227 8.1 %

Non-prescription non-advertisable 867 5.7 %

Non-prescription advertisable 884 5.8 %

Total drugs 15,180 100.0 %

Source: Our elaboration of AIFA (2014)
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and orphan drugs are exempt from the payback requirement; if they exceed the

budget, their payback is distributed among other brand-name products.

In brief, P&R in Italy are characterized by the following features.

Reimbursement and ex-factory prices are simultaneously negotiated by AIFA

and the relevant company; because this negotiation takes 1 year on average

(347 days according to Efpia-IMS data) (Efpia 2011), beginning in 2013 market

access was accelerated by allowing drugs to be marketed once they were approved

(they are included in a “limbo” Class C(nn) that stands for “Drugs whose price and

reimbursement has not yet been negotiated”) and waiting for price and reimburse-

ment negotiations; the relevant expenditure is covered by patients unless the region

and industry have negotiated a temporary reimbursement arrangement. If AIFA and

the industry do not reach an agreement the drug is classified as Class C.

The main criteria used in the negotiation are the disease burden, the place in

therapy and availability of alternative treatments, the risk-benefit profile, the ther-

apeutic added value, and the impact on the drug budget. For most new drugs,

MMEA are agreed on; for some drugs, more than one contract is negotiated.

Cost-sharing for drugs was abolished at the national level in 2001, but regions

are free to introduce cost-sharing to cover possible health care spending deficits. In

16 out of the 21 regions, cost-sharing has been introduced in the form of

co-payments (fixed charges per prescription). Regional cost-sharing accounts for

5 % of gross SSN retail drug spending in 2013 (AIFA 2014). Finally, generic

reference prices were introduced at the national level in 2001 (Decree 347/2001).

Products sharing the same generic molecule and package (same active ingredients,

pharmaceutical form, route of administration, dose and quantity of molecules per

dose) are reimbursed at the lowest available price (Ghislandi et al. 2005). Patients

are required to pay the possible difference between the price of the prescription and

the reference value. Since 2005, if a product is priced higher than the reference

level, pharmacists are obliged to inform patients of the existence of cheaper sub-

stitutes, unless the prescriber indicates “non-substitutable” on the prescription form.

If patients accept substitution, pharmacists are obliged to dispense the cheapest

product, which will be fully reimbursed. Cost-sharing for drugs subject to reference

pricing accounts for 7.8 % of gross SSN retail spending in 2013 (AIFA 2014).

Exemptions to cost-sharing are decided by regions and are usually applied to people

suffering from chronic diseases and rare diseases, elderly people, disabled people,

and people with low family incomes.

Distribution margins for reimbursable drugs are regulated by law. At present

(Law 122/2010), wholesalers and pharmacists receive a 3 % and a 30.35 % margin,

respectively, on the final price before the VAT (10 %). The distribution margin for

generics is 8 % higher (and margins for the industry are 8 % lower) than for other

drugs. If the drug is covered by the SSN, pharmacists are subject to a progressive

discount ranging from 3.75 % (when the drug’s final price is under 25.82 Euros) to

19 % (if the price is over 154.94): hence, actual margins for pharmacists range from

26.6 to 11.35 %. Further discounts have been temporarily imposed to address cost-

containment, whereas pharmacies with low turnover and that are located in rural

areas benefit from reduced discounts. A reform of pharmacist and wholesaler
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remunerations stating that remuneration for reimbursed drugs should generally rely

on a fee per drug dispensed was announced in 2010 (Law 122/2010). Implementa-

tion of the reform has been postponed many times and it is now expected to be

introduced in 2015.

The industry is free to set prices for non-reimbursable drugs, but industry is

allowed to increase prices in each odd-numbered year. Distribution margins for

non-reimbursable drugs are free. Whereas the final price of non-reimbursable

prescription drugs is the same all over the country, prices for OTC and other

non-prescription drugs may differ across pharmacies and other points of delivery

(para-pharmacies and gross retailers).

8.6 How Prices Are Set and Which Entities Are Involved

in Price Negotiations

Ex-factory prices for all reimbursable drugs are negotiated by AIFA and the

company holding the marketing authorization. The company is invited to submit

a file to the P&R Office of AIFA with the following data (Delibera CIPE 3/2001):

general information on the drug, i.e., mechanism of action, posology and route of

administration, length of treatment/number of cycles, approved indication; disease

burden/seriousness; place in therapy and availability of therapeutic alternatives;

relative (comparative) risk-benefit profile; summary of the clinical evidence;

pharmaco-surveillance data from other countries where the product has been

launched before Italy; prices in other EU countries; impact on drug budget, i.e.,

number of expected patients, total market for the target population, expected market

share of the new drug; suggested measures to reduce the impact on the budget (e.g.,

discounts); industrial parameters (investments in research and development and

production in Italy; drugs exports); cost-efficacy data, considered useful for orphan

and highly innovative drugs.

Disease relevance (drugs for minor diseases are usually not reimbursed), com-

parators (and their prices), therapeutic added value, and the impact on drug budget

are the most important parameters considered in the negotiation. Cost-efficacy is

usually disregarded, and industrial parameters seem to not be taken into account.

Disease relevance, place in therapy and added value are also used to categorize a

drug as “innovative.” An innovative drug has two main advantages: its revenue is

excluded from payback if the relevant (retail or hospital) budget is overrun and it

may be prescribed even if it is not listed in regional formularies. The assessment of

innovativeness (Motola et al. 2005), formally adopted in 2007 (AIFA 2007), has

been criticized for being too broad, not transparently managed and more oriented

toward assessing a drug indicated for diseases without alternatives (e.g., rare

diseases) as innovative than a drug providing important added value to existing

alternatives. Despite these criticisms, new criteria to assess innovativeness have not

been implemented yet despite multiple announcements about them.
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Files provided by companies are first scrutinized by the CTS, who suggests an

administrative classification and reimbursement status. Next, the dossier is ana-

lyzed by the P&R Office of AIFA, with the support of the P&R “Segretariato”

and, if necessary, the support of the relevant consultant committee and the P&R

Committee. In principle, the negotiation process can be entirely managed online,

but P&R Committee hearings to discuss the most controversial parts of the dossier

are common. If an agreement is reached, it is formally approved by the CTS and

the AIFA Management Board and published on the Gazzetta Ufficiale (Official

Gazette, Official Journal of the Italian Republic). If an agreement is not reached,

the drug is classified as Class C and is not reimbursed by the SSN.

In principle, the whole process should take 90 days, not including a “clock stop”

chosen by AIFA to obtain further information. According to Efpia/IMS Health data,

the P&R negotiation takes a longer time (347 days on average). This market access

delay is certainly caused by the length of the negotiation process, but it can also be

due to a delay in the dossier submission. Market access delays for oncology drugs

are even longer (422 days on average), but 40 % of this delay is caused by

submission postponement (Russo et al. 2010).

8.7 Managed Market Entry Agreements

Managed Market Entry Agreement (MMEA) have been extensively used because

of the necessity of making drugs available (and covered by payers) with insuffi-

cient evidence for new drugs, uncertainty at market launch and the need to limit

the budget impact of new drugs. The taxonomy of these agreements has been

illustrated in recent reviews (Morel et al. 2013; Carlson et al. 2010). MMEA may

be (1) financial-based or outcome-based when the price or reimbursement status,

or both, depends on the financial and clinical impact, respectively, and (2) -

population-based or patient-based when the drug’s performance is measured on

the population as an aggregate or on each individual patient, respectively

(Fig. 8.4).

In Italy, most new drugs are approved with an MMEA. They are both financial-

based (price-volume agreements or total spending cap/capping on the annual cost

per patient treated, discounts on first cycles) and outcome-based contracts (only in

the form of performance-linked reimbursement). Outcome-based contracts have

been applied to oncological drugs—e.g., everolimus has been approved with a

performance-linked reimbursement contract that requires a payback to hospitals

from Novartis should patients not respond after 3/6 months of treatment for

advanced renal carcinoma/HER2 negative advanced breast cancer and pNET,

respectively—and could rely on drugs registries as an information tool for patients

follow-up. To date, 25 drugs have been subject to such contracts. Registries have
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been implemented for a broader number of drugs (46) to govern the prescription of

expensive drugs.5

Many times, multiple MMEA are negotiated: e.g., vemurafenib, approved for

the treatment of advanced and inoperable melanoma in BRAF-mutated patients, has

been approved with a performance-linked reimbursement contract and a spending

cap of 36 million Euros for 2 years. Roche has also agreed to provide the relevant

biomarker free at the point of delivery.6

8.8 Official Prices Are Not the Actual Transaction Prices

Ex-factory list prices negotiated by AIFA and the relevant pharmaceutical compa-

nies (plus distribution margins and VAT) represent the official price covered by the

SSN for drugs used at the retail level.

Actual prices paid by hospitals may differ from the official prices for two

reasons.

First, hidden discounts may be negotiated with AIFA as part of the MMEA

strategy. These discounts are unknown to the general public, but regions and

hospitals are informed of them because the discounted price represents the maxi-

mum price of drug procurement.

Second, hospitals may require and companies provide further discounts. Pro-

curement policies have become very aggressive in recent years for cost-

containments reasons: most hospitals are joining networks (even at the regional

level) to increase their bargaining power. Many times tenders refer to the molecule

(thus including originators, co-marketers and generics, if the patent has expired) or

even the therapeutic class (including molecules with the same indication/mecha-

nism of action—e.g., statins). There are no official data on the average discounts

Fig. 8.4 Taxonomy of

managed market entry

agreements

5 http://www.agenziafarmaco.gov.it/it/content/registri-farmaci-sottoposti-monitoraggio. Accessed

25 July 2014.
6 http://www.gazzettaufficiale.biz/atti/2013/20130129/13A04712.htm. Accessed 25 July 2014.
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and actual prices paid by the SSN. A recent analysis, focused on off-patent

biotechnological drugs and biosimilars in eight regions where drug procurement

is centralized, found that the average discount on the bid price (which can be lower

than the price negotiated with AIFA) was 61.4 % for epoetin, 59.9 % for filgrastim

and 17.4 % for somatropin (Curto et al. 2014).

8.9 Medicine Prices Change Over Time

Medicine price changes over time are influenced by four factors.

The price/reimbursement contract between AIFA and the pharmaceutical com-

panies lasts 2 years, unless it is defined differently (e.g., if a 1 year price-volume

agreement is negotiated). Price (and reimbursement) conditions are renewed for

another 2 years, unless AIFA or manufacturers provide new evidence 3 months

before the deadline of the contract. This has never produced, to the best of our

knowledge, an increase in prices, but has possibly resulted in price-cuts.

Second, should there be an extension to the indication of the drug that noticeably

increases the number of patients (and volume sold), AIFA asks the company for a

price cut.

Third, in the last 10 years, patent protections for many molecules have expired,

and are no longer protected by the Italian Supplementary Patent Certificate

(Certificato Protettivo Complementare, CPC). This certificate was introduced in

1991 and guaranteed a patent protection extension over the European Supplemen-

tary Patent Certificate (18 years compared to 5 years). The latter has cancelled any

previous national legislation over patent protection (including the Italian CPC), but

has not had any retroactive impact on drugs with patent protections that were

already extended (Garattini and Ghislandi 2006). Actually, after 18 years (i.e., in

2010), the impact of the Italian CPC has diminished. Many molecules whose patent

expired many years ago elsewhere are now off-patent in Italy as well. Generication

together with reference pricing has contributed to a huge decrease in prices.

Finally, pharmaceutical price cuts have been extensively used as cost-

containment measures (Ghislandi et al. 2005). While administrative price cuts

prevailed in the second half of the 1990s, subsequent years have seen the imple-

mentation of more complex actions. The most important one, named cut-off and

approved in 2003, provided for a maximum price per DDD (Defined Daily Dosage)

per therapeutic class (IV or sub-VI ATC) and delisted all products with a price per

DDD over a maximum level: most companies were forced to lower prices to avoid

delisting and losing reimbursability.

As a result, in the last 12 years, price variations for retail drugs covered by the

SSN have always been negative (Fig. 8.5) and unit prices are lower in Italy than in

most other EU countries both for retail drugs (Department of Health 2012) and

hospital list prices (Jommi and Costa 2013).
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8.10 The Impact of Pricing on Public Health

There are no available data on the effects of pricing policies on public health.

However, some data have been published on equity issues, access to drugs and

economic impacts of policies.

As far as equity is concerned, it must be firstly noted that public coverage of

retail pharmaceutical spending has fallen from 67.6 % in 2001 to 50.3 % in 2013.

This is mostly caused by an increase in cost-sharing. There is also a huge difference

across regions in public coverage of pharmaceutical expenditure, ranging from

48.2 % in northern regions (min 45.2 %) to 53.9 % in the southern ones (max

58.5 %); these differences are mostly motivated by important differences in private

expenditure for reimbursable drugs and in the use of non-reimbursable drugs for

minor diseases. Finally, access to new and expensive drugs has been affected by

important delays to their inclusion in regional formularies (Jommi et al. 2013).

Empirical evidence regarding the impact of pharmaceutical policies and access

issues in Italy is rather limited. A study on regional cost-sharing conducted from

2001 to 2003 found that an increase in the co-payment by one Euro reduced the per

capita number of prescriptions by 4 % and the per capita public pharmaceutical

expenditure by 3.4 %, thus revealing demand-price elasticity (Fiorio and Siciliani

2010). Another study explored how and to what extent cost-sharing influences

patients’ decisions on medication use: a large proportion of Italian patients

(66.5 %) showed cost sensitivity (Atella et al. 2005). A more recent study

(Ghislandi et al. 2013) found that generic reference pricing has reduced average

prices by 13 % more than off-patent drugs not affected by reference pricing (i.e.,

that were genericated before the generic reference price was introduced). Moreover,

each entry of a new generic was associated with a price drop of approximately

2.8 %: i.e., the more generics there are, the higher the effect of reference pricing on

price competition. The final study of note investigated factors influencing market

Fig. 8.5 The impact of volume, price and mix effects on the growth rate of gross expenditure.

Source: Our elaboration of AIFA, various years (2006–2013). Legend: Volume effect is measured

in DDDs, Mix effects stands for an increase in the use of more expensive drugs at the expense of

cheaper ones for the same indication
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access and penetration for oncology drugs: regional formularies, high prices and a

substantial impact on the drug budget are correlated with slower market access,

whereas the stipulations of an MMEA improve market access (Russo et al. 2010).

8.11 The Case of Generic Medicines

The term “generics” was introduced for the first time in 1996 (Law 425/1996). A

generic is defined as a product with “the same qualitative and quantitative compo-

sition in active substances and the same pharmaceutical form as the reference

medicinal product, and whose bioequivalence with the reference medicinal product

has been demonstrated by appropriate bioavailability studies.” The same law stated

that the price of the generic product should be set at least 20 % lower than the price

of the original.

In general, the procedure for generic pricing does not differ from other drugs.

However, according to a recent Decree (April, 4, 2013), companies holding market

authorizations for generic and biosimilar drugs are not obliged to negotiate prices if

generic/biosimilar prices are set 30–50 % and 45–70 % lower than the original drug

in Classes H and A, respectively. Larger markets require higher discounts to avoid

negotiation.

As mentioned before, generic reference prices were introduced in 2001. In the

same year, the Minister of Health launched an informational campaign to inform

patients of generics through a publication sent by mail to each family. AIFA carried

out a second pro-generic media campaign aimed at patients in 2007.

Generic substitution by pharmacists was introduced in 2005. Substitution is

mandatory for pharmacists unless the prescriber states “non-substitutable” on the

prescription form (aut-idem clause) and the patient refuses substitution. In addition,

distribution margins for generics have been set 8 % higher than other drugs since

2009 (Law 79/2009).

Mandatory generic prescriptions (i.e., prescription of the molecule, possibly

followed by the brand name) were introduced in 2012 (Law 135/2012) and partially

amended by Law 221/2012 for case of first prescriptions for chronic diseases, and

new prescriptions for non-chronic diseases. Law 221/2012 has also states that

physicians should inform patients about the availability of cheaper drugs if they

want to prescribe a product priced above the reference price.

Additionally, regions have implemented actions to favor the prescription of

off-patent molecules. Prescription targets for off-patent drugs within the same

therapeutic class (e.g., statins, β-blockers, sartans, selective serotonin reuptake

inhibitors), with the associated sanctions (if targets are not reached) or incentives

(if targets are reached), have been implemented mainly in the southern regions,

where medical doctors are more used to prescribing new drugs covered by patent

protections and avoiding generics. Regions were also temporarily allowed to

introduce therapeutic reference pricing, i.e., reference prices by therapeutic class,

with patients required to cover the difference between the actual prescribed drug
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price and its reference value. Eight regions introduced a therapeutic reference price

for proton pump inhibitors. Therapeutic reference prices were abolished in

October 2007.

Despite the fact that the retail market is now mostly off-patent (off-patent drugs

represent 64.2 % and 41.5 % of the total SSN retail market in volume and value,

respectively) and many actions have been put in place that favor generics, the

market share for generics has grown but is still limited (14.9 % of the total SSN

retail market, i.e., 36 % of the off-patent market—Table 8.3). The modest perfor-

mance of generics can be attributed to a long tradition of brand name prescriptions,

and the circumstance that, owing to reference pricing, public expenditure is unaf-

fected by the decision to prescribe a generic or its originator.

8.12 Conclusion

After the scandals in 1993 and 1994 showed that companies, policy makers and top

public officers constructed an illegal system to set prices, Italian pharmaceutical

policy has been revised to reflect a new approach more oriented toward evidence-

based medicine and cost containment. Despite unquestionable achievements in

terms of health policy goals (structural inclusion of evidence-based medicine in

the decision-making process) and cost containment, there are some critical issues

that remain unaddressed.

First, dynamic efficiency (i.e., allocating sufficient resources to make the indus-

try continuously invest in innovation) and the introduction of appropriate incentives

to encourage competitive research and development have been neglected. There is a

huge discussion around the role of price regulation in promoting dynamic allocative

efficiency and territory attractiveness, and the authors agree with the principle that

pricing of new drugs should not incorporate industrial objectives. However, it is

clear that the unstable regulatory environment and cost-containment imperatives

have reduced Italy’s attractiveness for R&D (Jommi and Paruzzolo 2007; Gehring

et al. 2013).

Second, short-term cost-containment policies have dominated in recent years.

This approach has been accompanied by silo budgeting, determined by the exis-

tence of drug budgets. A silo budget pushes payers to disregard the impact of drugs

on other health care services, e.g., whether a drug may reduce admissions to

hospitals, with important savings for the SSN. Such an approach is manageable if

this impact is not significant, but may be seriously challenged when new and

innovative drugs for a large target population produce important savings in other

health care services; this circumstance may develop surrounding new drugs for

Hepatitis C.

Third, problems arising from the distribution of power between the central state

and the regions remain unresolved. Despite regulations put in place to reduce

conflicts and to better clarify what the competencies of AIFA and the regions are,

the latter are still accountable for their health care budgets and will systematically
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challenge decisions made by AIFA if these decisions undermine their financial

equilibrium. A clearer definition of competencies at the national, regional and local

levels would reduce fragmentation of assessments that may undermine horizontal

equity. In addition, it would avoid duplication of assessments based on the same

information, thus reducing administrative costs. However, this may not be enough

because regional authorities are accountable for managing their health care budgets.

In multi-tier regulations, collaboration among different levels and a higher level of

transparency are needed. Any decision made at the central level may be legiti-

mately challenged at the regional level if regions do not know the rationale behind

these decisions. Unlike other HTA Organizations (e.g., NICE—National Institute

for Health and Care Excellence; SMC—Scottish Medicine Consortium; HAS—

Haute Autorité de Santé, French National Authority for Health; GBA—

Gemeinsamer Bundesausschuss, Federal Joint Committee; IQWIG—Institut für

Qualität und Wirtschaftlichkeit im Gesundheitswesen, Institute for Quality and

Efficiency in Healthcare), AIFA does not publish any appraisal document to

illustrate the rationale for (and evidence behind) the decisions that are made.

Once an appraisal report has been published and discussed, the exclusion of new

drugs from formularies or delayed approvals at the regional and local levels will be

more difficult to justify (Jommi et al. 2013).
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Chapter 9

Pharmaceutical Pricing Policies in South

Korea

Iyn-Hyang Lee and Karen Bloor

Abstract South Korean healthcare system has experienced an unprecedented

growth and transformation in the span 15 years. The landmarks were the unification

of insurance funds, and the separation of prescribing and dispensing of drugs (SPD).

Several pricing policies have been introduced, revised and abolished to attempt to

address unexpected increases in pharmaceutical expenditure which followed the

separation of prescribing and dispensing of medicines. This chapter outlines the

health care and pharmaceutical systems in South Korea, details pricing policies in

the latest decade and reviews the effectiveness of these policies. While having a

long-lasting history in pharmaceutical price control, South Korea has often intro-

duced policies with a weak scientific basis and then abolished them without proper

assessment and evaluation. Some evidence suggests that price controls have

reduced pharmaceutical costs in the short-term, but evidence on the long-term

impacts are largely absent. Given the cause of current cost inflation, i.e., increased

use of pharmaceuticals and an ageing population, society needs a policy consensus

to control prices and encourage rational prescribing.

9.1 Introduction

The Republic of Korea (hereafter South Korea or Korea) was viewed as one of the

‘tiger economies’ as a result of rapid export-led growth in the latter half of the

twentieth century. Social health insurance was introduced in 1977 and covered the

whole population by 1989 (NHIC and HIRA 2007). But South Korea’s health care

system faces challenges similar to those in many other developed countries. In

particular, chronic conditions are increasing significantly as the population ages.

This is contributing to expenditure inflation in health care, particularly in the cost of
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pharmaceuticals. Policy makers in Korea, like in other countries, have implemented

numerous reforms to address cost inflation and perceived inefficiency, with varying

success. Reforms in the area of pharmaceutical expenditure include the unification

of insurance funds, and the separation of prescribing and dispensing of drugs (SPD),

a substantial policy change that was implemented in 2000 (Kwon and Reich 2005;

Hwang 2006). Different pricing policies have been introduced, revised and

abolished in attempts to address unexpected increases in pharmaceutical expendi-

ture following the SPD. In this chapter, the healthcare and pharmaceutical systems

in South Korea are outlined, pricing policies in the latest decade are described and

the effectiveness of these policies is reviewed.

9.2 The Korean Health Care System

Most of the Korean population is covered by a mandatory National Health Insur-

ance (NHI) scheme (Fig. 9.1), complemented by a Medical Aid (MedAid) system

which provides comprehensive coverage to low income households. In 2012, the

whole population was covered either by the NHI (97 %) or by MedAid (3 %) (NHIS

and HIRA 2012). The NHI fund is made up of beneficiaries’ contributions (85 %),

and other sources, mostly public tax (15 % in 2012) (NHIS and HIRA 2012).

Patients generally enjoy substantial freedom of choice among health care providers

if they were willing to pay a premium fee. Currently, most Korean healthcare

providers are engaged in private practice and are paid on a fee-for-service basis.

A diagnosis-related group (DRG) payment system has been expanded since July

2012 (HIRA 2013). There are no publicly funded community pharmacies and few

public hospitals. Only 8.5 % of hospitals and 20.6 % of acute beds were publicly

managed in 2005 (MOHW 2006) and the situation has since changed little

(Yonhapnews 2011).

Fig. 9.1 Flows of funds and services in the Korean health care system
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Key statistics summarizing the Korean healthcare system are presented in

Table 9.1. Life expectancy was 81.1 in 2011 (OECD 2013b), and the share of the

population over 65 years of age increased from 7.2 % in 2000 to 11.8 % in 2012.

Although the ageing population is still smaller than in other developed societies, it has

increased substantially—at least twice as fast as in Japan orGermany (Lee 2010). This

brings about similar challenges to those seen in other developed countries’ health care
systems, including health expenditure inflation. Total health expenditure increased

from 5.1 to 7.2 % of GDP between 2001 and 2011. However, it is still below the

international average of 9.5 % (of GDP) in OECD countries (OECD 2013a). High

private expenditure has been the subject of strong criticism in South Korea (Choi

et al. 2005; Lee 2005; OECD 2007). Patients are required to pay nearly half of their

health care expenses out-of-pocket at the point of care, including legal copayments

and non-subsidized services (Kim and Jung 2005; Kim and Lee 2006).

Table 9.1 Key statistics summarizing the Korean healthcare system

Indicator 2000 2005 2010 2012 Source

Total population, million 47,008 48,138 49,410 50,004 OECD Factbook

Population aged over 65 years, % 7.2 9.1 11.0 11.8 OECD Factbook

Life expectancy at birth, total 76.0 78.5 80.6 81.1

(2011)

OECD Factbook

Life expectancy at birth, female 79.6 81.9 84.1 84.5

(2011)

OECD Factbook

Life expectancy at birth, male 72.3 75.1 77.2 77.7

(2011)

OECD Factbook

GDP per capita in US$ PPP 16,439 22,783 28,613 30,800 OECD Factbook

Total health expenditure, % GDP 5.1

(2001)

5.7 7.1 7.2

(2011)

KOSIS

Public health expenditure, % of

total

54.9

(2001)

52.6 57.7 56.9

(2011)

KOSIS

Private health expenditure, % of

total

45.1

(2001)

47.4 42.3 43.1

(2011)

KOSIS

Pharmaceutical expenditure, % of

total

25.1

(2003)

22.4 20.5 20.2

(2011)

OECD Health

Statistics

Pharmaceutical expenditure per

capita, US$ PPP

137 287 427 445

(2011)

OECD Health

Statistics

Number of acute care beds per

1,000 population

4.2

(2003)

4.6 5.5 5.9

(2011)

OECD Health

Statistics

Practising doctors per 1,000

population

1.3 1.6 2.0 2.1 OECD Health

Statistics

Practising pharmacists per 1,000

population

– 0.6 0.7 0.7 OECD Health

Statistics

Number of visits to GPs per capita

per year

– 11.8 12.9 13.2

(2011)

OECD Health

Statistics

PPP purchasing power parity,GDP gross domestic product, KOSISKorean Statistical Information

Service
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Pharmaceutical expenditure has increased faster than general economic growth

since 2005 (Fig. 9.2). In 2011 pharmaceutical expenditure per capita was US$445
PPP,1 a lower absolute value than most industrialized countries but the growth rate

between 2005 and 2011 was 55 %, the second highest in the OECD and 2–3 times

higher than France (18 %), Germany (25 %), the Netherlands (20 %), and the US

(22 %) (OECD 2013c).

9.3 Pharmaceuticals in South Korea

Since the late 1990s, South Korea has experienced an unprecedented transformation

in the organization and regulation of the pharmaceuticals market. There have been

several recent significant changes in pharmaceutical policy, the most important of

which was the separation of prescribing and dispensing of drugs (SPD) from July

2000 onwards.

9.3.1 The Korean Pharmaceutical Market

South Korea is a small part of the world market for pharmaceuticals, accounting for

about 1.8 % of global sales in 2011. The Korean pharmaceutical market was around

18.9 trillion KRW (US$17 billion2 in 2014) in 2011 (KHIDI 2013). The Korean

pharmaceutical industry is characterized by small businesses. The share of national

GDP made up by the pharmaceutical industry has been around 1.5 % since 2005

(KHIDI 2004, 2007, 2013). In 2011, 638 manufacturers produced pharmaceuticals,

among whom the top 15 producers represented 40.8 % of annual sales (KHIDI

2013).
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Fig. 9.2 Trends in

pharmaceutical expenditure
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economy, 2003–2012. Data
source: OECD.Stat (2014)

1 Values adjusted by purchasing power parity (PPP) to eliminate price level differences in inter-

country comparisons, equalising currencies by using a basket of goods and services.
2 US$1¼ 1,100 KRW in 2014.
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Overall R&D investments of the top 20 producers were around 10 % in 2011,

less than the average 16 % of the international top 20 patent holders (KHIDI 2013).

Korean companies conventionally make more efforts to sell generics and, as a

result, the volume share of generics in the pharmaceutical market is relatively high,

over 40 % (Lee et al. 2014).

9.3.2 Distribution Structure of Pharmaceuticals

The distribution structure of pharmaceuticals in Korea is complicated and until

recently far from transparent. There were 1,889 wholesalers in the Korean pharma-

ceutical market in 2011 (HIRA 2012). This has increased steadily since a de-

regulation measure in the beginning of 2000 (DailyPharm 2000). Community

pharmacies are managed privately. Only registered pharmacists are eligible to

establish a community pharmacy. Community pharmacies can contract with both

manufacturers and wholesalers to acquire pharmaceutical stocks. Sizable not-for-

profit hospitals usually purchase pharmaceuticals through an annual open bidding

system. They generally provide a pre-defined formulary, encompassing a set of

potential manufacturers for each chemical ingredient (from one, in cases of pat-

ented products, to five or more for off-patented products). The final product chosen

under contract is delegated to wholesalers. Little is known about the selection

process by wholesalers, which remains the scope of private business.

9.3.3 Pharmaceutical Regulatory Authorities

Table 9.2 shows the key government bodies involved in regulating pharmaceuticals

in Korea. The Ministry of Health and Welfare (MOHW) authorises national

pharmaceutical policies, working with arms’ length bodies and advisory commit-

tees. The Ministry of Food and Drug Safety (MFDS) is an organization similar to

the U.S. Food and Drugs Administration (FDA) and is responsible for the safety and

pharmacological effectiveness of drugs. Accelerated licensing is possible under the

supervision of the Korean Orphan Drug Centre (KODC) in cases of urgent patient

need. The Korea Institute of Drug Safety & Risk Management (KIDS) is an

independent body, established in 2012 to monitor pharmacovigilance activity

(KIDS 2013).

The National Health Insurance Service (NHIS) is a single payer in the Korean

healthcare system, responsible for administration of the NHI and MedAid in terms

of eligibility, billing and management of health insurance funds. The Health
Insurance Review & Assessment Service (HIRA) is an independent agency for

reviewing medical claims. Health care providers are reimbursed directly by the

NHIS, based on prescriptions obtained from the patients after evaluation by HIRA

(as illustrated in Fig. 9.1). Before the existence of HIRA there was no way for the
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NHIS to intervene in pricing, and critics described it as a ‘cashier’ rather than an

active purchaser (DailyPharm 2004b). Following the introduction of a positive list

in 2006, HIRA became involved in pricing of patented drugs, through a process

described in Sect. 9.4. Another important role of HIRA is to make decisions about

the list of reimbursed pharmaceuticals, including establishing reimbursement stan-

dards for marketed drugs and assessing the cost-effectiveness of candidate drugs to

determine whether or not they are worthy of public subsidy.

The National Evidence-based Healthcare Collaborating Agency (NECA) is an
agency for Health Technology Assessment (HTA) and Comparative Effectiveness

Research. This is similar to the National Institute for Health and Care Excellence

(NICE) in the UK.

9.3.4 Separation of Prescribing and Dispensing of Drugs

Mandatory separation of prescribing and dispensing was introduced in South Korea

differently. No on-site pharmacies are allowed at primary care clinics. In hospitals,

in-house pharmacies are responsible for inpatient services. Outpatient dispensing

services are allowed for only a small number of specified cases such as emergency

Table 9.2 Government bodies regulating pharmaceutical use and reimbursement in South Korea

Name Role Notes

Ministry of Health &

Welfare (MOHW)

Establishing national

pharmaceutical policies

Since 1948

Central Pharmaceutical

Affairs Council (CPAC)

Core decision advisory

committee on

pharmaceuticals

Since 1963

Ministry of Food and Drug

Safety (MFDS)

Safety control Independent from the ministry since

1998; formerly Korea Food & Drug

Administration (KFDA), raised to

the status of a ministry in 2013

National Health Insurance

Service (NHIS)

Administering the national

health insurance system

Established in 1998 to merge

fragmented sources of funds; full

integration was completed in July

2003; formerly National Health

Insurance Cooperation (NHIC)

Committee on the health

insurance policy (CHIP)

Core decision advisory

committee over the NHI

reimbursement rules

Since 2002

Health Insurance Review

& Assessment Service

(HIRA)

Reviewing and assessing

insurance claims

Restructured from the National Fed-

eration of Medical Insurance in 2000

National Evidence-based

Healthcare Collaborating

Agency (NECA)

Synthesizing and dissemi-

nating evidence on cost-

effectiveness

Since 2009
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episodes, patients with severe disability or with specific groups of disease which are

exempt from the SPD regulation (Korean Pharmaceutical Affairs Law, provision
23). Additionally, there are regional exceptions due to lack of institutions in some

remote districts.

The SPD has created a ‘cultural revolution’ in every aspect of the Korean

pharmaceutical market. Technically, it verified the function of health professionals

as prescribers or dispensers, but in reality this has been much more than just

separation. Firstly, a number of policy changes were needed to support the SPD.

This included price regulation (the Maximum Allowable Price at Actual Transac-

tion Price system, MAP-ATP) and regulation to standardize produces (the

Bio-equivalence Validation Program, BVP) (Chung and Kim 2005). Separation

of prescribing and dispensing of drugs resulted in increase in pharmaceutical

expenditures. To contain pharmaceutical expenditures, two projects were started

namely the Better Prescribing Project (BPP) and the Pharmaceutical Expenditure

Rationalization Plan (PERP).

The BPP, a national prescribing monitoring and feedback program, has gener-

ated informative data around prescribing practices nationwide since 2001, which

has been published since 2002. Variables include the rate of antibiotics prescribed

for the common cold, the rate of injections prescribed, the number of items per

prescription and costs per prescription, and the rate of pre-defined drugs prescribed

by diagnosis.

The PERP was enacted on 29 December 2006 with the goal of minimizing

unnecessary drug expenses by modifying prescribing behavior and by promoting

transparency in the market. It was a comprehensive package of pharmaceutical

regulations consisting of four sub-domains: price control, volume control, quality
control and the restructure of the pharmaceutical market. Before the PERP,

regulations tended to be inconsistent and sometimes conflicting, so the PERP was

an attempt to rationalize and harmonize policy in this area.

9.4 Drug Pricing

In the Korean market, pharmaceutical manufacturers are free to set prices of those

drugs, which are not reimbursed. Since 1999, retail pharmacists have also set their

own prices for the medicines which are not reimbursed (Korean Pharmaceutical
Affairs Law; provision 78). Prices of reimbursed drugs have been regulated since

the beginning of the National Health Insurance (NHI) system. Following the

separation of prescribing and dispensing, prescription-only-medicines (POMs)

that are mostly reimbursed by the government are no longer allowed to be sold

without authorized prescriptions. The market prices for POMs that have a 70–80 %

market share are governed by the Maximum Allowable Price (MAP) system

(KHIDI 2013).
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9.4.1 How Are the Maximum Allowable Prices Determined?

The MAP, which has been in force since the beginning of the NHI, is a form of price

cap that sets an upper limit of remuneration for each pharmaceutical product. It is

decided at the ministerial level through a process involving several government

bodies. Generally, different rules apply to on- and off-patent original drugs, and

generics. During the last decade, there were two substantial changes in pricing

policy: the PERP in 2006 and the Single Price System in 2012.

Before the PERP, when prices for new chemical entities (NCEs) were deter-

mined, a cross-national price comparison was employed. The average wholesale

prices in seven industrialized countries3 were considered as the international

comparator (hereafter, A7 average price system). This was thought to be potentially

inflationary as it compared drug prices with countries with much stronger eco-

nomies than South Korea (Bae and Kim 2001; Chung 2002; Lee 2006). Moreover,

the prices of generics after patent expiry might also have been higher because of the

Korean Linkage Price System (LPS).4 Under the LPS, the price for generics (from

the first to the fifth products to enter the market) was set at a maximum 80 % of the

price of the off-patent original products. The price for the sixth and later generic

comers would not exceed 90 % of the price of the cheapest existing generic

products with identical substances, form and strength. Mounting opinion in favor

of reducing pharmaceutical prices to an affordable level for Korean patients (Kim

2002; Lee 2006; DailyPharm 2004a; People’s Solidarity for Participatory Demo-

cracy 1998; Korean Pharmacists for Democratic Society 2006) resulted in PERP,

which included a positive listing system with the formal requirement of economic

evaluation and a price-volume agreement.

9.4.1.1 Positive List System for Insured Pharmaceuticals

From December 2006, the PERP employed a positive listing system for insured

pharmaceuticals, and price-volume agreements for new chemical entities (NCEs).

Under the positive list system, the authorities were able to refuse to list a candidate

drug that is considered less cost-effective than existing alternatives (HIRA Guide-
lines for economic evaluations of pharmaceuticals). However, owing to the scarcity
of economic studies (Choi 2008), a cross-national price comparison seems likely to

play some role in pricing for some time to come. Where economic evidence is

lacking, Taiwan and Singapore, with similar economic environments to Korea,

were added to the group of reference countries for price setting (Pharmaceutical
Price Agreement Guideline, National Health Insurance Corporation Official
Instruction 2006-122; provision 11).

3 France, Germany, Italy, Japan, Switzerland, the UK and the US.
4 The first to fifth generic drug is set at less than 80 % of cost for its off-patent alternative. The sixth

and later product is set at the 90 % price of the least expensive alternative (MOHW Official
Instructions 2005–14; provision 8).
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9.4.1.2 Price-Volume Agreements for New Chemical Entities

Figure 9.3 illustrates the process of pricing pharmaceutical products. When pharma-

ceutical manufacturers apply for listing, HIRA assesses whether a candidate prod-

uct is more cost-effective than the most frequently used comparator, including

drugs or other medical procedures. If HIRA recommend reimbursement, other

details for reimbursement have to be determined within 150 days. In cases where

listing is refused, each applicant can appeal for re-evaluation. If the candidate drug

is a generic, the maximum allowable reimbursement price will be calculated

according to a statutory pricing guideline (see the next section for details). If a

candidate product is newly developed, with no comparators for pricing, the MOHW

refers this to the NHIS to begin a negotiation with applicants to determine an

appropriate price. The NHIS price is calculated partly based on the manufacturers’
predictions of likely consumption and impact on health expenditure. Pricing can be

set without agreements if the candidate drug is viewed as essential for the public,

merely with adjustments by the Benefit Coordination Committee (BCC). If manu-

facturers do not apply for listing even if the products are considered essential, the

authorities set prices through the same pathway as if there is a disagreement.

The initial price is reassessed in the second year according to sales volume from

pharmaceutical claims data during the first year, a so-called price-volume agree-

ment (MOHW Official Instruction 2006-165, Pharmaceutical Price Agreement
Guideline; provision 12). If consumption of a product is 30 % higher than predicted,

then the price of the product is lowered in proportion to the increase in volume.

From the second year, products with consumption 60 % or greater than the

Fig. 9.3 Decision-making process of reimbursement pricing on pharmaceuticals. CHIP Commit-

tee on the health insurance policy, HIRA Health Insurance Review & Assessment Service,MOHW
Ministry of Health and Welfare, NHIS National Health Insurance Service
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preceding year are also the target of re-pricing. The rate of re-pricing is limited to a

maximum of 10 %. Between 2007 and 2009, consumption of contracted products

was between 68 and 487 % more than the expected volume and the impact of

re-pricing within a 10 % bound was questioned, with calls for integrating an

expenditure target into the price-volume agreement (Kim and Choi 2011).

9.4.1.3 Adjusting the Statutory Pricing Guideline for Off-Patent

Products and Generics to a Single Price System

The PERP also adjusted the statutory pricing guideline for off-patent original

products and generics. The price for original products would be reduced by 20 %

as soon as any generic formulation entered the market after losing patent protection.

As shown in Fig. 9.4, the pricing system for generics was set according to the

Principle of the LPS (MOHW Official Instruction 2001-59). In reality, the PERP

system reduced the price of the off-patent original drugs by 20 %.5 But the LPS was

criticized because even then it allowed high prices for generics (Lee 2013a). A

generic product could be registered on the benefit list only if it provided a 20–30 %

price cut over its brand counterpart.

In April 2014, the Korean government revised the pricing guideline further by

introducing a ‘Single Price System (SPS)’ (Fig. 9.5). Prices for off-patent originals
were again reduced to 70 % on the price when the patent was valid and other

generics were priced at 85 % of the off-patent counterparts (equivalent to 59.5 % of

the patent price) regardless of their market entry ranking. One year after patent

expiry, all pharmaceuticals including off-patent originals and generics are priced at

53.55 % of the price of the original patent products.

9.4.2 How Are the Maximum Allowable Prices Managed?

Once the MAP is determined for each pharmaceutical product, it is revised regu-

larly via a price survey to reflect market dynamics. Three major revisions of this

process have taken place: Investigating price system; Reporting price system; and

Actual Transaction Price (ATP) system (Table 9.3).

During the operation of the investigating or reporting price systems, the differ-

ences between the reimbursement price and the actual transaction price were a

5 For instance, ‘GenericA’, a generic product of the ‘OriginalA’ (price 100) was priced at the

maximum of 80 (i.e. 0.8� 100) in the previous system. Now, it is priced at maximum 64

(i.e. 0.8� 0.8� 100) because the price of ‘OriginalA’ is reduced to 80 in the new system.
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Fig. 9.4 Pricing schedule for pharmaceuticals before April 2014 (‘Linkage Price System’)

100.0

70.0
59.5

53.55

on-patent
originals

off-patent
originals

generics all

one year after
patent expiry

Fig. 9.5 Pricing schedule for pharmaceuticals after the ‘Single Price System’ in April 2014

Table 9.3 Systems revising the Maximum Allowable Price of pharmaceuticals

System Active period The price revision process

Investigating

price system

July 1977 to

December 1981

Revising prices at ex-factory prices (investigated by

the MOHW) plus distribution mark-up 12 % of

ingredient costs

Reporting price

system

January 1982 to

November 1999

Revising prices at ex-factory prices (reported by

pharmaceutical manufacturers) plus distribution

mark-up 12.3 % (downward to 3.43 % for pre-defined

expensive drugs and 5.15 % for other drugs in 1985)

Actual Transac-

tion Price system

November 1999

onwards

Revising prices according to the transaction price

between retailers and manufacturers

MOHW Ministry of Health and Welfare, NHIS National Health Insurance Service
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source of income for providers (People’s Solidarity for Participatory Democracy

1998, 1999). This was sizeable, over 40 % of the total revenue of physicians’ clinics
(Ministry of Health & Welfare, 2000 cited by Kwon 2003). To remove such an

unmerited profit, the authorities adopted the ATP in 1999 (just prior to the SPD) and

thereafter made price revisions three or four times every year. Prices on the MAP

list are considered to be the upper-limits of reimbursement and each institution is

reimbursed differently for the same product according to its transaction price as

long as it does not go over the price cap.

At the start of the ATP, the authorities undertook a thorough assessment of

pharmaceutical market prices, and imposed a mandatory cut in drug prices by an

average of 30 % (DailyPharm 1999b). Thereafter, all pharmaceutical manu-

facturers, wholesalers, and retailers (including pharmacies and medical institutions)

are required to report their transaction prices quarterly. The NHIS regularly inspects

a random sample of prices. When the investigation yields any form of illegal

transaction (such as an unusual discount, or a hidden contract), then as a result,

reimbursement prices are reduced based on relevant rules and regulations. With the

exception of 1 year (September 2002 to August 2003), the MAP has been decided at

the weighted average of the ATP of each product across institutions and pharma-

cies. During 2002/2003 the MAP was frozen at the lowest ATP, a policy which was

abolished owing to vigorous opposition by the pharmaceutical industry. Between

October 2010 and January 2012, the authority introduced a market-based ATP that

financially incentivized healthcare providers to purchase pharmaceuticals at lower

prices. While this was expected to contain pharmaceutical costs by facilitating price

competition, it was not formally evaluated, and was stopped in February 2012 and

finally abolished in February 2014.

9.5 The Impact of Pricing Policies

9.5.1 Do Pricing Policies Reduce Pharmaceutical Prices
and/or Pharmaceutical Expenditure?

It is argued that policies have reduced pharmaceutical prices in the Korean insur-

ance market: Jeong et al. (2005) estimated that the ATP reduced pharmaceutical

prices by 2.3 % between 2001 and 2003. This was greater than during the reporting

price system, which reduced prices by 0.8 % between 1996 and 1997. The authors

reported, however, that public expenditure on pharmaceuticals for inpatients

increased by 1.4 % due to compensating utilization, resulting in a 3.4–4.5 %

increase in overall public pharmaceutical expenditure. The impact of the policy

on outpatients was not analyzed. It is unclear whether the growth in utilization was

attributed to changes in population morbidity or to marketing activity by the

industry. The MOHW officially reported that the MAP-ATP of pharmaceuticals

decreased annually by around 5 % from 2000 to 2006 through continuous
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re-pricing, which achieved savings over 6 years of around 357 billion KRW

(US$325 million at 2014 rates) (MOHW 2006). The magnitude of price reduction

appeared to decrease, from 7.4 % in 2001 to 0.9 % in 2010 (Lee 2013b). Lee

et al. (2012) performed an interrupted time-series analysis exploring the impact of

price cut in the PERP and found few changes in overall pharmaceutical utilization

and costs following the policy change.

Robust evidence on the long-term effects of the pricing policies is currently

lacking. Table 9.4 indicates that the price has affected little the growth of pharma-

ceutical expenditure during the last decade in South Korea. Price changes varied

from �3 to 0.45 % but total drug expenditure increased by 10–16 % between 2003

and 2009. This suggests first, that pricing policies have yielded some control of drug

prices; second, that there is seemingly little room for a further price reduction and

third, that controlling price alone is not sufficient to control expenditures and

perhaps further action is required. With this regard, Korean experts have continu-

ously advised the introduction of new strategies such as risk-sharing schemes,

reference pricing and several kinds of budget control measures (Park 2010; Kim

and Choi 2011; Kwon and Yang 2011; Lee et al. 2013). Other measures to contain

pharmaceutical prices include competition employing profit controls, encouraging

generic use, or incentives for R&D activity of the industry (Kim and Lee 2008).

9.5.2 Do Pricing Policies Affect the Pharmaceutical Market?

The MAP removes any incentives for providers to purchase pharmaceuticals at

lower prices (Chung 2002; Yang 2002), as the ATP converges upon the MAP from

the very beginning of the new measure. In 2005, the ATP was 99.97 % of the MAP

in clinics, 99.92 % in pharmacies, 98.31 % in general hospitals, and 98.6 % in

tertiary hospitals (Lee 2006). Price competition in the market became virtually

non-existent, resulting in the introduction of the market-based ATP in 2010. The

market-based ATP reduced transaction prices in hospitals to 88.7–91.7 % and in

clinics to 95.3 %, but made little change in pharmacies (99.8 % of the MAP). Since

approximately 70 % of pharmaceuticals were distributed at community pharmacies

in 2010, the overall discount rate of ATP was smaller, 2.9 % of the MAP (Lee

2013b). The market-based ATP failed to decrease pharmaceutical expenditures as

much as expected and officially allowed service providers to obtain double gains in

the provision of pharmaceuticals, i.e. incentivized mark-ups as well as service fees

(Newsmp 2012; Lee 2013b). In addition, it created transactions costs in terms of

monitoring and regulation (Lee 2013b).
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9.5.3 Do Pricing Policies Affect Public Health?

Lee et al. (2012) reported that the price cut in the PERP was associated with a rise in

the number of patients taking antihyperlipidemics. However, it is unclear whether

the price cut would increase the affordability of medicines due to the short time

period between the PERP and later policy changes.

Another study reported that repeated price controls between 2008 and 2010

affected the existing increasing trend of patients taking lipid-lowering drugs little,

nor did it affect pharmaceutical expenditure (Kwon et al. 2013). One recent study

exploring the relationship between the price-cut and utilization of statins indicated

that the selection of medicines was linked to physicians’ preferences. The reduction
in drug prices did not lead to significant changes in expenditures (Lee and Lee

2013).

The main concern of the new price agreement scheme was a delay in patients’
access to new products. In 2005, before the PERP, the average time taken from

application to a final reimbursement decision was 132 days (DailyPharm 2006).

The first year experience after PERP reveals that this could take much longer. There

was no agreement made until 10 months after the new procedure began, while the

pertinent committee in HIRA recommended public subsidy for 8 candidates among

20 applicants (DailyPharm 2007). Ha et al. (2011) showed that the drug listing took

223 days during 2007–2008 on average. New chemical entities took around 70 days

longer in listing than incrementally modified products did.

9.6 Generic Medicines

The volume share of generics in the pharmaceutical market was relatively high

even before recent reforms (over 40 %). This figure is comparable with Sweden or

the UK, who greatly encourage the use of generics (Simoens and De Coster 2006;

Andersson et al. 2007). However, it should be noted that the share of value may be

as high as of volume, indicating the low possibility of saving by using generics.

This implies that generic policies, which are advocated as useful measures to reduce

expenditures, might not be as effective in South Korea if this situation persists (Park

et al. 2011).

Table 9.5 demonstrates price differences of generics among selected countries

compared to South Korea in 2010 (Kim et al. 2010). Pharmaceutical prices were

22–45 % higher in South Korea than in other countries, as high as Taiwan and the

US, indicating that Koreans consume relatively expensive generic products. A body

of empirical evidence from national claims analyses verifies the tendency of costly

product consumption in the Korean market (Yoon 2008; Park et al. 2011, 2013; Lee

et al. 2014). Such market environments were anticipated when the SPD was

introduced. One survey reported that doctors expressed concerns for their repu-

tations if SPD let patients take prescriptions away to be dispensed in their catchment
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pharmacies, as their prescriptions would be publicly disclosed (DailyPharm 1999a).

Academic evidence suggested that the rising expenditure was associated with

changing prescribing patterns in favor of more expensive products (Jang

et al. 2001; Cho et al. 2001, 2003; Lee and Malone 2003; Kim 2005). Three local

studies suggested that the LPS might damage price competition, maintaining

relatively high generic prices in Korea (Huh et al. 2006; Jung et al. 2008; Shin

and Choi 2008).

9.7 Summary and the Future

Currently, Korean society faces problems common to many other countries, with

ageing populations and an increased burden of chronic conditions. This environ-

ment is associated with increased use of pharmaceuticals. South Korea has a long

tradition in pharmaceutical price control. Unfortunately, rigorous evidence

concerning the impact of pricing policies is rarely available to draw clear conclu-

sions for evidence-based policy-making. While there is some evidence suggesting

that price controls reduced drug costs over the short term, longer term evaluations

are scant. Overall, it seems that price control is a necessary but not sufficient

condition for control of total pharmaceutical expenditure.

Price control has been one of two major pharmaceutical policies in South Korea,

coupled with patient cost-sharing. Korean authorities have, of course, made con-

siderable efforts during the last decade but have failed to improve the situation so

far. They appear to iterate pricing policies—modifying, implementing and elimi-

nating them without appropriate evaluation. For South Korea, it is critical to reach a

policy consensus over principles and priorities about regulating pharmaceuticals.

Table 9.5 Average generic prices for pharmaceuticals in selected countries (IMS Health data

analysis for 80 ingredients of most frequently used in the South Korean market)

Country

By purchasing power parity

Average prices Volume-weighted average price

South Korea 1 1

Spain 0.601 0.550

Taiwan 1.062 0.955

Germany 0.624 0.562

Italy 0.664 0.643

UK 0.689 0.644

Australia 0.720 0.672

Japan 0.819 0.784

France 0.754 0.696

US 1.497 0.937

Data source: Kim et al. (2010)

Volume-weighted average price¼ an average price weighted by the amount of utilization
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Chapter 10

Pharmaceutical Pricing in Malaysia

Mohamed Azmi Hassali, Ching Siang Tan, Zhi Yen Wong, Fahad Saleem,

and Alian A. Alrasheedy

Abstract Malaysia’s healthcare system consists of two sectors namely public and

private sector. Ministry of Health (MOH) is the main agency providing healthcare

services in public sector.

Malaysia pharmaceutical market is dominated by prescription drugs that account

for approximately 60 % of the pharmaceutical market share by value. There is no

price control mechanism for pharmaceuticals in Malaysia. In fact, drug prices are

not regulated in Malaysia and it is left to market forces to foster competition.

However, in public sector, few price control strategies are employed by MOH to

ensure fair, reasonable, affordable and stable prices of drugs. Despite various

strategies formulated, there are challenges that need to be addressed. In public

sector, the main challenges include escalating cost of pharmaceuticals as a result of

privatization of Government Medical Store, lack of implementation of pro-generics

policies and overlapping role of Malaysian Health Technology Assessment

(MaHTAS) and Pharmacoeconomic Unit at Pharmaceutical Service Division

(PSD) in cost-effectiveness evaluation of drugs. Similarly, in private sector, major-

ity of the private health care providers would not follow the recommended retail

price in selling medicines. In conclusion, there are several challenges that need be

addressed in order to have a good pharmaceutical pricing strategy in Malaysia.
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10.1 Introduction

The healthcare delivery system in Malaysia has undergone huge improvements

since the country’s independence in 1957 and currently a fairly comprehensive

range of health services is provided by both public and private sectors. The health-

care services are provided via a dual system (public and private), the public

healthcare sector is the main provider and the Ministry of Health (MOH) is the

main regulatory and policy-making body (Hassali et al. 2014). Malaysia’s public
health system is financed mainly through taxation and some general revenue, while

the private sector is financed through private health insurance, consumers’ out-of
pocket spending, nonprofit institution and private institution. This chapter provides

an insight regarding drug pricing and pharmaceutical system situation in the

country.

10.2 Healthcare System in Malaysia

Malaysia’s healthcare system consists of two sectors, namely public and private

sector. In the public sector, the Ministry of Health (MOH) is the main provider of

healthcare services in the country (Performance Management Delivery Unit 2012).

Other ministries providing healthcare services include Ministry of Higher Edu-

cation, Ministry of Defence, Department of Aboriginal (Orang Asli) Affairs,

Department of Social Welfare, Ministry of Home Affairs and Ministry of Housing

(Jaafar et al. 2013). Currently, there are 147 public hospitals and 209 private

hospitals in Malaysia (Ministry of Health Malaysia 2013). For health clinics,

there are 1,025 clinics in public sector and 6,675 clinics in private sector (Ministry

of Health Malaysia 2013).

10.2.1 Healthcare Financing in Malaysia

Healthcare delivered by public hospitals and clinics are heavily financed by taxes

and other public revenues (Jaafar et al. 2013; Performance Management Delivery

Unit 2012). Therefore, patient pay only little amount of money for treatment. In

fact, Malaysia citizens have to pay only MYR 1 for each visit to outpatient

department and MYR 5 (1 USD¼ 3.2415 MYR, Consumer Price Index¼ 106.5)

for visiting specialists’ clinic (Ministry of Health Malaysia 2014; Central Bank of

Malaysia 2013; Department of Statistic Malaysia 2013). In contrast, private sectors

are funded mainly by private health insurance, consumers’ out-of pocket payment

and nonprofit institution (Chua et al. 2010; Jaafar et al. 2013).

There are two types of health insurances available namely private and employee-

based (also known as social security funds). There are two main social security
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funds namely the Social Security Organization (SOCSO) and the Employee Prov-

ident Funds (EPF) that provide some health coverage for employees in the private

sector (Jaafar et al. 2013).

Under the Employees Provident Fund Act 1991 (Act 452), the EPF is formed to

provide retirement benefits for its members (Employees Provident Fund 2013).

Private and non-pensionable public sector employees are the EPF members

(Employees Provident Fund 2013). The members are required to pay certain

amount of money monthly to EPF while employer contributes another portion

(Employees Provident Fund 2013). The money can only be withdrawn when the

members reach certain age for retirement. However, members are allowed to

withdraw certain amount of money from EPF for healthcare purposes.

Government servants who took pension can enjoy free medical care in public

hospitals and clinics after they retire. SOSCO provides protection for employees

who meet with an accident or suffers from an occupational disease (Social Security

Association). These employees are entitled to free treatment at SOCSO panel

clinics or government clinics/hospital (Social Security Association). For treatments

received from a clinic which is not a SOCSO panel, the employer or employee can

apply for reimbursement (Social Security Association). However, the reimburse-

ment is subject to rates determined by SOCSO (Social Security Association).

Private health insurance is voluntary and is mainly used to cover private hospital

costs (i.e. 70 % of health insurance expenditure is on hospital care) (Jaafar

et al. 2013). Examples of main insurance companies are ING Insurance, National

Insurance Association of Malaysia, Life Insurance Association of Malaysia and

Private Insurance Association of Malaysia (Jaafar et al. 2013). Private health

insurance applies risk rating concept in which they select healthy members (Jaafar

et al. 2013). In other words, private health insurance selects policy members who do

not have pre-existing illnesses. Policy members are required to pay predetermined

monthly premium (Jaafar et al. 2013).

To date, there is no national health insurance system or universal coverage

scheme in Malaysia. However, there is a future plan for a universal coverage

scheme. In 2009, Malaysian government proposed a universal coverage scheme

called ‘1 care for 1 Malaysia’. However, misinterpretation occurs among media and

civil society groups due to provisional nature of the proposal (Bridel 2012).

Currently, Ministry of Health is finalising the proposals to enable informed discus-

sion regarding the issue (Bridel 2012). According to the proposal, financing will be

derived from combination of mandatory Social Health Insurance (SHI) and govern-

ment contribution (Bridel 2012). SHI is calculated based on sliding scale as a

percentage of income from employee, employer and government (Bridel 2012).

Governmental contribution is derived from general taxation. Monthly salary deduc-

tion for SHI premiums are estimated to be 9.5 % of household income (Bridel

2012). Summary of Malaysian healthcare system is shown in Table 10.1.
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10.2.2 Drug Regulatory Authority in Malaysia

The main drug regulatory authority in Malaysia is the Drug Control Authority

(DCA). According to the Regulation 7(1)(a) of the Control of Drugs and Cosmetics

(Amendment) Regulations 2006, all products should be registered with the DCA

prior to being manufactured, sold, supplied, imported or possessed or administered

unless the product is exempted under the specific provisions of the Regulations

(National Pharmaceutical Control Bureau 2012b). DCA is executive body of

Ministry of Health established under the Control of Drugs and Cosmetics Regu-

lations 1984 with the main aim to ensure the safety, quality and efficacy of pharma-

ceuticals, health and personal care products that are marketed in Malaysia (National

Pharmaceutical Control Bureau 2012a).

There are three stages in registration of pharmaceutical product (Azmi and Alavi

2001). The first stage involves the evaluation of product to ensure that the active

ingredient or formulation is already registered with the DCA (Azmi and Alavi

2001). The second stage involves testing the quality of the finished product and it is

performed by National Pharmaceutical Control Bureau (NPCB) to ensure the

quality of the pharmaceutical product (Azmi and Alavi 2001). The NPCB as

DCA secretariat is the agency that develops and implements the regulations

concerning the quality, safety and efficacy of medicines (Ministry of Health

Malaysia 2007). The third stage involves the evaluation of the application for

registration by checking the quality, efficacy and safety of the product, based on

the documents and data submitted (Azmi and Alavi 2001). In most of the cases,

drug registration process is lengthy and it usually takes between 18 and 36 months

after the application is submitted (Azmi and Alavi 2001; Abdul 1999).

10.2.3 Malaysian Medicine Market

Prescription medicines accounted for approximately 60 % of the pharmaceutical

market share and it was valued at MYR 4.39bn (US$ 1.4bn, 1 USD¼ 3.2415 MYR,

Consumer Price Index¼ 106.5) in 2012 (Business Monitor International 2013;

Department of Statistic Malaysia 2013; Central Bank of Malaysia 2013). The

prescription drugs market is based on strong domestic generic drug sector and

imported of patented and generic drugs (Malaysia External Trade Development

Corporation 2013). Patented drugs with a strong foothold in the Malaysia market

have the largest market share (i.e. about 60 % of prescription sales by value)

(Table 10.2) (Business Monitor International 2013).
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10.2.4 Pharmaceutical Industry in Malaysia

The pharmaceutical industry in Malaysia can be divided into three major sectors,

namely manufacturing, importation and distribution (Hassali et al. 2009). Multi-

national companies (MNC) monopolize the importation and distribution sectors

whereas the manufacturing sector consists of domestic generic manufacturers and

foreign-owned companies with manufacturing site in Malaysia (Hassali et al. 2009;

Business Monitor International 2013; Malaysian Industrial Development Authority

2011). Most of the local companies are small and medium-sized companies and

involved in the manufacturing of generic drugs, traditional and herbal products

(Malaysian Industrial Development Authority 2011). Some of these companies are

contract manufacturer for MNCs (Malaysian Industrial Development Authority

2011). Currently, there are over 40 local generic manufacturers in Malaysia

(Hassali et al. 2009). The generic drugs are produced mainly to cater domestic

consumption (i.e. 33 % of domestic market in value term) (Malaysian-German

Chamber of Commerce and Industry 2011; Malaysian Industrial Development

Authority 2011).

10.3 Drug Pricing Set-Up and Price Control Mechanisms

in Malaysia

10.3.1 Public Sector Pricing

Ministry of Health (MOH), as the largest healthcare service provider, controls and

procures medicines at lower prices compared to private healthcare sector. The price

control mechanism adopted by the MOH is discussed below.

(a) Public procurement pricing

TheMOHDrug Formulary consists of all pharmaceuticals approved byMinistry

of Health Drug List Review Panel and it serves as a guide to hospitals to select

medicines for their own local formulary (Ministry of Health Malaysia 2012).

Table 10.2 Generic and patented drug sales indicators 2009–2011

Year 2009 2010 2011

Generic vs. Patented Generic Patented Generic Patented Generic Patented

Drug sales (US$ bn) 0.33 0.56 0.44 0.68 0.54 0.77

Drug sales (US$ bn) %

change y-o-y

7.1 �4.5 36.1 21.0 23.0 13.7

% of prescription sales 36.81 63.19 39.59 60.41 41.48 58.52

% of total sales 26.80 46.00 28.50 43.48 30.00 42.33

Source: Business Monitor International. Malaysia Pharmaceuticals and Healthcare Report Q3

2013 (Business Monitor International 2013)

176 M.A. Hassali et al.



It was formulated and implemented in 1983, which consists of 1,224 formu-

lations for use by all health institution in Malaysia (Malaysian Medical

Resource 2012). The aim of MOH Drug Formulary is to control the drug

usage in MOH by reducing wastage, encourage optimum use of medicines and

to enhance rational drug usage (Director General of Health Malaysia 1997).

Figure 10.1 illustrates the flow of Drug Formulary reviewed by panels which

consists of Director General (DG) of Health as chairman, Deputy DG of

medical services, Director of Pharmaceutical Services, eight consultants in

public service and three pharmacists in public services (Ngadiman 2013).

Listing in the MOH Drug Formulary enables medicines to be made available

in the MOH’s healthcare facilities. Pharmaceutical companies are required to

provide evidence of medical benefit and of low prices in order to gain listing in

MOH Drug Formulary. To control and maintain the medicine price after

listing into the MOHDrug Formulary, there is an agreement to pharmaceutical

companies that there will be no price increment exceeding the quoted price

for 1 year (Ministry of Health Malaysia 2008a). The later price increment

also must be justified. This price monitoring mechanism has enhanced the

medicine price at affordable level in MOH.

(b) Procurement Principles

MOH developed an effective procurement and distribution system (Ministry

of Health Malaysia 2008b). The current system of MOH public sector includes

three processes namely the national tendering, supply by Concession Com-

pany (Approved Product Purchase List) and local purchase at institutional

Fig. 10.1 Flow of MOH Drug Formulary review panel. Adopted: Ngadiman (2013)
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level (Ministry of Health Malaysia 2008b). Those medicine and non-medicine

listed in Approved Product Purchase List (APPL) is supplied by Concession

Company whereas local purchase at institutional level can be divided into

direct purchase and quotation (Table 10.3). Through open tender and price

negotiation, a privatized central supplier (i.e. Concession Company) has an

agreement with government to provide approximately 73 % of the annual

value of drugs to all public healthcare institutions. Within this context, the

Table 10.3 Types of procurement in Malaysia Ministry of Health

No.

Types of

procurement Description

Price evaluation and negotiation

process

1. Supply by

Concession

Company

• Medicine and non-medicine listed

in Approved Product Purchase List

(APPL)

• For multisource products: Inter-
nal (i.e. other public institutions)

and external referencing

(i.e. International Referencing

Pricing, IRP) will be used
• Price is revised every 3 years

2. National

tender

• Tender is processed centrally by

MOH and prices are Prices valid for

2 years for most items

• For Single source products:

• Open tender External referencing will be

used

• All contractors intending to par-

ticipate in local tenders must be

registered with the Government

Country of selection will be

based on economic status, popula-

tion size and other factors

• International tenders will be

invited for supplies and services if

there are no locally produced sup-

plies or services available

• For single/sole supplier:

Prices are negotiated further

3. Local

purchase

• Procurement is done at individual

Institution/Hospital and Health

Centres

• Price for newly listed medicines

in MOH Drug Formulary will be

approved by the MOH Drug For-

mulary Panel and controlled for at

least 1 year from the date of listing
• Prices valid at point of purchase

or 1 year

• There are two types of local pur-

chase namely direct purchase and

quotation

(a) Direct

Purchase

• Refer to procurement if items

with value less than MYR 50,000

• The requirement of registration is

exempted

• The price approved is subjected

to fulfilling the criteria of cost-

effectiveness and affordability of

the MOH in achieving cost-

containment

(b) Quotation • Refers to procurement of items

(i.e. medicine and non-medicine

products) that value between MYR

50,000 and MYR 500,000

• All suppliers wishing to take part

in quotations must be registered

with the Government

• Minimum of five quotation

Source: Ministry of Finance Malaysia (2013), Bahri (2013)
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particular supplier has a contract to provide MOH nearly 600 items include

drugs and medical supplies for a period of 15 years (i.e. until year 2019)

(Director General of Health Malaysia 1997). All public institutions (i.e. public

hospitals, district hospitals and health clinic) have to purchase all medicine

and non-medicine product with the selected company as in ‘Request Order
Form of the Concession Company’. Monetary penalty will be given to public

institution that purchases products from other companies. In fact, the supplier

usually supplies drugs with lower prices and usually the prices are revised

every 3 years (Asia Pacific Observatory on Health Systems and Policies 2013).

(c) Pharmacoeconomic Evaluation

Moreover, Formulary and Pharmacoeconomic Unit, PSD conducts drug evalu-

ation for formulary listing applications by using pharmacoeconomic princi-

ples. In addition, this unit continuously monitors outcome in terms of cost and

clinical efficacy for both the new and existing drugs (Hussain 2008; Ministry

of Health Malaysia 2012b). The PSD had published pharmacoeconomics

guidelines to assist healthcare professionals to make informed decision

(Pharmaceutical Services Division Ministry of Health Malaysia 2012b).

(d) Health Technology Assessment

In addition, in order to ensure safe and cost-effective technology is being used

in the Ministry of Health institutions in Malaysia, the Malaysian Health

Technology Assessment (MaHTAS) was established by Ministry of Health

in August 1995 (International Network of Agencies for Health Technology

Assessment (INAHTA) 2014). The duties of MaHTAS include (Sivalal 2009):

to identify priority issues for HTA, to review the HTA program, approve

health technology assessments and to formulate policies related to technology,

and to review the dissemination and implementation activities of HTA. The

scope of HTA is expanded to include both new and existing technologies

including pharmaceuticals, devices and procedures through which healthcare

is provided (Sivalal 2009). To date, 43 in-depth assessments have been carried

out and 140 rapid assessment reports were produced (Sivalal 2009).

(e) Pro-generics policies

Generic medicines have been widely used especially in public hospital setting

and the market share of generic medicine is growing over the years (Business

Monitor International 2013). The Generic Medicines Policy in Malaysia

National Medicine Policy was launched initially in year 2007 to encourage

generic manufacturing, generic prescribing, generic dispensing, generic sub-

stitution and generic use in Malaysia (Ministry of Health Malaysia 2007).

After few years of implementation, revision was made and revised version of

National Medicine Policy was published (Ministry of Health Malaysia 2012a).

Recently, in order to transform the country to be a developed-nation by the

year 2020, a national blue print of Economic Transformation Program (ETP)

was formulated and local generic pharmaceutical industry has been given

priority for boosting the country economic transformation (Performance Man-

agement Delivery Unit 2013b, c).
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10.3.2 Private Sector Pricing

In Malaysia, currently there is no price control mechanism for pharmaceuticals at

private retail pharmacies. In fact, drug prices are not regulated in Malaysia and its

left to market forces (Bahri 2013; Babar et al 2007). Due to the absence of drug

price regulation in Malaysia, pharmaceutical companies, wholesaler and healthcare

professional can set their own retail selling price (Hassali et al. 2012; Kolassa 1997;

Mahmood and Bukhari 2002).

Historically, high drugs prices have been reported in Malaysia. Within 3 years

(1990–1992), a proportionate increase of 7–28 % in medicine prices was reported in

Malaysia whereas prices in United Kingdom remained constant during the same

time period (Azmi and Alavi 2001). A study conducted by using WHO/HAI drug

pricing methodology showed that the innovator brand medicines were 16 times

higher than the International Reference Prices (IRP). In addition, the commonly

sold generic medicines were 6.89 times higher than IRP (Babar et al. 2007). In line

to what is reported earlier, mean retail medicine prices in Penang, Malaysia were

30.3–148.2 % higher than the mean retail drug prices in Australia (Hassali

et al. 2012).

In private sector, the dynamic pricing of medicine is partly attributed by the

different bonus schemes of products offered by pharmaceutical companies to the

community pharmacies. Pharmaceutical companies often offer cheaper price or

extra quantities of pharmaceutical products if purchased in a bigger volume. Thus,

chain pharmacies and big alliance independent pharmacies have higher purchase

volume and better financial support, so they are able to get bonus deals with cheaper

pharmaceutical products and able to sell at lower prices (Hassali et al. 2010;

Malaysian Pharmaceutical Society 2012). Normally there were two methods of

bonus scheme offered by pharmaceutical companies (Malaysian Pharmaceutical

Society 2012). First, product bonus incentives, for every 12 boxes of X medicine

purchased, 1 box of the same X medicine will be given as free bonus; for every

24 boxes of X medicine purchased, 3 boxes will be given as free bonus and so

on. The second method is price discount incentive and there are different pricing for

the quantities ordered. For example, for the purchase of less than 10 boxes of X

medicine cost certain price; if procured more than 10 boxes of X medicine, then the

price would decrease (Gan 2013; Malaysian Pharmaceutical Society and Malaysian

community Pharmacy Guild 2013). As a result of individualized strategies and the

non existence of drug price regulation, this has resulted in price disparities within

the pharmaceutical market where the chain and big independent pharmacies tend to

sell medicine in lower price compare to independent pharmacies (Hassali

et al. 2010; Kamat and Nichter 1998).

Due to the existence of different bonus schemes to clinics and community

pharmacies by pharmaceutical companies, some unethical doctors tended to make

quick profit by selling medicine to pharmacy through runner network (Hassali

et al. 2013). Runner in pharmaceutical market represents a person without a valid

wholesale license and supplies pharmaceuticals or OTC products to community
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pharmacies. Normally runners get their cheaper stocks either from doctors, through

illegal sources (stolen products), parallel import, counterfeit products or products

from those community pharmacists who purchased with bonus (Hassali et al. 2013).

Community pharmacists tend to purchase medicine from runner network because it

is cheaper with no restriction on quantities as compare to wholesaler which are

more expensive (Malaysian Pharmaceutical Society 2012). This finding is consis-

tent with what is reported by Babar and colleagues that runners without valid

wholesale license tend to buy in bulk and re-sell to retail pharmacy (Babar

et al. 2005). This is unfair to those pharmacists who purchased medicine from the

valid wholesaler.

As a result of high prices in Malaysia, the Medicine Price Unit (MPU) was set up

by Pharmaceutical Service Division (PSD), Ministry of Health in year 2005. The

objective of this unit was to oversee and monitor medicine prices in Malaysia. MPU

has undertaken few initiatives based on the Malaysian National Medicines Policy

(MNMP), to ensure equitable and timely access to good quality essential medicines

at affordable price. MNMP was approved by Malaysian Government in year 2006

(Pharmaceutical Services Division Ministry of Health Malaysia 2012a). In order to

enhance the implementation of MNMP in terms of medicine cost containment,

affordability and accessibility, MPU has to set up a national database on medicine

price information. The purpose of national database for medicine price is to provide

useful information about the accurate pricing scenario.

Therefore, in year 2005, a baseline medicines price survey was conducted to get

an overview of medicine prices price trend in Malaysia based on 238 brands for

30 commonly used medicines over 33 public premises and 35 private premises

(Ministry of Health Malaysia 2005). The findings from the preliminary report has

shown that medicines of original brands were 47 % cheaper in the public sector

compared to the private sector, generic medicine were 60 % cheaper in public

sector as compare to private sector as well, wholesale medicine prices in the public

sector were 1.3 times higher than International Reference Price (IRP) and gross

retail price in the private sector were 4 times higher than IRP. Subsequently a

medicine price survey was conducted in year 2006 to cover 100 types of medicines

consisting 711 brands. The main findings from this report revealed that the overall

medicine prices in the public sector and private sector in East Malaysia were 1 %

and 9 % more expensive respectively than Peninsular Malaysia. In addition, the

report also had shown that the median price ratio at public sector was found 1.02

times higher than the IRP (Ministry of Health Malaysia 2008a). Since 2006,

medicines prices and mark-ups monitoring has been done by Malaysia PSD

(Bahri 2013). Besides, in order to curb the escalating medicine prices, medicines

in Malaysia are exempted from tariffs and duties (Bahri 2013).

In the year 2010, the Malaysian government offered Competition Act 2010 and

the act was effective on business practice since 1st January 2012. It is implemented

under the Malaysia Competition Commission (MyCC) to enhance consumer wel-

fare, business practice and business development (Malaysia Competition Commis-

sion 2010). The Competition Act 2010 prohibited price discrimination. Hence,

some community pharmacies strongly opposed the different bonus scheme for
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community pharmacies and different pricing for pharmacists and doctors by the

pharmaceutical companies (Hassali et al. 2013; Oorjitham 2011). Taking these

observations into consideration, community pharmacists demanded the enforce-

ment of Competition Act 2010. They believe that the enforcement of this act would

reduce price disparity.

In addition, Pharmaceutical Services Division, Ministry of Health, Malaysia

proposed guidelines on "Good Pharmaceutical Trade Practice (GPTP) with the

aim to encourage non-discriminatory trade practices across different trade channels

in the private healthcare sector (i.e. general practitioners’ clinics, community

pharmacies and private hospitals) (Malaysian Association of Pharmaceutical Sup-

pliers (MAPS) 2014). In the proposed GPTP, all trade channels in private sectors

must enjoy similar pricing and bonus schemes for pharmaceuticals purchased.

However, some industry stakeholders are against the proposed GPTP and urge to

maintain the same ‘free market forces’ (Malaysian Association of Pharmaceutical

Suppliers (MAPS) 2014).

10.4 The Impact of Pricing on Public Health (Access

and Affordability of Medicines for Public)

World Health Organization (WHO) has ranked Malaysia at 49 out of 191 WHO

member states for good performance of overall health system (Tandon et al. 2000).

Nonetheless, Malaysia is now confronting a challenge of increasing healthcare

expenditures over the years. Ministry of Health pharmaceutical expenditure has

increased almost 70 % from RM 891 million in 2005 to RM 1.5 billion in 2009

(Asia Pacific Observatory on Health Systems and Policies 2013). Malaysia’s
healthcare expenditure is expected to be doubled in the next 6 years, reaching up

to RM 68.4 billion in 2018 with an annual growth rate of 6.5 % over the 6-year

period (Bahrom 2013). The increase in the spending of Ministry of Health is

corresponding to the increment in the high usage of medicine, drug cost and to

conduct more public health programs (Asia Pacific Observatory on Health Systems

and Policies 2013). Government treasury allocates funds to Ministry of Health

based on past spending and Consumer Price Index for the necessary increment

(Asia Pacific Observatory on Health Systems and Policies 2013). Table 10.4 shown

the Ministry of Health was the leading source of public sector health expenditure in

2009 which accounted 82 % of public expenditure (World Health Organization

2011).
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10.5 Role of Generic Medicines in Malaysia

In Malaysia, the National Pharmaceutical Control Bureau (NPCB) defined generic

medicine as a product that is essentially similar to a currently registered product in

Malaysia (National Pharmaceutical Control Bureau 2012b).

Over the years, generic market share continue to grow. For example, the generic

medicines sales increased from 0.33 US$ bn in year 2009 to reach 0.54 US$ bn in

year 2011 representing 64 % increment over a period of 3 years time (Business

Monitor International 2013). Factors that stimulate the growth of Malaysia generic

drug market include (1) increasing government spending in purchasing of generics,

(2) changing Malaysian population (3) support from the Malaysian government and

policies, (4) improved quality of generic products, (5) cost-containment needs and

(6) implementation of the ASEAN Free Trade Area (AFTA) agreement, with

products from signatory countries to be exempt from import barriers and tariffs

(Hassali et al. 2009; Business Monitor International 2013).

Greater use of generic medicine is encouraged as it is one of the effective

mechanisms to curb the escalating healthcare cost especially pharmaceutical expen-

diture (King and Kanavos 2002; Kanavos 2007; Karim et al. 1996; Haas

et al. 2005). In Malaysia, generic medicines are 30–90 % cheaper than brand

innovator products (Shafie and Hassali 2008). Two policies were formulated by

the Malaysian government to improve the usage of generic medicines, including the

Malaysian generic medicines policy, the economic transformation program (ETP).

In 2006, Malaysia adopted a national medicines policy (NMP), which encourages

generic manufacturing, generic prescribing, generic dispensing, generic substi-

tution and generic medicine use in Malaysia (Ministry of Health Malaysia 2007).

Moreover, one new strategy was introduced in 2012 to give priority to locally

manufactured medicines in terms of pharmaceutical procurement (Ministry of

Health Malaysia 2012a). In the current generic medicines policy, which is part of

the NMP 2012, healthy price competition in medicines are encouraged via the

following strategies (Ministry of Health Malaysia 2012a):

Table 10.4 Public health expenditure by source of financing in year 2009a

Source RM million Percentage (%)

Ministry of Health 14,322 82.4

Ministry of Higher Education 1,766 10.2

Local authorities 129 0.7

Social Security Organization 93 0.5

Ministry of Defence 57 0.3

Employee Provident Funds 40 0.2

General State Government 27 0.2

Other state agencies (including statutory bodies) 10 0.1

Total 17,371 100
aAdopted: World Health Organization (2011)
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(a) Prescribing by using generic name or International Non-proprietary Name

(INN) shall be practiced at all levels

(b) Promoting the use of generic names or INN in procurement of medicines

(c) Priority shall be given to locally manufactured medicines in terms of pharma-

ceutical procurement

(d) Using the generic names or INN with or without the trade names in labelling

for dispensed medicines should be encouraged

(e) Establishment or formation of formulary of interchangeable medicines

(f) For all interchangeable medicines, generic substitution shall be allowed and

encouraged

(g) Appropriate incentives or allowances should be introduced to encourage the

use and manufacturing of generic medicines in Malaysia.

In 2010, the ETP was formulated as part of Malaysia’s National Transformation

Program, targeting a Gross National Income per capita of USD $15,000 (Perfor-

mance Management Delivery Unit 2013a). The ETP’s targets will be achieved

through the implementation of 12 National Key Economic Areas (NKEA) which

include the healthcare sector (Performance Management Delivery Unit 2013a). The

government aims to further grow this sector by increasing local generic

manufacturing for exports under a listing of entry point projects (EPP) (Perfor-

mance Management Delivery Unit 2013c). A few of the strategies under EPP were

to (Performance Management Delivery Unit 2013b, c):

(a) Promote Malaysia as a member in The Organisation of the Islamic Coopera-

tion and the Pharmaceutical Inspection Convention and Pharmaceutical

Inspection Cooperation Scheme (PIC/S) to widen the export opportunities

(b) Upgrade the domestic manufacturing plants

(c) Have good relationships between multinational corporations and domestic

manufacturers

(d) Ministry of Health (MOH) off-take procurement agreement with new local

manufactured pharmaceuticals. Under this scheme, the MOH will become the

main buyer of the manufacturer’s future production for 3 years with the

condition that the product must be manufactured in Malaysia. The agreement

could be extended for another 2 years if the manufacturer demonstrates that

the product can be registered and marketed in other countries

(e) Develop comprehensive national pharmaceutical data

Despite the government’s continuous effort in improving the utilization of

generic medicines, healthcare stakeholders have expressed concerns. Summary of

issues from different healthcare stakeholders are shown in Table 10.5.
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10.6 Conclusion

The present review has highlighted that issues related to pharmaceutical pricing.

The issues related to price disparity and pharmaceutical product bonusing scheme

between practitioners need to be addressed in a transparent manner. Besides that a

viable price control mechanism and policy need to be established through good

stewardship by all stakeholders involved in healthcare delivery.
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Chapter 11

Pharmaceutical Pricing in New Zealand

Rajan Ragupathy, Kate Kilpatrick, and Zaheer-Ud-Din Babar

Abstract All New Zealand residents are covered by a national public health

system, and approximately 80 % of all health expenditure is publically financed.

A well-regulated system of privately owned pharmacies supplies outpatient phar-

maceuticals, while inpatient pharmaceuticals are provided in secondary care facil-

ities. New Zealand does not use pharmaceutical price controls, leaving prices to be

determined by negotiation. However, the public health system has a very effective

monopsony purchaser, the Pharmaceutical Management Agency of New Zealand

(PHARMAC). PHARMAC negotiates the prices of inpatient, outpatient and cancer

pharmaceuticals, vaccines and medical devices, and manages a capped national

budget for outpatient and cancer pharmaceuticals. PHARMAC also sets (separate)

national positive formularies of publically funded outpatient and inpatient pharma-

ceuticals, and administers access schemes for pharmaceuticals that are not on these

formularies. PHARMAC uses a variety of mechanisms to obtain favourable prices,

including competitive tendering, sole supply contracts, reference pricing, bundling

deals, risk sharing agreements and promoting use of generics. Health technology

assessment is used extensively in decision making and price negotiations. As a

result, New Zealanders have universal and nationally consistent pharmaceutical

coverage, with lower patient pharmaceutical co-payments than many comparable

countries.
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11.1 Introduction

This chapter discusses pharmaceutical pricing in New Zealand. The chapter focuses

on the universal public health system and the public health system’s monopsony

pharmaceutical purchaser, the Pharmaceutical Management Agency of

New Zealand (PHARMAC).

The structure of the New Zealand health system is briefly described, including

financing and service provision. This is followed by an overview of the pharmacy

system, including controls on ownership, contractual relationship with the public

health system and pharmacy charges to consumers. The remit of Medsafe, the

national drug regulatory authority, is also briefly described. The majority of the

chapter describes PHARMAC’s role within the public health system, its impact on

the prices of publically funded medicines, and effects on public health. PHARMAC

differs from many other pharmaceutical pricing agencies by integrating formulary

setting, budget management, price negotiation and health technology assessment

within the same agency. The chapter likewise considers these aspects of

New Zealand’s pharmaceutical pricing together. The pricing of pharmaceuticals

that are not publically funded (and hence outside PHARMAC’s remit) is also

briefly discussed.

11.2 The New Zealand Health System

All New Zealand residents are covered by a national public health system.

New Zealand’s per capita health expenditure in 2011 was $3,182 United States

Dollar Purchasing Power Parity (USD PPP). This was slightly below the OECD

average of $3,322 USD PPP. New Zealand’s per capita pharmaceutical expenditure

was $284 USD PPP, the fifth lowest in the OECD, and well below the OECD

average of $483 USD PPP (The Organisation for Economic Co-operation and

Development 2013).

Approximately 80 % of all New Zealand’s health expenditure is publically

funded (The Commonwealth Fund 2010; The Organisation for Economic

Co-operation and Development 2013). The public funding sources are central

Government tax revenue (85 %), levies on employers including compulsory acci-

dent insurance contributions (7 %), and local Government (8 %) (The Common-

wealth Fund 2010). The remaining 20 % of health expenditure largely consists of

out-of-pocket patient contributions (co-payments). Private health insurance only

accounts for 5 % of all health expenditure (The Organisation for Economic

Co-operation and Development 2013).

The central Government tax revenue allocated to health is known as ‘Vote
Health’. Approximately 19 % of Vote Health is spent on national health

programmes, including screening, maternity care and child health services (The

New Zealand Ministry of Health 2013a). Over 75 % of Vote Health is allocated to
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regional organisations known as District Health Boards (DHBs), which are respon-

sible for public health services for the people of their respective regions (The

Commonwealth Fund 2010; The New Zealand Ministry of Health 2013a).

Each DHB has a funding arm (responsible for planning, funding and purchasing

health services) and a provider arm (responsible for administering and staffing

public health facilities) (The Commonwealth Fund 2010). The provider arms of

DHBs provide roughly half of New Zealand’s health services by value (The

Commonwealth Fund 2010). This mainly consists of secondary and tertiary care,

and includes pharmaceuticals for inpatient treatment within public hospitals (The

Commonwealth Fund 2010).

DHBs also contract health services from private providers. These are mainly

primary care providers such as general practitioners, but can also include elective

surgical and other secondary care services (The Commonwealth Fund 2010). Most

general practices belong to networks called Primary Health Organisations (PHOs),

which are funded by DHBs to provide care for their enrolled populations (The

Commonwealth Fund 2010). Patients who are enrolled in a PHO pay lower general

practice and outpatient prescription co-payments, and 95 % of New Zealanders are

enrolled in a PHO (The Commonwealth Fund 2010; The New Zealand Ministry of

Health 2014a).

DHBs are responsible for funding outpatient pharmaceuticals, cancer treatments

and vaccines for their eligible populations. PHARMAC is responsible for managing

this spending on behalf of the DHBs, and ensuring that it remains within a set

national budget each year (The Commonwealth Fund 2010; The Pharmaceutical

Management Agency of New Zealand (PHARMAC) 2012a). PHARMAC’s role is
described in more detail in Sect. 11.5 of this chapter. It should be noted that DHB

funding for prescription dispensing and other pharmacist services (which is

described in Sect. 11.3) is distinct from the funding of pharmaceuticals.

The public health system also covers outpatient, inpatient, maternity and

pre-natal care, national screening and immunisation programmes, and other public

health services in addition to pharmaceuticals (The New Zealand Ministry of

Health 2011b). These are largely publically funded (as described above), although

patient co-payments are required for some services (The Commonwealth Fund

2010).

The public health system also covers some dental services, including preventive

services for children, emergency care for both children and adults, and basic dental

care for low-income adults in some areas (The New Zealand Ministry of Health

2011c). Treatment for injuries resulting from accidents is usually provided by the

public health system, but is funded by the Accident Compensation Corporation

(ACC), a publically funded no-fault accident compensation scheme that covers all

New Zealanders (The New Zealand Ministry of Health 2011a). ACC also funds the

treatment costs of injuries resulting from medical treatment, gradual work pro-

cesses and violent crimes (The Accident Compensation Corporation 2013).
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11.3 The New Zealand Pharmacy System

New Zealand pharmacies are an integral part of the New Zealand public health

system. There are over 900 pharmacies in New Zealand, which dispense over

50 million prescriptions per year, as well as providing primary health care and

facilitating the provision of medicines to thousands of New Zealanders (Pharma-

ceutical Society of New Zealand 2014). For this reason, the New Zealand pharmacy

system is tightly controlled by robust laws and regulations to protect health and

disability consumers.

The Medicines Act 1981 sets out strict laws regulating the ownership and

operation of pharmacies in New Zealand. Each pharmacy must hold a license,

which authorises the establishment of the pharmacy and the provision of pharmacy

practice in that pharmacy (Medicines Act 1981). Licenses are issued and controlled

by the Licensing Authority at the Ministry of Health (The New Zealand Ministry of

Health 2010). Pharmacies that hold a valid license are able to operate a pharmacy if

a New Zealand registered pharmacist is present to supervise the pharmacy.

Pharmacies may be owned by individuals, as a partnership or by a company

(Medicines Act 1981). Most pharmacies in New Zealand are owned by companies.

However, the majority share capital of the company must be held by a New Zealand

registered pharmacist or a group of pharmacists. Companies are prohibited from

operating or holding majority interest in more than five pharmacies at any one time.

Similarly to companies, individuals either alone or in partnership may only operate

a pharmacy if the majority interest is held by a pharmacist and held in no more than

five pharmacies. There are also restrictions on authorised prescribers holding

interests in a pharmacy. No authorised prescriber shall hold an interest in a

pharmacy unless permission is given by the licensing authority (Medicines Act

1981). This prevents the delivery of health care being influenced by financial or

commercial interests.

Pharmacies have contractual relationships with DHBs to provide specific ser-

vices to certain patients, such as long term condition services, warfarin monitoring

and methadone dispensing (New service model for community pharmacy 2012;

New Zealand District Health Boards 2007). Pharmacies receive payments for

providing these services in addition to funding for community pharmaceuticals

(The Pharmaceutical Management Agency of New Zealand (PHARMAC) 2012b).

In July 2012 the Pharmacy Service model shifted from paying pharmacies based

on each dispensing transaction to providing a patient-centered service (New service

model for community pharmacy 2012). Pharmacies now receive a core service fee

per patient, per pharmacy, per day and then a handling fee for each medicine

dispensed (Central Region’s Technology Advisory Services 2014). This is paid

from the DHB budget via the Ministry of Health’s centralised payment service

(Pharmaceutical Management Agency of New Zealand (PHARMAC) 2014). This

model has been developed to combat growth in pharmacy dispensing costs, which

was considered unsustainable by the New Zealand Government (New service

model for community pharmacy 2012).
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Pharmaceutical products which are listed on the Pharmaceutical Schedule

(a nationwide positive formulary of publically funded pharmaceuticals, adminis-

tered by PHARMAC) will be reimbursed by DHBs. The medicine price listed in the

Pharmaceutical Schedule indicates the amount of subsidy paid to community

pharmacies for each medicine (before mark-ups and tax) (Wilson et al. 2014).

This payment is made from the combined pharmaceutical budget (The Pharmaceu-

tical Management Agency of New Zealand (PHARMAC) 2014b, c). Patients also

make a co-payment for funded medicines, which is usually $5 New Zealand Dollars

(NZD) per item. This co-payment is paid directly to the community pharmacy and

is then subtracted from the pharmacy’s invoice to the DHB (i.e. patients pay $5
NZD per item towards their medicines). If the manufacturer’s medicine price

exceeds the subsidy price, patients will then have to pay a manufacturers fee on

top of the usual co-payment fee to receive the medicine (Wilson et al. 2014). This is

considered a partially subsidised medicine, and the cost to the patient will vary

between pharmacies based on the size of the mark-up the dispensing pharmacy

charges (this will be discussed further in Sect. 11.6).

PHARMAC’s aim is to publically fund a high volume of medicines across a

wide range of therapeutic classes from the available pharmaceutical budget (The

Pharmaceutical Management Agency of New Zealand (PHARMAC) 2014b, c).

The strategies PHARMAC uses to achieve these goals are discussed in detail in

Sect. 11.5 of this chapter.

11.4 Drug Regulatory Authority (Medsafe)

The New Zealand Medicines and Medical Devices Safety Authority (Medsafe) is

the authority responsible for regulating all medicines in New Zealand (The

New Zealand Medicines and Medical Devices Safety Authority (Medsafe) 2013).

Medsafe is responsible for ensuring the safety, efficacy and quality of medicines

through pre-marketing evaluation and post-marketing monitoring (The

New Zealand Medicines and Medical Devices Safety Authority (Medsafe) 2013).

Medsafe is widely perceived to be an efficient and impartial regulator by key

informants familiar with the New Zealand pharmaceutical system. Medsafe is

perceived to have a cordial and professional relationship with the pharmaceutical

industry that allowed the two to work together effectively, without compromising

Medsafe’s objectivity (Ragupathy 2013). This opinion was shared by a wide range

of informants that included health professionals, pharmaceutical industry represen-

tatives, public servants, and elected representatives (Ragupathy 2013). Medsafe is

currently harmonising its regulatory activities with the Australian Therapeutic

Goods Administration (TGA). The eventual goal is the creation of a joint regulatory

agency, the Australia New Zealand Therapeutic Products Agency (ANZTPA),

which will regulate medicines in both countries (The Australia New Zealand

Therapeutic Products Agency 2014).
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Medsafe and PHARMAC each carry out their own evaluations of a given

pharmaceutical, and make decisions independently of each other. This means that

medicines approved by Medsafe will not necessarily be publically funded. Con-

versely, PHARMAC can on rare occasions fund medicines that have not been

approved by Medsafe, or fund medicines for uses other than those approved by

Medsafe (Best Practice Advocacy Centre New Zealand 2013).

11.5 Managing Pharmaceutical Spending in the Public

Health System (PHARMAC)

11.5.1 PHARMAC’s Role in the Public Health System

PHARMAC is responsible for negotiating the prices of pharmaceuticals used in the

public health system, but its role goes much further. PHARMAC’s statutory

objective is “to secure for eligible people in need of pharmaceuticals, the best

health outcomes that are reasonably achievable from pharmaceutical treatment and

from within the amount of funding provided” (emphasis added) (The New Zealand

Parliament 2000).

PHARMAC administers the Pharmaceutical Schedule, a nationwide positive

formulary that lists which outpatient and cancer treatments are publically funded,

along with special access schemes for some pharmaceuticals that are not on the

Pharmaceutical Schedule. PHARMAC also decides the listing (or de-listing) of

pharmaceuticals on the Pharmaceutical Schedule, along with variations on the

conditions of listing. Neither the Government nor the Judiciary can order or block

the listing of any pharmaceutical (Ragupathy 2013; Ragupathy et al. 2012a;

Aaltonen et al. 2010; Raftery 2008; Cumming et al. 2010; Morgan et al. 2006).

PHARMAC also manages national pharmaceutical budgets for outpatient phar-

maceuticals, and cancer treatments. PHARMAC conducts its own health technol-

ogy assessments (see Sect. 11.5.3). Budgetary constraints and health technology

assessments are incorporated into listing (or de-delisting) decisions and price

negotiations (Ragupathy 2013; Ragupathy et al. 2012a; Aaltonen et al. 2010;

Raftery 2008; Cumming et al. 2010; Morgan et al. 2006).

Another function of PHARMAC is to manage the funding of pharmaceuticals

for patients in exceptional circumstances (i.e. situations not adequately provided for

by the Pharmaceutical Schedule) (Pharmaceutical Management Agency

(PHARMAC) 2013; Pharmaceutical Management Agency (PHARMAC) 2014a).

This is a requirement of PHARMAC set out in the New Zealand Public Health and

Disability Act 2000, and funding is from the combined pharmaceutical budget or

individual DHB budgets (Pharmaceutical Management Agency (PHARMAC)

2013). The Named Patient Pharmaceutical Assessment (NPPA) is the framework

PHARMAC uses to assess applications for subsidising pharmaceuticals in excep-

tional circumstances. NPPA is not used to provide access to every medicine not
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listed on the Pharmaceutical Schedule, but instead where the patient has unusual

clinical circumstances, or if PHARMAC is considering or is likely to consider to

fund the pharmaceutical in the future (Pharmaceutical Management Agency

(PHARMAC) 2013).

PHARMAC’s role is also expanding in ways that are likely to increase its ability
to negotiate favourable prices. PHARMAC has been involved in managing inpa-

tient pharmaceutical expenditure within DHBs since the launch of the National

Hospital Pharmaceutical Strategy in 2002. The National Hospital Pharmaceutical

Strategy included negotiating nationally consistent supply contracts (which reduced

inpatient pharmaceutical prices by up to 90 %), along with providing health

technology assessments to guide DHBs in their inpatient pharmaceutical formulary

listing decisions, and promoting the quality use of medicines. However, each DHB

retained final control over its own inpatient pharmaceutical formulary decisions,

and managed its own budget for inpatient pharmaceuticals (Tordoff 2007). This led

to concerns about variability in access based on where a patient lived, sometimes

called ‘post-code prescribing’ (Ragupathy 2013; Ragupathy et al. 2012b).

In July 2013, all DHBs began using the Hospital Medicines List (HML), a

nationally consistent inpatient prescribing formulary managed by PHARMAC.

The HML replaced all DHB pharmaceutical formularies, and lists the pharmaceu-

ticals that may be prescribed for inpatients, and the conditions under which these

may be prescribed. If a pharmaceutical is not on the HML, it cannot be prescribed

except through a Named Patient Pharmaceutical Assessment (NPPA) application,

though there is some flexibility for urgent situations (Pharmaceutical Management

Agency of New Zealand 2014a).

DHBs currently still manage individual budgets for inpatient pharmaceuticals,

but PHARMAC will eventually undertake this role, just as it does for outpatient

pharmaceuticals. Where a pharmaceutical is funded for both inpatient and outpa-

tient use, PHARMAC aims to align the conditions under which it may be used in

both instances (Pharmaceutical Management Agency (PHARMAC)). It has been

argued that aligning the management of inpatient and outpatient pharmaceuticals

under one agency makes New Zealand unique in the world (Dew and Davis 2014).

PHARMAC’s scope is also moving beyond traditional pharmaceuticals. Since

July 2012, PHARMAC has also been responsible for the purchase and management

of vaccines, including those on the national childhood immunisation schedule.

PHARMAC negotiates vaccine prices with manufacturers and makes listing deci-

sions, as well as deciding changes to eligibility (The New Zealand Ministry of

Health 2013b). PHARMAC has also begun taking over the purchasing and man-

agement of medical devices from individual DHBs, and is expected to be managing

most medical devices by mid-2015 (Pharmaceutical Management Agency

(PHARMAC) 2014b).

The concentration of so many powers and health technologies under one agency

arguably place PHARMAC in very select company among pharmaceutical pricing

agencies, if not actually making PHARMAC sui generis. PHARMAC even has the

authority to fund pharmaceuticals or treatment protocols that have not been

approved by New Zealand’s drug regulatory agency (Best Practice Advocacy
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Centre New Zealand 2013). Certainly none of the pharmaceutical pricing bodies in

Australia, Canada, Finland, the United Kingdom, nor the United States combine

nationwide jurisdiction with such broad powers (Ragupathy 2013; Ragupathy

et al. 2012a; Aaltonen et al. 2010; Morgan et al. 2006). This gives PHARMAC

much stronger levers for controlling pharmaceutical expenditure than many other

agencies (Ragupathy et al. 2012a; Aaltonen et al. 2010; Raftery 2008; Cumming

et al. 2010).

11.5.2 PHARMAC’s Price Negotiation Strategy

In order to fund a large number of medicines, PHARMAC, use a number of

techniques to operate within the fixed medicines budget. A central strategy for

PHARMAC is promoting competition among pharmaceutical companies in order to

keep prices low. Other commercial purchasing strategies include price negotiations,

tendering for generic or sole supply contracts, and reference pricing for medicines

with similar therapeutic effects (The Pharmaceutical Management Agency of

New Zealand (PHARMAC) 2014b, c; Woodfield 2001).

PHARMAC also use price rebates for subsidised medicines and cross-product

agreements (bundling) to keep prices low (The Pharmaceutical Management

Agency of New Zealand (PHARMAC) 2014b, c; Morgan et al. 2007; Woodfield

2001). Pharmaceutical companies and PHARMAC may negotiate a price for a

medicine, and DHBs will purchase the medicines at the stated price. However, after

an agreed period of time the DHB will receive a rebate back from the pharmaceu-

tical company, with the deal remaining confidential (The Pharmaceutical Manage-

ment Agency of New Zealand (PHARMAC) 2014b, c; Management Sciences for

Health 2012). A rebate may also be received for expenditure caps; when sales of a

subsidised product exceed an agreed limit, the manufacturer will cover all or some

of the costs to supply the medicine above the set expenditure cap (Morgan

et al. 2007).

In the case of cross-product (bundling) agreements, PHARMAC may only agree

to subsidise a new medicine in return for price reduction on one or more medicines

already listed on the Pharmaceutical Schedule, produced by the same manufacturer

(The Pharmaceutical Management Agency of New Zealand (PHARMAC)

2014b, c; Morgan et al. 2007). The listed price in the Pharmaceutical Schedule

for the new medicine will be the manufacturer’s international price, not including
the overall discount obtained by PHARMAC for subsidising a bundle of medicines

(The Pharmaceutical Management Agency of New Zealand (PHARMAC)

2014b, c; Morgan et al. 2007; Woodfield 2001).

Rebates, expenditure caps and cross-product agreements are all techniques

which result in the Pharmaceutical Schedule listing a medicine price which is

higher than the true price paid by DHBs (Wilson et al. 2014; The Pharmaceutical

Management Agency of New Zealand (PHARMAC) 2014b, c). PHARMAC will

agree with the manufacturer on the listed price and continue to protect details about
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the true price paid for the pharmaceutical. This method avoids other buyers

(including those in other countries) from knowing what discount PHARMAC

negotiated, and thereby requesting equivalent pricing discounts from pharmaceuti-

cal companies. These procurement techniques produce a lack of transparency, as

the official medicine prices in the Pharmaceutical Schedule are often higher than

the actual transactional price. However, these techniques are essential for

PHARMAC to contain pharmaceutical expenditure in New Zealand and encourage

access to a wide range of subsidised medicines.

11.5.3 PHARMAC’s Health Technology Assessment

PHARMAC takes nine decision criteria into account when deciding whether a

pharmaceutical will be publically funded, and at what price (The Pharmaceutical

Management Agency of New Zealand (PHARMAC) 2006). These are:

1. The health needs of all eligible people within New Zealand

2. The particular health needs of Māori and Pacific People

3. The availability and suitability of existing medicines, therapeutic medical

devices and related products and related things

4. The clinical benefits and risks of pharmaceuticals

5. The cost effectiveness of meeting health needs by funding pharmaceuticals

rather than using other publicly funded health and disability support services

6. The budgetary impact (in terms of the pharmaceutical budget and the Govern-

ment’s overall health budget) of any changes to the Pharmaceutical Schedule

7. The direct cost to health service users

8. The Government’s priorities for health funding, as set out in any objectives

notified by the Crown to PHARMAC, or in PHARMAC’s Funding Agreement,

or elsewhere

9. Such other criteria as PHARMAC thinks fit. PHARMAC will carry out appro-

priate consultation when it intends to take any such “other criteria” into account

(The Pharmaceutical Management Agency of New Zealand (PHARMAC) 2006)

It is worth noting that PHARMAC is carrying out consultation on these decision

criteria at the time of writing (The Pharmaceutical Management Agency of

New Zealand (PHARMAC) 2014a). Individual criteria may therefore be subject

to change. However, PHARMAC’s statutory obligation to remain within its capped

budget means that health technology assessment (broadly speaking, criteria 3–6) is

likely to remain a key part of PHARMAC’s strategy.
PHARMAC takes clinical advice from its Pharmacology and Therapeutics

Advisory Committee (PTAC). PTAC consists of senior medical practitioners who

are highly experienced in their respective fields, and has specialist subcommittees

with particular experience in a given field, such as oncology. PTAC members are

expected to critically appraise each pharmaceutical’s harms and benefits, and the

strength of the evidence for these. (Well-designed randomised controlled trials and
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meta-analyses are the preferred sources of evidence, and the internal validity of the

trials as well as their applicability to New Zealand clinical practice are considered).

PTAC may recommend that the pharmaceutical be funded with a high, medium or

low priority or that it be declined (Grocott et al. 2013). PTAC uses the same nine

decision criteria in making its recommendation, but this recommendation is not the

final PHARMAC decision (Grocott et al. 2013; Morgan et al. 2006).

PHARMAC also conducts economic evaluation of the pharmaceutical, along

with price negotiations. PHARMAC’s preferred method of economic evaluation is

cost-utility analysis (CUA). This method of economic analysis produces a common

outcome measure across all pharmaceutical treatments, namely the cost per Quality

Adjusted Life Year (QALY) gained. PHARMAC takes a health system perspective

in its economic analyses, which means that all public health system costs (not just

pharmaceutical costs) are included in its analyses, along with potential savings

(Grocott et al. 2013). Non health system costs (such as foregone tax revenue or

increased social welfare spending from a patient’s inability to work) are not

included (Grocott et al. 2013).

As PHARMAC operates with a capped budget, and cost utility is only one of the

decision criteria, PHARMAC does not use a ‘cost utility threshold’ (a cost per

QALY level below which a pharmaceutical is likely to be funded). Between 1999

and 2007, the cost utility of new PHARMAC funding decisions varied from savings
of NZ $40,000 per QALY to spending of over NZ $200,000 per QALY (Metcalf

et al. 2012). Furthermore, New Zealand funded five of the ten pharmaceuticals that

the United Kingdom’s National Institute for Health and Care Excellence (NICE)

had found to have the highest cost per QALY between 1996 and 2005 (Raftery

2008). Having a high cost per QALY doesn’t therefore in itself preclude a phar-

maceutical from being funded. However, there is widespread agreement among key

informants that pharmaceuticals are assessed much more stringently for economic

benefit than other New Zealand health investments, including non-pharmaceutical

health technologies (Ragupathy et al. 2012b; Babar and Francis 2014).

11.6 Drug Pricing in New Zealand

11.6.1 Pharmaceutical Price Control

Unlike other OECD countries, in New Zealand there is no government price

regulation for pharmaceuticals which are not listed on the Pharmaceutical Schedule

(Organisation for Economic Co-operation and Development 2010; Kilpatrick

et al. 2014). This means that manufacturers are able to set pharmaceutical prices

at market entry without any restrictions such as profit controls, volume limitations

or international reference pricing (United States Department of Commerce: Inter-

national Trade Administration 2004).
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If a medicine is publically funded, PHARMAC negotiates the price with the

manufacturer, and the taxpayer subsidises all or part of the price for the patient. If a

medicine is non-funded (i.e. not listed on the Pharmaceutical Schedule), the con-

sumer must pay the full price out-of-pocket to receive the medicine.

The MIMS (Monthly Index of Medical Specialties) New Ethicals—a widely

used prescribing reference—lists manufacturer prices for commonly prescribed

medicines available in New Zealand (MIMS New Ethicals 2014). A wholesale

mark-up is added to the manufacturer’s price, which determines the pharmacy

purchase price. The pharmacy is then able to add a mark-up to the medicine price

which can be at any level (Burden of Disease Epidemiology and Equity and Cost-

Effectiveness Programme (BODE)). A recommended mark-up in New Zealand is a

multiplier of 1.86, but this is intended as a guide only. In reality community

pharmacies may have mark-ups lower or higher than this (MIMS New Ethicals

2014). The total cost to the patient for non-funded medicines includes all three

pricing components with no government control, and therefore varies for different

medicines purchased at individual community pharmacies within New Zealand.

Recent evidence suggests the lack of government control on New Zealand

medicine prices may lead to higher prices for non-funded medicines. In a 2013

study exploring medicine price differences between New Zealand and Europe,

New Zealand consistently had high medicine prices compared to sixteen

European countries for medicines not listed on the Pharmaceutical Schedule

(i.e. medicines not funded in New Zealand) (Kilpatrick et al. 2014). The differences

in medicine prices seen in the study are likely attributable to varying Government

price controls and reimbursement policies between the countries investigated. The

true impact of these findings is not fully known and further research is needed to

determine the effect high non-funded medicine prices have on New Zealanders’
access to medicine.

In 2012–2013 about 30 % of the New Zealand population had private health

insurance (Health Funds Association of New Zealand 2013). Private health insur-

ance can cover the cost of some pharmaceuticals and prescription charges for

consumers with comprehensive care policies (Health Funds Association of

New Zealand 2013). Private insurers are also able to negotiate medicine prices

with pharmaceutical companies, which is especially significant for highly

specialised, high cost pharmaceuticals not funded in New Zealand (Lakdawalla

and Yin 2013; McCormack et al. 2009). The true cover provided by insurance

companies is kept confidential and therefore it is not fully known to what extent

non-funded medicines will be paid for by insurance companies. New Zealanders

may also be unwilling to obtain private insurance for pharmaceuticals (2012c).

Despite this, comprehensive care policies may allow some patients with private

insurance access to funding for a wider range of pharmaceuticals.

Access to and affordability of medicines that are not publically funded may be a

productive area for future research. Such research could include determining the

effect high non-funded medicine prices have on New Zealand patients, the effec-

tiveness of private insurance as means of accessing non-funded medicines, and the
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benefits and pitfalls of policy options such as pharmaceutical price controls for

non-funded medicines.

However, as the vast majority of pharmaceutical spending in New Zealand is

public spending (The Organisation for Economic Co-operation and Development

2013), the remainder of this chapter will focus on publically funded

pharmaceuticals.

11.6.2 PHARMAC’s Impact on the Price of Publically
Funded Medicines

Medicine prices in New Zealand have significantly fallen since the introduction of

PHARMAC in 1993 (The Pharmaceutical Management Agency of New Zealand

(PHARMAC) 2014b, c). Figure 11.1 shows the impact PHARMAC has had on drug

expenditure over time. The shaded area between the two lines represents the total

savings since 2002. Cumulative savings attributed to PHARMAC from 2000 to

2010 was $4.37 billion (NZD) (The Pharmaceutical Management Agency of

New Zealand (PHARMAC) 2013). These results are directly related to the pur-

chasing techniques PHARMAC uses, which have been discussed above.

An example of the dramatic price reductions achieved by PHARMAC can be

assessed using fluoxetine, a selective serotonin reuptake inhibitor. In 1993 fluoxe-

tine 20 mg capsules cost $1.93 NZD/capsule, but referencing pricing with parox-

etine brought the price down to $1.58 (The Pharmaceutical Management Agency of

New Zealand PHARMAC and Evans 2008). There was a significant price reduction
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Fig. 11.1 Impact of PHARMAC on drug expenditure over time; actual and predicted expenditure

from 2002 to 2016. Drug cost is expressed in millions of New Zealand Dollars excluding GST and

rebates (Pharmaceutical Management Agency (PHARMAC) 2013)

200 R. Ragupathy et al.



on paroxetine which took the price of fluoxetine to $1.12 due to reference pricing.

Following this, the introduction of generics in 2000 produced a price of $0.45.
Subsequent price reductions, reference pricing and sole supply led to a price of

$0.05 in 2004 which is a cumulative reduction of 97 %. In 2012 the price had

reduced further to $0.032/capsule (The Pharmaceutical Management Agency of

New Zealand (PHARMAC) and Evans 2008). This example shows some of the key

techniques used by PHARMAC to achieve significant price reductions over time.

Despite this, the lack of transparency for medicine prices published in the Pharma-

ceutical Schedule makes it impossible to determine the exact medicine price

changes over time in New Zealand.

Many OECD countries have policies in place to support the use of generic

medicines (Derek et al. 2002). When a patent expires, generic medicines will

emerge with lower medicine prices than the originator. New Zealand also has

policies in place to support the uptake of generic medicines, and to create compe-

tition between different generic manufacturers through tendering (The Pharmaceu-

tical Management Agency of New Zealand (PHARMAC) 2014b, c). In 2013 almost

half of all medicines purchased (by volume) were through multi product tendering,

which represents 20 % of the combined pharmaceutical budget (The Pharmaceuti-

cal Management Agency of New Zealand (PHARMAC)). The large number of

medicines available in generic brands produces a significant price saving, which

can be reinvested to subsidise other new medicines on the Pharmaceutical

Schedule.

11.7 The Impact of Pricing on Public Health (Access

and Affordability of Medicines)

The impact of PHARMAC’s cost-containment strategies on the health of

New Zealanders has been a source of considerable controversy (Ragupathy

2013). At the broadest level, the debate focuses on the impact funding or not

funding particular medicines has on New Zealanders’ health outcomes, both in

absolute terms and relative to comparable countries (Castalia Strategic Advisors

2005; Business and Economic Research Limited (BERL) 2005; Easton 2005).

However, linking differences in access to medicines to health outcomes is difficult,

due to multiple confounding factors such as differences in demographics, environ-

mental and lifestyle factors, access to screening, and waiting times for treatment

(Ragupathy 2013).

There has also (until recently) been a dearth of systematic, peer-reviewed

comparisons of New Zealanders’ overall access to publically funded medicines

relative to comparable countries (Ragupathy 2013). Past controversies have there-

fore focused on smaller parts of the access picture. These included particular

PHARMAC techniques such as sole supply tendering or funding switches for

HMG CoA Reductase Inhibitors (statins) (Begg et al. 2003; MacKay 2005),
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funding for sub-types of medicines such high cost and highly specialised medicines

(McCormack et al. 2009), or the funding of medicines for particular indications,

such trastuzumab for early stage HER2 positive breast cancer (Isaacs et al. 2007).

These controversies had to be considered in light of the fact PHARMAC had

considerably expanded the number of publically funded medicines while

restraining the growth in pharmaceutical expenditure (Cumming et al. 2010).

In recent years, published studies have compared New Zealand’s access to

publically funded medicines with publically funded health systems in Finland,

Australia, the United Kingdom and the United States (Ragupathy et al. 2012a;

Aaltonen et al. 2010; Wonder and Milne 2011). Taken together, these studies do

much to clarify the impact of PHARMAC’s strategies on public access to

medicines.

PHARMAC funded fewer medicines than Finland’s public health system in

2007, 471 unique entities compared to 495 (Aaltonen et al. 2010). PHARMAC

also funded fewer entities (503) than the Australian Pharmaceutical Benefit’s
Scheme (567), the United Kingdom’s National Health Service (1016) and the

United States Department of Veterans Affairs National Formulary (505) in 2007

(Ragupathy et al. 2012a). The above study also compared access to innovative

entities that provided important health gains. PHARMAC subsidised 19 of the

65 innovative entities in 2007, compared with 30 by the Pharmaceutical Benefits

Scheme (and a further four by the Life Saving Drugs Program, which operates

alongside the Pharmaceutical Benefits Scheme in Australia), 58 by the National

Health Service, and 20 by the Department of Veterans Affairs National Formulary

(Ragupathy et al. 2012a).

A separate comparison of Australia and New Zealand found that PHARMAC

only subsidised 59 (43 %) of the 136 new prescription medicines subsidised by the

Pharmaceutical Benefits Scheme between 2000 and 2009 (conversely, only four

medicines were subsidised by PHARMAC but not the Pharmaceutical Benefits

Scheme). The 59 medicines were on average subsidised later by PHARMAC than

by the Pharmaceutical Benefits Scheme (mean difference 32.7 months, p< 0.0001)

(Wonder and Milne 2011).

Though it has been shown that PHARMAC subsidises fewer medicines than its

comparators, however its impact on public health and health outcomes is not fully

known (Babar and Vitry 2014). Also, while evaluating the impact of PHARMAC

on New Zealanders’ health, many other factors should be taken into account. These

include universality and equity of coverage, the restrictions placed on how

subsidised medicines may be prescribed, and patient cost sharing (Ragupathy

2013; Raftery 2008). It is worth noting that unlike the situation in the United States,

where publicly funded systems such as Department of Veterans Affairs National

Formulary or Medicare only cover selected subsets of the population, PHARMAC

covers all New Zealand residents. Similarly, unlike the United Kingdom, where

variable decisions by local funding bodies can lead to ‘post-code prescribing’,
PHARMAC’s coverage is nationally consistent (Ragupathy 2013).

Over 86 % of the entities subsidised by PHARMAC in 2007 were fully

subsidised, which meant most patients only paid a fixed $3 NZD co-payment for
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up to 3 months’ supply (this co-payment has since been increased to $5 NZD)

(Aaltonen et al. 2010). Furthermore, 69 % of entities were fully subsidised without

any restrictions on how they could be prescribed. PHARMAC’s strategy appears to
be providing fully subsidised options across almost all therapeutic areas, including

options for symptom relief such as analgesics and antacids (Aaltonen et al. 2010).

The co-payments and yearly maximum payments for PHARMAC subsidised med-

icines are lower than other comparable systems (Ragupathy et al. 2012a; Aaltonen

et al. 2010). Co-payments in New Zealand for funded medicines are currently $5
NZD per item, up to a maximum of 20 co-payments per family per year. Once this

threshold is met (i.e. once a patient or family spend $100 NZD per year on

medicines), patients no longer need to pay the co-payment to receive their medi-

cines (The New Zealand Ministry of Health 2014b). Less than 3 % of

New Zealanders spent more than $1,000 USD on out of pocket payments for

prescription medicines, compared with 5 % in Australia and 13.2 % in the United

States (Morgan and Kennedy 2010). The 10 % of New Zealanders who reported not

filling prescriptions or skipping doses in a year because of cost was lower than in

Australia (13.4 %) and the United States (23.1 %).

The impact of PHARMAC’s strategies on New Zealanders’ public health could

therefore be seen as a trade-off. A degree of therapeutic choice (including access to

new and innovative medicines, and medicines for rare conditions) is traded for

equity of access to the medicines that are subsidised, and maximising the afford-

ability of medicines to both patient and taxpayer. Whether the right balance has

been struck between these competing priorities is likely to remain a source of

debate.

11.8 Country Summary: New Zealand

New Zealand does not rely on legal controls of manufacturers’ selling prices, profits
or mark-ups to ensure affordable pharmaceutical prices. Rather, the price is deter-

mined by the relative negotiating power of the seller and the buyer. Individuals who

privately purchase non-funded pharmaceuticals may therefore pay higher prices

than in many other countries.

However, the New Zealand pharmaceutical market is dominated by its public

health system, and therefore by PHARMAC. PHARMAC’s monopsony on publi-

cally funded pharmaceuticals and its statutory independence in decision-making

give it a very strong bargaining position. PHARMAC leverages these advantages

effectively in order to maximise its capped budget, and uses a variety of techniques

such as competitive tendering, reference pricing, generic substitution and bundling

agreements. Health technology assessment also plays a key role in funding deci-

sions. This has allowed PHARMAC to drastically restrain the growth of

New Zealand’s pharmaceutical expenditure while expanding access to medicines.
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Given PHARMAC’s central role in determining New Zealanders’ access to

pharmaceuticals, controversies about its decisions and processes are inevitable.

Despite this, PHARMAC has benefited from a broad political consensus, and this

stability has allowed it to focus on negotiating favourable prices. Its role has

expanded considerably, and now encompasses outpatient and inpatient pharma-

ceuticals, cancer treatments, vaccines, and medical devices. PHARMAC is there-

fore likely to be a feature of the New Zealand health system for many years

to come.

Glossary

ACC Accident Compensation Corporation

ANZTPA Australia New Zealand Therapeutic Products Agency

DHB District Health Board

HML Hospital Medicines List

Medsafe New Zealand Medicines and Medical Devices Safety Authority

NICE National Institute for Health and Care Excellence (United Kingdom)

NPPA Named Patient Pharmaceutical Assessment

OECD Organisation for Economic Co-operation and Development

PHARMAC Pharmaceutical Management Agency of New Zealand

PHO Primary Health Organisation

PTAC Pharmacology and Therapeutics Advisory Committee

QALY Quality Adjusted Life Year

TGA Therapeutic Goods Administration (Australia)
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Chapter 12

Pharmaceutical Pricing Policies in Norway

and Sweden

Helle Håkonsen and Karolina Andersson Sundell

Abstract This chapter provides an overview of the organization of pricing, reim-

bursement of medicines, and the organization of the pharmaceutical systems in the

two Scandinavian countries Norway and Sweden. The two countries have many

similarities; however, they have also chosen different roads in several aspects. Both

countries have a comprehensive tax-based public health insurance covering health

services for all inhabitants. This includes medicines provided to cure, alleviate or

prevent diseases that have been judged to be in the interest of the public. Pricing of

prescribed medicines is strictly regulated in the two countries. More than 70 % of

the total pharmaceutical expenditures are paid by a public third-party payer. Both

countries experienced dramatic increase in pharmaceutical expenditures in the early

1990s. This set off a series of reforms concerning the pricing and reimbursement of

medicines. The fundamental principle for pricing of prescription medicines is

maximum pricing at the retail level. Norway applies international reference pricing

while Sweden’s pricing system is based on health economic evaluations. Pricing is

tied to the process of marketing in Norway and to reimbursement in Sweden. Both

countries have applied mandatory generic substitution for more than 10 years.

12.1 Introduction

The Scandinavian countries Norway and Sweden have always been closely linked

to each other and there has been an extensive migration between the countries.

Sweden has approximately twice the population of Norway but in terms of other

key characteristics, they are fairly similar (Table 12.1).
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Both countries have taken part in the European internal market since 1995;

Sweden as a member of the European Union (EU) and Norway through their

agreement with the European Economic Area (EEA). However, none of the coun-

tries are members of European Monetary Union and hence have their own currency

(Norwegian Krone/Swedish Krona). Membership in the EU/EEA has had certain

implications for health policy in regards of market authorizations for pharmaceu-

ticals and other regulations regarding competition in the pharmaceutical market.

Large reforms in the pharmacy sector in the mid-1990s onwards arose to some

extent as a result of these changes (Norris 1998).

Reforms were also introduced as a consequence of a dramatic increase in

pharmaceutical expenditures that raised attention in the early 1990s (Hågå and

Sverre 2002; Ljungkvist et al. 1997). These reforms included the composition of the

reimbursement schemes, introduction of the firm pricing models and stimulation of

price competition by reference-based pricing and generic substitution (Gerdtham

et al. 1998; Andersson et al. 2006, 2007; Håkonsen et al. 2009a). In Sweden, the

reforms also concerned transferring the financial responsibility for reimbursed

medicines from the Swedish government to the county councils on regional level

(Bergström and Karlberg 2007). On the clinical side, all county councils were

obliged to have Drugs and Therapeutics Committees since 1998 (Godman

et al. 2009) with the purpose to facilitate and increase rational use of medicines.

This chapter aims to present an overview of the Scandinavian regulations of

pharmaceutical pricing. It also discusses how these regulations have developed as

results of the changes experienced in the pharmacy systems over the last decades.

The first part of the chapter provides a brief introduction to key characteristics of

the Scandinavian health care systems including the pharmaceutical benefit

schemes. Thereafter, the drug regulatory authorities involved in the two countries

and the pharmacy systems are outlined. It also describes how and why extensive

deregulation of these systems came about in 2001 (Norway) and 2009 (Sweden).

The pharmaceutical pricing policies are discussed in terms of drug pricing set-up

for medicines used in outpatient and inpatient care, how the prices are set and in

what way the authorities enable price revisions. The last part of the chapter presents

the case of generic medicines policies and a brief discussion of how these have been

successful for public cost containment.

Table 12.1 Overview of key characteristics

Norway Sweden

Population 5.0 million 9.6 million

Life expectancy at birth 81.6 (2013) 81.9 (2013)

Elderly rate (above 65 years old) 15.2 % (2011) 18.6 % (2011)

GDP per capita 61,897 USD (2011) 41,761 USD (2011)
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12.2 Scandinavian Health Systems

12.2.1 Organisation of Health Care

The Scandinavian health care systems have developed gradually in the context of

welfare policy where a key characteristic is the predominance of tax-financed

public provision (Magnussen et al. 2009). The aim is to improve the general health

of the population and reduce mortality and morbidity as well as social inequalities

in health. An important aspect of the Scandinavian policy model is to provide

access to basic welfare services independently of income and employment status.

Membership in the Norwegian National Insurance Scheme (“Folketrygden”) or the

Swedish National Health Insurance is mandatory for all citizens and indirectly paid

through taxation. Health care services, including primary care and hospitals, are

financed primarily by block grants from the government1 (Anell et al. 2012;

Bjorvatn 2012; Hågå and Sverre 2002).

In Norway, health care is organized on two levels beneath the central State. The

428 municipalities take care of provision and funding of primary health care, while

four regional health authorities (RHAs) are responsible for financing, planning and

providing specialized care under the supervisory responsibility of the ministry. In

2014 there were 20 hospitals and 32 hospital pharmacies under the four RHAs,

which are non-profit public organizations.

In Sweden the 21 county councils located on regional level are responsible for

the provision of health care including medicines to their inhabitants (Anell

et al. 2012). The county councils also have a certain proportion of the taxes that

they can decide on independently. They are funded both by their own direct taxes

and indirect through taxes by money from the government. The county councils

collaborate with each other within the Swedish Associations of Local Authorities

and Regions (SALAR) which is the counterpart discussing funding with the

government.

Primary care is organised around general practitioner (GP) practices or primary

health care facilities. All inhabitants are entitled to a regular GP (in Norway) or a

primary health care facility which usually involves more than one GP (in Sweden).

In Norway GP practices are private but on contract with the municipalities whereas

in Sweden primary health care facilities are operated by the county council or by

private actors on contracts with the county council (Beckman and Anell 2013;

Grasdal and Monstad 2011).

1 In July 1997 the funding system of Norwegian hospitals was changed to a combination of block

grants and activity-based financed reimbursements based on Diagnosis Related Group (DRG)

prices, mainly aiming at providing incentives for the hospitals to increase the treatment activity

(Bjorvatn 2012).
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12.2.2 Pharmaceutical Benefit Scheme

The Scandinavian countries have by tradition a large public sector and hence a high

degree of public third-party payment for pharmaceuticals. The purpose of the

pharmaceutical benefit scheme (PBS) is to ensure equal access to effective drugs

in the society. At the same time the PBS encourages clinically rational and cost-

effective use of medicines to ensure investments in the health care services.

Table 12.2 shows an overview of health care and pharmaceutical expenditures in

Norway and Sweden. The proportion of pharmaceutical expenditures appears low

because of the large total expenditures on health. The total pharmaceutical expen-

ditures can be subdivided into prescribed medicines and over-the-counter (OTC)

medicines used in outpatient care, and medicines provided in hospitals. Prescribed

medicines account for almost 70 % of the total pharmaceutical expenditures and

OTC medicines for around 10 %. Medicines funded by hospitals stand for roughly

20 % (LMI 2014; Socialstyrelsen 2014).

The first versions of the PBS established in the mid-50s were intended to cover

expensive essential medicines. With time a progressively increasing number of

drugs for the treatment of chronic conditions and certain infectious diseases was

included. The dimension of the PBS has continued to increase steadily. Among

prescribed medicines, between 80 and 90 % of the costs are attributable to medi-

cines included in the PBS (LMI 2014; Socialstyrelsen 2014). Of these, patient

co-payments constitute about 20 % or even less while the remaining part is paid by

the public third party payer. Thus in total reimbursed prescribed medicines paid by

Table 12.2 Overview of health care and pharmaceutical expenditures in the two countries

Norway Sweden

Health expenditures (% of

GDP)

9.3 % (2011) 9.5 % (2011)

Pharmaceutical expenditure

as a percentage of health

expenditures

10.3 % (2011) 14.9 % (2011)

Pharmaceutical expenditure

in USD purchasing power

parity/per capita

585.3 (2011) 583.7 (2011)

Patient co-payment structure Joint co-payment for

health care and

medicines

Separate co-payment for health care

and medicines

Medicine co-payment Fixed proportion of the

price (38 % up to the

annual ceiling)a

Regressive proportion of the price

depending on total co-payment paid

during the period

Maximum annual

co-payment

NOK 2105b,c SEK2200c

aLow income pensioners and children under 16 are exempted
bIncludes co-payments for physician consultations, laboratory tests, radiography, etc.
cNOK 1¼€ 0.12; SEK 1¼€ 0.11 (exchange rates of July 3, 2014)
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the third party payer account for 50 % of the pharmaceutical expenditures (LMI

2014; Socialstyrelsen 2014).

All inhabitants with a valid personal identification number are entitled to

purchase medicines within the PBS. Moreover, EU/EES citizens are included

when the need for medicines arise while they are in Norway or Sweden.

Co-payments are based on the price of the product (Table 12.2). For refugees and

asylum seekers, a special program is applied where the patients pay a fixed fee per

filled prescription. The PBS covers medicines primarily for chronic or long-term

illnesses (at least 3 months per year) used in outpatient care (Act on Pharmaceutical

Benefits 2002; Regulation on reimbursement 2007). Medicines given during hos-

pital stays are incorporated within the health care provided by the RHAs (Norway)

or the county councils (Sweden) (Hågå and Sverre 2002; Lundkvist 2002). The

medicines need to be prescribed by an authorized prescriber, and must be intended

to prevent, diagnose, alleviate, or cure an illness or a symptom of illness. Both

countries have positive lists of the products covered by the PBS. There are special

tracks for certain infectious diseases for which medicines are provided for free to

the patients (e.g. tuberculosis, syphilis or HIV/AIDS) as well as for vaccines

included in the national vaccine program. In Norway, short-term therapy and

OTC medicines are generally not included in the PBS. OTC medicines used for

long-term treatment and certain short-term treatments such as antibiotics are

included in the Swedish PBS.

Since 1997, the Swedish county councils have also been responsible for the costs

of medicines within the PBS (Jansson and Anell 2006). Many county councils have

even decentralized the budget responsibility for medicines within the PBS to health

care facilities (Bergström and Karlberg 2007; Jansson and Anell 2006; Sandheimer

and Karlberg 2013).

Reimbursement is product specific in both countries.2 Health economic evalua-

tions are required in the application of inclusion in the PBS. The cost-effectiveness

evaluations should apply a societal perspective and include all effects and costs

irrespective of who the payer is. Thus it includes indirect costs for production loss

such as sickness absence or reduced productivity. An agreed price is a prerequisite

for reimbursement. Thus if a price cannot be agreed on reimbursement may not be

granted or it can be taken off the product (Act on Pharmaceutical Benefits 2002).

The reimbursement decision is guided by three principles:

– The cost-effectiveness principle—the cost of using a medicine should be rea-

sonable from a medical, humanitarian, and societal economical perspective

– The needs and solidarity principle—those with the largest medical needs shall be

granted more of the health care resources than other patient groups.

– The human value principle—the heath care shall show respect to the equal value

for all humans

2A generic equivalent to an already marketed product on the Norwegian market is given the same

reimbursement status as the original product.
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Both countries have two main types of reimbursement. The Norwegian reim-

bursement scheme consists of general and individual reimbursement. General

reimbursement accounts for more than 90 % of the reimbursed drug sales. This

type of reimbursement is applicable when the product is on the list of reimbursable

drugs and shall be used for a diagnosis approved for reimbursement. In some cases

additional conditions must be met, e.g. that more cost-effective (preferred) drugs

are tried first (Sundar et al. 2006). Individual reimbursement may be appropriate if

the patient should be treated with a drug that is not listed on the reimbursement list

for the disease in question. To be granted this kind of reimbursement, the prescriber

has to apply on behalf of the patient and give a medical justification. There is also an

application scheme for expensive drugs on regular prescriptions (the “contribution

scheme”) (Hågå and Sverre 2002).

In Sweden, the reimbursement status can be either general (most common) or

limited. Within the general reimbursement, use for all approved indications of the

product is covered. If a product has limited reimbursement, it is only reimbursed

when used for a specific indication or in a specific patient group. Reasons for

limited reimbursement can be that the product is cost-effective only for a limited

patient group or indication. The prescriber is responsible for determining whether

the patient is eligible for reimbursement of a product with limited reimbursement

but does not have to submit an individual application. In both countries, cost for

health care service and medicines are tracked using the individual’s unique personal
identification number and the Total Population Register with place of residence of

all inhabitants (Furu et al. 2010).

12.3 Drug Regulatory Authorities

The Ministries of Health3 are responsible for determining policy and legislation,

national budgeting and planning of the health care systems. The ministries have a

number of subordinate agencies taking care of, among other things, execution of

drug regulation (including pricing) and provision of health care services (including

medicines) within the PBS.

Pharmaceutical products are strictly regulated in the Scandinavian countries.

Most tasks related to medicines are handled by the national medicines agencies,

i.e. the Norwegian Medicines Agency (NoMA) and the Swedish Medical Products

Agency (MPA). The agencies are responsible for drug approval, market authoriza-

tion, classification, pharmacovigilance and the generic substitution systems. In

addition, they are in charge of the permissions to run pharmacies and the quality

assurance of the activities in the pharmacies. In Norway, the NoMA is also

responsible for pharmaceutical price setting and the reimbursement scheme while

3 In Norway: The Ministry of Health and Care Services; in Sweden: The Ministry of Health and

Social Affairs.
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in Sweden, the Dental and Pharmaceutical Benefits Agency is responsible for

setting prices and deciding on products to be included in the PBS since 2002.

12.4 The Pharmacy Systems

Historically, the pharmacy markets in Scandinavia, like in the other Nordic coun-

tries, have been extensively regulated. From 1953 to 2001, when a new pharmacy

act went into effect (Act on Pharmacy 2000), Norway had a system where the

number of pharmacies, as well as their location, were strictly controlled by the

government (Rudholm 2008). The state-owned Norwegian Medicinal Depot

(NMD) was the only approved wholesaler in the market. The new legislation

broke the pharmacists’ monopoly of pharmacy ownership and was followed by

considerable changes in the distribution chain for pharmaceuticals by allowing

horizontal integration (i.e. pharmacy chains) and vertical integration between

pharmacies and wholesalers (Håkonsen et al. 2009a; Rudholm 2008). This was a

consequence of the EEA agreement, which also in several other ways prohibited

certain special regulations considered to limit the competition in the market. This

included the establishment of pharmacies and the number of drugs allowed to be

sold (the “need clause”) (Norris 1998). However, it was also a goal to introduce

more competitive actors in the market. From the mid-90s onwards the number of

pharmacies has more than doubled (Fig. 12.1) and the amount of market authori-

zations has increased more than fourfold (LMI 2005, 2014).

Norway’s professional 
pharmacy monopoly 

ended

Sweden’s state-owned 
pharmacy monopoly 

ended

Fig. 12.1 The development of number of pharmacies after the professional ownership monopo-

lies were ended. Sources: The Norwegian Pharmacy Association, Swedish Pharmacy Association
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As late as 2009, similar actions were taken in Sweden which had a state-owned

monopoly of pharmacies, known as “Apoteket AB” (National Corporation of

Swedish Pharmacies), for 40 years. The process of changing the ownership of

pharmacies was initiated in 2006 following a government shift from a labour to a

conservative/liberal government. Signals that the pharmacy monopoly did not

comply with the EU legislation contributed to this change. The number of pharma-

cies increased from around 900 pharmacies before the reform to around 1,300

pharmacies less than four years after the reform (Fig. 12.1).

Today the pharmacy markets in both countries are dominated by large national

or international pharmacy corporations. In Norway, all community pharmacies are

privately owned and most of them by one of three large international corporations

(Alliance Boots, Celesio and Phoenix). Sweden has seven large corporations in the

market, most of them national. One of them (Apoteket AB) is still owned by the

government. Pharmaceutical industry and prescribers are denied ownership of

pharmacies in both countries (Act on Pharmacy 2000; Act on Sales of Medicinal

Products 2009).

The changes that occurred in Scandinavia were a result of much political debate

with regards to changing the drug distribution and pharmacy ownership, which took

place in the Nordic countries in the 1990s and the 2000s. The deregulation was set

off in Iceland in 1996 when a new drug distribution legislation went into effect and

liberalized the ownership of community pharmacies (Almarsd�ottir et al. 2000). The
changes that took place in Norway, Sweden and Iceland can be contrasted to

Denmark where no radical changes happened despite political pressure and an

economic reform aiming at eliminating all forms of monopolies (Anell 2005;

Larsen et al. 2006).

The reforms also ended the pharmacies’ retail monopoly on medicines. In 2003

(Norway) and 2009 (Sweden) a selection of OTC medicines was allowed to be sold

in places such as supermarkets, gas stations etc. Sold outside the pharmacy, OTCs

can only be sold to individuals older than 18 years of age and restrictions apply

regarding package size.

In addition to the community pharmacies, there are hospital pharmacies. These

are stately-owned in Norway and either run by the large pharmacy corporations or

by the county councils in Sweden.

12.5 Pharmaceutical Pricing Set-Up

Both Scandinavian countries have a tradition for balancing clinical and economic

interests in their pharmaceutical pricing policies. In Norway regulations on the

quality, safety, efficacy and costs of drugs date back to 1928 (Andersson 1992).

Pharmaceutical prices are first of all a concern for the PBS since both health care

and medicines are mainly publicly financed and private costs are relatively small.

However, Norway and Sweden have introduced pharmaceutical price control in

different ways due to different traditions for domestic pharmaceutical production.
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Both countries started this by introducing reference-based pricing in 1993, followed

by more firm and comprehensive pricing models for new medicines in 1995

(Norway) and 1998 (Sweden). In the following decade, international reference

pricing in Norway and value-based pricing in Sweden were implemented. Other

policies were generic substitution and parallel-import of drugs from less expensive

markets such as Greece, Italy and Portugal. Just as for reimbursement, pricing is

product specific in both countries.4

12.5.1 Medicines Used in Outpatient Care

Norway previously had an explicit goal to achieve a common price level for

pharmaceuticals all over the country and at the same time keep the prices at

moderate levels by controlling the margins in all parts of the distribution chain

(Brekke and Straume 2003). This has later been modified into a goal of achieving as

low prices as possible (HOD 2005).

From 2002 onwards drug pricing in Sweden has been part of the reimbursement

status process. Pricing has shifted from primarily being in the hands of the manu-

facturers to be the authorities’ responsibility. Two different pricing principles are

applied depending on whether the product is subject to generic substitution or not

(described in Sects. 12.6.2 and 12.8.2). Health economic evaluations of cost-

effectiveness are part of the pricing process for new medicines. These prices should

be set in relation to the health economic and therapeutic value of the product. For

medicines where the patent has expired, competition striving for low and sustain-

able prices is the goal.

OTC medicines are subject to free pricing in both countries.

12.5.2 Medicines Provided in Hospital Care

The hospital sector differs from the outpatient market in terms of procurement

procedures. In both countries, medicines prescribed for inpatient use are purchased

through direct negotiations with manufacturers (Ess et al. 2003; Tordoff

et al. 2008). The cost of medicines is included in hospital budgets. The pharma-

ceutical expenditures account for a limited amount of the hospitals’ operating costs.
However, the hospitals’ share of the total pharmaceutical expenditures is on the

rise, totalling 20–25 % of the pharmaceutical market (LMI 2014; Socialstyrelsen

2014). In addition, the medicine use patterns in hospitals are considered important

to the manufacturers since they are often reflected in the patients’medicine use after

4A generic equivalent to an already marketed product on the Norwegian market is given the same

maximum price as the original product.
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discharge and thereby indirectly affect the resources spent in primary care. Thus,

there is an increasing concern about the importance of cost containment and scale

economies in hospitals, and joint procurement and tendering processes have been

initiated (Amgros; LIS; Milovanovic et al. 2004; Tordoff et al. 2005).

Tendering in hospitals is legally based on the Act on Public Procurement which

was implemented as a result of the EU/EEA agreement in 1995. Most hospitals are

owned by the government and organized in hospital trusts financed by the state.

Each hospital trust has a drug committee which makes annual recommendations for

drug use within restricted hospital budgets and represents the hospital in a nation-

wide drug procurement cooperation. This cooperation is assigned to perform all

contracting, procurement, distribution and logistical operations of pharmaceuticals

on behalf of the hospitals and hereby enable the hospital organizations to improve

efficiency and reduce costs (LIS).

12.6 How Prices Are Set

12.6.1 Norway: International Reference Pricing
for Prescription Drugs

In Norway different strategies for price control have been implemented over the last

decades, aiming to reduce prices either directly or indirectly (Håkonsen

et al. 2009a). In 1995, it was decided that all prescription drugs must obtain an

approved maximum price before marketing. This included patent-protected as well

as generic products. The maximum price is set at the pharmacy purchasing price

(PPP) level. The pharmacy retail price (PRP) is set by adding the maximum

pharmacy mark-ups and value-added tax (VAT) which also are regulated by the

Ministry of Health and Care Services (Hågå and Sverre 2002). The pharmaceutical

companies, wholesalers and pharmacies are allowed to sell their products to any

price at or below the approved maximum price.

Since 2000 international reference pricing has been applied for determination of

maximum prices. A price reference is conducted based on prices in nine other

EU/EEA countries (Austria, Belgium, Denmark, Finland, Germany, Ireland, The

Netherlands, Sweden and The United Kingdom). The applicant is responsible for

submitting price data on all marketed packages of the product in the reference

countries. The price is set as the average of the three lowest prices. If the product is

marketed in less than three countries, existing prices are used (Hågå and Sverre

2002; Håkonsen et al. 2009a). Since package sizes in different countries are not

always directly comparable, price comparisons are made on the basis of units,

e.g. price per tablet/dose. Local currency prices must be converted into Norwegian

Krone (NOK) using the mean exchange rate of the last six whole months, as

presented by the Bank of Norway.
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In special cases, the calculated maximum price can be considered too low and

the price is decided to be scaled up. If certain conditions are met, a price is set based

on the documentation of the production costs and any other special conditions

related to the basis of the calculation.

Since prices are set at the PPP level, wholesalers are free to negotiate mark-ups

with the manufacturers. Mark-ups for generics and parallel imported products are

significantly higher than for branded medicines. A “discount sharing model” gives

the pharmacies incentives for offering products at lower prices by allowing the

pharmacies to keep up to 50 % of the difference between the given maximum price

and the actual price. The other part belongs to the customer or the third-party payer.

For generic products an additional pricing model is applied when generic compe-

tition is established (described in Sect. 12.8.1).

International reference pricing was introduced as a response to the pharmaceu-

tical companies’ request for more predictability and transparency in pricing deci-

sions. The consistent use of international reference pricing has led to substantial

price reductions on many drugs. It has been considered a stable and predictable

strategy by the authorities as well as the industry. In addition, the administrative

costs are considered small in comparison to other pricing schemes (Håkonsen

et al. 2009a).

12.6.2 Sweden: Cost-Effectiveness Evaluations in Pricing
of New Medicines

Different methods for pharmaceutical price control have been applied in Sweden

over time. Reference-based pricing was introduced 1993 for medicines where the

patent had expired. In 2002 this was reinforced by the introduction of mandatory

generic substitution. At the same time health economic evaluations were introduced

as a part of the pricing process for new medicines. This has been further developed

and now cost-effectiveness data is required to determine price and reimbursement

status of the products (Ljungkvist et al. 1997; Andersson 2006; Andersson

et al. 2006; Godman et al. 2009). Pricing decisions states a maximum PPP for

medicines within the PBS. In addition fixed margins are regulated by the authorities

thereby in practice setting the PRP.

Prices of new medicines should be set in relation to the health economic and

therapeutic value of the product and assessment of cost-effectiveness is an impor-

tant part of the pricing process. The pharmaceutical companies are required to

submit evidence of cost-effectiveness according to predefined standards upon

submitting an application for the product to be included in the PBS (Persson

et al. 2012; Drummond et al. 2011). Furthermore, the agency has the task to conduct

reviews of the reimbursement status of existing products by therapeutic groups

(Wettermark et al. 2010). In these reviews the value and the cost of the products in a

therapeutic group are considered.
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Sweden applies a different pricing principle for medicines subject to generic

substitution as described in Sect. 12.8.2.

12.6.3 Pharmacy Margins

The pharmacy margins are based on the price level of the product and consist of a

proportional part based on the PPP plus a flat rate add-on per package. The margins

decrease as the price of the product increases, as illustrated in Table 12.3. It can

therefore be more profitable for the pharmacies to sell more of rather inexpensive

drugs compared to a smaller volume of expensive ones.

Norwegian pharmacy mark-ups are fixed for all prescription medicines regard-

less of the product’s reimbursement status. A VAT of 25 % is added to all prices

before sale. A similar but more detailed system is operated in Sweden where there

are separate plans of mark-ups for medicines with and without generic competition.

Sweden has no VAT on prescription medicines. Mark-ups on OTC medicines are

not regulated in any of the countries.

12.7 Price Revisions

In Norway NoMA can initiate price revisions if drug prices are altered in one or

more of the reference countries or if a significant change in currency rates occurs.

The pharmaceutical companies can apply for price revision for the same reasons. In

Table 12.3 Pharmacy margins in the Scandinavian countries

Norway

All prescription medicines

Pharmacy purchase price, PPP

(NOK) Pharmacy sales price (NOK)

�200 PPP*1.07 + 25.00a

>200 PPP*1.03

Sweden

Medicines with no generic

competition

Medicines with generic

competition

Pharmacy purchase price, PPP

(SEK)

Pharmacy sales price (SEK) Pharmacy sales price

(SEK)b

�75 PPP*1.20 + 31.25 PPP*1.20 + 31.25 + 13.00

>75–300 PPP*1.03 + 44.00 PPP*1.03 + 44.00 + 13.00

>300–6,000 PPP*1.02 + 47.00 PPP*1.02 + 47.00 + 13.00

>6,000 PPP + 167.00 PPP+ 167.00 + 13.00

NOK1¼€ 0.12; SEK1¼€ 0.11 (exchange rates of July 3, 2014)
aAdditional fee per package of NOK 10 for narcotic and psychotropic substances
bFor products where the price was set before October 1, 2013 the add-on for generic medicines is

SEK 10.00 instead of SEK 13.00
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both cases, price revisions should not occur more than once a year. The exception is

the prices of recently launched products which within a two-year period can obtain

new price data every sixth month from the company in question. This is supposed to

ensure that any recent launches in the reference countries are taken into account. If a

product is withdrawn from the market in one of the reference countries, this could

also form the basis for changing the price.

After the introduction of international reference pricing, systematic price revi-

sions of already marketed drugs were initiated to ensure that drugs with a large

turnover were also affected by the new pricing principle (Hågå and Sverre 2002).

During the first year, prices of 60 products topping the sales statistics were revised,

followed by further 132 drugs the year after. The revisions have led to significant

price reductions on many products although price increases have also occurred.

This process has since continued on an annual basis. As can been seen from

Fig. 12.2, the changes in the Norwegian pharmaceutical price index have been

considerable since 2000.

In Sweden the manufacturer can apply for price changes at any time. Price

changes might also be initiated by the Dental and Pharmaceutical Benefits Agency

within a pharmaceutical review of reimbursed medicines. Several large therapeutic

groups have so far been reviewed and this has resulted in products being delisted or

prices decreased (Wettermark et al. 2010). For medicines subject to generic sub-

stitution the maximum prices within substitutable groups can be revised 6 months

after the introduction of generic competition. Maximum prices for substitutable

medicines are published on monthly basis. Changes in medicine prices have been

moderate in comparison to Norway during the last 15 years (Fig. 12.3).
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Fig. 12.2 Changes in pharmaceutical prices and the general rate of inflation in Norway 1998–

2013. Source: The Norwegian Association of Pharmaceutical Manufacturers
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12.8 The Case of Generic Medicines

Mandatory generic substitution was introduced in Norway and Sweden in 2001 and

2002, respectively, for medicines where the patent has expired and where substi-

tutable products are available on the market. The systems applied for generic

substitution are similar in both countries but there are differences in the pricing

of generic medicines. The aim of introducing generic substitution was to stimulate

price competition in the off-patent market and reduce the growth in public expen-

ditures. It obliged the pharmacies to keep less expensive generics in stock and offer

them to the patients unless the price difference is insignificant. The lists of substi-

tutable products contain both generic and parallel imported products and are

decided on and continuously updated by the NoMA (Norway) and the MPA

(Sweden). Certain drug groups are excluded from the lists. This includes medicines

with a narrow therapeutic window or any drug with warfarin or other active

ingredients where erroneous use may be life threatening.

Three restrictions to generic substitution are applied. First the generic drugs

must be approved as bio equivalent by the NoMA or the MPA. Secondly, the patient

has the freedom to refuse substitution if she/he pays the corresponding price

difference, and thirdly, the physicians have the right to exclude individual patients

due to special medical reasons. Additionally, in Sweden the pharmacists can restrict

substitution due to certain reasons such as split tablets.

If substitution is restricted by either the prescriber (or the pharmacist), the cost of

the dispensed product is fully included in the patient co-payment. However, if the

patient refuses substitution he/she has to pay the price difference between the

cheapest available product and the dispensed product out-of-pocket. This price

difference is not included in the patient’s total co-payment.

Norwegian physicians are encouraged to prescribe by active ingredient (perform

generic prescribing). However, in Sweden generic prescribing is not allowed.
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Fig. 12.3 Changes in pharmaceutical prices and the general rate of inflation in Sweden 1998–

2013. Source: Statistics Sweden
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12.8.1 Pricing of Generics in Norway

To increase the effect of generic substitution, an incentive-based pricing model was

introduced in 2003 (the “index price model”). This included the generic products

with the highest turnover in the reimbursement system. An index price for each

substance was set equal to the average of the three lowest reported wholesale

purchase prices of that substance from the previous 3-month period plus a fixed

wholesale and retail margin. The index price was reimbursed regardless of the

actual retail price. If the patient refused to switch to a cheaper product, he/she had to

pay for the price difference in addition to the co-payment. This was intended to give

economic incentives for patients who agreed to substitute and for pharmacies which

offered cheaper products. The aim of adjusting prices below the index price was to

obtain a reduction in prices in the following months. The model led to moderate

savings for the PBS due to some distributional effects. However, the savings were

less than expected mainly since the model was not adjusted to the vertical integra-

tion between pharmacies and wholesalers. The model was replaced by a direct price

control model called the “stepped price model” in 2005 (Håkonsen et al. 2009a).

Within the stepped price model the maximum reimbursement price for both

branded and generic prescription drugs is reduced in a stepwise matter once the

patent has expired (Table 12.4). The size of the price cuts depends on annual sales

prior to generic competition and the time since this was established. The pricing is

based on PRP; implying that mark-ups are not regulated.

The sale of generic drugs has increased considerably since 2001 and has by 2013

reached 45 % of the market shares (in defined daily doses). In the generic inter-

changeable market the market shares of generics have stabilized around 70 % by

volume and nearly 50 % by price (LMI 2014). Generic substitution is acknowl-

edged as an important measure of cost containment in the society although close

attention is paid to potential side effects of the system such as erroneous medicine

use and medication errors in hospitals (Håkonsen et al. 2009b, 2010; Håkonsen and

Toverud 2011).

Table 12.4 Overview of the stepped price model

Sales PRP

(12 months

before generic

competition)

First price reduction step

(at the time of

establishment

of generic competition)

Second price

reduction

step (6 months after

generic competition)

Third price reduction

step (18 months or

more after generic

competition)

<NOK

100 Mio.

35 % 59 % >NOK

15 Mio.

69 %

>NOK

100 Mio.

35 % 81 % >NOK

30 Mio.

86 %

>NOK

100 Mio.

90 %

Source: The Norwegian Medicines Agency
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12.8.2 Pricing of Generics in Sweden

Initially in 2002, medicines eligible for generic substitution were also subject to

reference-based pricing. Thus the product with the lowest price would get large

market shares (Andersson et al. 2005). This set off a series of price changes

contributing to decreased reference-prices for many products. During the same

period of time the patent for several blockbuster medicines expired. Together this

resulted in the previously increasing pharmaceutical expenditures levelling off for

both the patients and the public third party payers (Andersson et al. 2007).

The current pricing policy for generics is more static and applies a maximum

price. Today, a maximum price for a group of substitutable medicines is set by the

Dental and Pharmaceutical Benefits Agency for substitutable products where

(1) the price of the generic products is below 70 % of the original price of the

original brand product, and (2) generics have been sold on the market for at least

4 months. If these prerequisites are met, the maximum price is set to 35 % of the

original price of the original brand product. This price is applicable for all substi-

tutable products of the (original brand) including parallel exported medicines.

The sales of non-branded drugs as a share of total sales have risen considerably

the last decade. This has resulted in significant price reductions (Andersson

et al. 2007). By 2012, generics accounted for 49 % of the medicines sold by volume

and 15 % by price in the Swedish market.

12.9 Conclusion

Over the last three decades Norwegian and Swedish authorities have implemented

several pharmaceutical pricing policies in order to increase predictability and

transparency in pricing decisions. Since medicines are mainly publicly financed,

prices are a concern for the public benefit schemes and hospitals. More than 70 % of

the total pharmaceutical expenditures are paid by a public third-part payer. For

prescribed medicines included in the benefit schemes, the patients pay less than

20 % of the cost.

The fundamental principles for pricing of prescription medicines are maximum

pricing at the retail level. Norway applies international reference pricing. In Swe-

den health economic evaluations are mandatory in pricing decisions in order to

document the values being paid for by the public. The pricing systems also include

regulation of the pharmacies’margins. Thus the impact by pharmacies on pricing of

prescribed medicines is insignificant. Pricing and market authorization is handled

by one governmental authority in Norway whereas in Sweden these tasks are

handled by separate authorities.
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Chapter 13

Pharmaceutical Pricing Policies in Qatar

Mohamed Izham Mohamed Ibrahim

Abstract Qatar is the world’s highest per capita income non-OECD country. The

country has established the National Health Strategy 2011–2016 (NHS), which is

aligned with the Qatar National Vision 2030 that will advance Qatar’s Healthcare
Vision of creating a world-class, patient-centered healthcare system. There has

been a huge increase in public spending on healthcare, and it is the highest per

capita health expenditure in the region. The National Health Insurance Scheme is a

strong platform to ensure a healthy population with access to affordable healthcare.

Public sector drug procurement is carried out through closed international tenders,

GCC bulk procurement and direct purchasing. The Qatari pharmaceutical market

reached a value of QR 1.43 billion (USD 392.6 million) in 2010. The spending on

medicines and pharmaceuticals in 2009 and 2010 out of the total public sector

spending was USD 138 million (9 %) and USD 143 million (8 %), respectively.

Medicines dispensed at the Hamad Medical Corporation health institutions are

priced differently for Qataris and non-Qataris. The development of the pharmaceu-

tical market is shaped by the decision of the Supreme Council of Health (SCH) to

abolish government controls over the pricing of medicines and to allow more

importing agents and suppliers in the country. Qatar has adopted an open market

system. The retail prices of medicines remain among the highest in the region.

There is no policy on the bioequivalence of generic medicines, but the government

is promoting the use of generic medicines. There is extensive use of branded

medicines in Qatar’s healthcare facilities. A high share of imported and branded

medicines, which are trusted and preferred by prescribers and consumers, has

increased the Qatari government’s healthcare spending. SCH’s attempt to remove

price controls had affected the affordability of medicines as the prices of some

drugs have increased and are inconsistent across facilities. The government has had

to implement price controls, although it abstained from explicitly fixing prices.
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13.1 Country Profile

The State of Qatar is located on the western coast of the Persian Gulf on a 160-km-

long peninsula. Together with total islands, the country occupies a total area of

11,493 km2. The estimated population in 2012 was 2.05 million (approximately 1.2

million were males above 15 years of age, and slightly more than 300,000 were

females above 15 years of age), and approximately 70 % of the total population

were expatriates. In 2012, life expectancy at birth was 78.2 years. Between 1990

and 2012, the annual population growth rate was 6.6 % and estimated to be 1.7 %

for the period 2012–2030 (Table 13.1) (UNICEF n.d.). More information is

included in Table 13.1.

Qatar is the world’s highest per capita income non-OECD country, and in the

past several years, it has experienced persistent high real gross domestic product

(GDP) growth. In addition, the country has the lowest unemployment rate due to the

oil and gas industry. In 2012, GDP per capital (PPP) is estimated at USD103,900

vs. USD93,300 (est) in 2010 (Index Mundi 2013; World Bank 2014). The average

annual GDP per capita growth rate for 1990–2012 was 0.9 % (UNICEF n.d.).

Table 13.1 Country general indicators

Indicator

Data (2010

statistics) Data (2012 statistics)

Total population 1,759,000 2,051,000

Life expectancy at birth m/f (years) 78/79 79/80

Probability of dying under five (per 1,000 live births) 8 7

Probability of dying between 15 and 60 years m/f (per

1,000 population)

69/48 73/51

Total national expenditure on health as % of GDP

(excluding health expenditure of the private sector)

2.1 1.9 (2011)

Per capita total expenditure on health at average

exchange rate (USD)

1,489 1,805

Government expenditure on health as % of overall

government expenditure

6.9 5.3 (adjusted based on

the rate for the last

3 years)

Out of pocket health expenditure (% of private

expenditure on health)

71.0 52.2

Density of pharmaceutical personnel (per 10,000)

population

12.59 (2006

statistics)

na

Number of beds in government hospitals 1,667 na

Number of beds in private hospitals 366 na

Total hospital beds in the country (per 1,000 people) 1.2 1.2

Gross domestic product (purchasing power parity,

USD)

158.5

billion

191 billion

Gross domestic product per capita (current USD) 72,773 93,825

Source: World Health Organization (n.d.a, n.d.b), General Secretariat for Development Planning

of Qatar (2014), World Bank (2014), Hamad Medical Corporation (2012)
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Based on the revenues from oil and gas, Qatar has built a sophisticated healthcare

and social infrastructure. The investment in social and healthcare development has

contributed significantly to the health and wellbeing of Qatar’s people. The pro-

portion of health expenditure excluding the private sector was 3.1 % of GDP (Bener

and Al Mazroei 2010). According to UNICEF (n.d.), the Qatar Ministry of

Development Planning and Statistics (MDP&S) forecasted that real GDP in 2013

will grow by 5.3 % due to the revision in expected output of oil and gas. Consumer

price inflation will rise, but stay moderate; consumer prices rose by 3.5 % in May

2013 compared with the same month in 2012. The country’s Advisory Council

approved a draft law for the formation of a Health and Education Fund with

working capital of QR 360 billion, which will be funded directly through govern-

ment revenues each year. The main purpose of this funding is to provide sustainable

financial resources and support for developing the country’s health and education

sectors. High expenditures are also expected for the construction of new healthcare

centers and education facilities (GSDP 2012). According to the Human Develop-

ment Index 2013, the Qatar value index reached 0.851, ranking Qatar 31st of the

187 countries worldwide (vs. 37th/187 in 2011) (UNDP 2014).

From another positive perspective, in the Middle Eastern and North African

(MENA) region, Qatar ranked first in the Global Peace Index (GPI) for six consec-

utive years (2009–2014). Qatar leads other Arab countries and ranks 22nd globally

among 162 countries covered by the GPI (Ministry of Interior of Qatar 2014).

13.2 Healthcare System

13.2.1 National Healthcare System

Qatar desires to manage and develop an integrated healthcare system according to

world-class standards in order to improve the health of Qatar’s population. The

plans are to improve the health and extend the lifespan of all of its people and to

meet the requirements of present and future generations. Overall healthcare ser-

vices are intended to be accessible and affordable to the entire population. The

healthcare system is available to all, regardless of residency or nationality (Hamad

Medical Corporation n.d.).

13.2.2 Healthcare Authority

The Qatar Supreme Council of Health (SCH), established in 2005, is an agency

responsible and committed to providing quality and effective healthcare services.

The SCH does not provide clinical services. It oversees the services delivered by

public institutions such as Hamad Medical Corporation, Primary Health Care
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Corporation and the private sector (Ministry of Foreign Affairs of Qatar 2014) to

ensure that standards are met and performance targets achieved. It also oversees

public health programs related to the control of infectious diseases, and coordinates

with other agencies on environmental and public safety promotion. It develops and

regulates policies in areas such as licensure and credentialing, information tech-

nology, health insurance and continuing medical education (Ministry of Foreign

Affairs of Qatar 2014).

The SCH is headed by a Chief Executive Officer and Board of Directors, and

several directorates as the following areas: Human Resources; Administrative and

Financial Affairs; Communication and Media; Contracts and Procurement;

E-Health and Information Technology; Facilities & General Services Department;

Finance, Health Financing and Insurance; Health Planning & Assessment;

Healthcare Quality Management; Legal Affairs; Medical Commission; Medical

Relation and Treatment Abroad; National Health Committee for Disaster Manage-

ment; Pharmacy and Drug Control; Public Health; and Qatar Council of Health

Practitioners.

13.2.3 General Health Indicators

In general, life expectancy of the Qatar population has increased, although many

people live with debilitating non-communicable diseases (NCDs), such as diabetes,

cancer and heart disease (Tables 13.1 and 13.2). Qatar has committed to combat the

widespread prevalence of NCDs and the morbidity associated with these diseases

(National Health Strategy 2011–2016; Qatar National Vision 2030). Table 13.2 also

demonstrates that the health services and personnel have improved over the years.

There are 10 public, private and semi-public hospitals, 23 health centers, and

317 private, individual and multiple clinics. Hospital beds per 1,000 people have

augmented from 1.2 beds in 2009 to 1.3 beds in 2011. The total doctors’ number has

increased from 3.11 doctors per 1,000 people in 2006 to 4.03 generalist doctors in

2010 (GSDP 2012).

The country established the National Health Strategy 2011–2016 (NHS), a

comprehensive program of reforms aligned with the Qatar National Vision 2030

that will advance Qatar’s Healthcare Vision of creating a world-class, patient-

centered healthcare system. There are seven strategy goals under this initiative

(National Health Strategy 2011–2016; Qatar National Vision 2030).

The NHS provides a framework and guiding work plan, under seven goals, with

35 specific projects and associated implementation plans to achieve the goals of

Qatar National Vision (2030). It is a strategy for reform with far-reaching and

fundamental changes across Qatar’s overall healthcare system.
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Table 13.2 Health service performance and diseases in Qatar during the period 1998–2012a

Variables

Year

1998 2003 2008 2010 2012

Leading causes of deaths (%):

Cardiovascular na 36.2 20.3 14.5 na

Traffic accidents; poisoning 15.6 17.8 22.4 na na

Cancer 10.1 9.2 9.0 na na

Endocrine, nutritional and metabolic na 3.1 12.0 5.2 na

Diseases congenital malformation 6.2 5.8 3.1 na na

Other causes 28.8 35.0 45.9 na na

Incidence rates of selected infectious diseases/10,000:

Measles 2.14 0.33 0.70 na na

Rubella na 0.68 0.48 0.85 na

Meningococcal infection 0.15 0.79 0.85 na na

Typhoid paratyphoid 0.29 0.97 0.81 na na

Malaria na 4.88 1.28 1.49 na

Viral hepatitis 1.80 21.17 12.32 na na

Pulmonary tuberculosis na 2.56 2.18 2.11 na

Chicken pox 29.01 31.31 39.07 na na

Mumps na 1.99 1.33 2.04 na

Shigellosis 0.0 0.76 0.33 na na

Hospital services:

Primary health care centers (No.) 32 30 30 30 30

Population/center 16,979 24,138 48,282 na na

Hospitals (No.) na 3 10 12 14

Beds (No.) 1,253 1,468 2,023 2,218 2,613

Beds per 1,000 population (No.) na 2.31 2.03 1.40 1.43

Rate of bed occupancy na 78.0 75.5 81.3 na

Average days of stay 6.8 6.9 4.7 10.8 7.4

Discharge daily average na 124 140 167 na

Population/operation 34.01 36.96 51.53 na na

Population/daycare surgery 61.27 48.6 94.61 na na

Percentage of hospital deliveries 98.24 98.44 98.34 na na

Consultation length in minutes per patient 5.8� 2.4 6.6� 2.1 6.9� 2.5 na

Personnel:

Physicians (No.) 968 1,624 3,259 na na

Physician/bed 0.8 1.1 1.6 na na

Nurse/bed 1.9 2.8 4.2 na na

Population/physician 561 446 444 na na

Population/dentist 3,528 2,577 1,786 na na

Population/pharmacist na 1,386 991 1,099 na

Population/nurse 226 179 172 na na

Note: na¼ not available

Source: aAnnual Health Report. Vital Health Statistics, Bener and Al Mazroei (2010), Hamad

Medical Corporation (2012)
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13.2.4 Medical Service Facilities Provider

HMC was established in 1982 and is one of the region’s most well-known special-

ized medical institutions. HMC manages three general hospitals (Al Khor Hospital

(149 beds), Al Wakra Hospital (350 beds) and the Cuban Hospital (75 beds)) and

five specialist hospitals (Hamad General Hospital (616 beds), Rumailah Hospital

(362 beds), Women’s Hospital (334 beds), the National Center for Cancer Care and
Research and Heart Hospital (120 beds)), which look after patients with the most

prevalent conditions, including heart conditions, cancer, rehabilitation, and provide

specialist treatment for women and children. It was awarded the Joints Commission

International (JCI) certification for quality health facilities. In addition, under the

Qatar Foundation, the country has now a developed an ultramodern, all-digital

academic medical center, i.e., Sidra Medical and Research Center, which focuses

on patient care for women and children in Qatar.

In addition to Hamad Medical Corporation as a non-profit healthcare provider,

there are also a number of private medical service facilities providing healthcare to

the public, e.g., Al Ahli Hospital, Al-Emadi Hospital, American Hospital, and Doha

Clinic Hospital. Private practices and clinics offer a full range of medical services,

from specialist consultations to dentistry to home nursing care, rehabilitation,

hospital procedures and surgeries.

The primary healthcare services in Qatar are an essential part of the country’s
plan for socioeconomic development and first level contact of individuals, families

and the community with the national health system. The primary healthcare ser-

vices provided through the health centers are distributed across the country with a

referral system to hospitals and to promote the health of the population (Hamad

Medical Corporation 2012).

Qatar’s Preventive Health Department is responsible for carrying out a compre-

hensive vaccination program for newborns, infants and children; immunization and

food and quarantine watch control; fighting infectious diseases; providing health

education in the field of mother and child care; and protecting environmental health

and safety. Other than contagious diseases, a section for incommunicable diseases

was set up comprising three units: a tobacco control unit, a chronic diseases and

accidents control unit and a statistics and nutrition unit (Hamad Medical Corpora-

tion 2014).

13.2.5 Health Expenditure

Qatar’s healthcare sector has grown steadily since the opening of the country’s first
hospital almost 50 years ago. According to recent World Health Statistics reports by

the World Health Organization, there has been a massive increase in public

spending on healthcare in Qatar in the last years, and the country is currently at
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the top of the per capita health expenditure list among the Gulf Cooperation Council

countries (World Health Organization n.d.a).

The total expenditure on health is 2.5 % of GDP, with public spending (2007–

2011) allocated to health at 1.6 % of GDP (UNICEF n.d.). In terms of healthcare

expenditures, healthcare spending per capita in Qatar is the highest in the Middle

East at USD 935 quoting figures from the World Health Organization

(WHO-EMRO n.d.b). There has been an enormous increase in public healthcare

spending since 1991.

According to the Qatar Health Accounts (QHA) 2011 study, Qatari households

spend far more than non-Qatari households on health, although the difference in

health expenditure is gradually decreasing (Qatar Health Accounts 2011). Qatari

household health expenditure increased by approximately 25 % between 2006 and

2010, while it increased by 58 % for non-Qatari households (both at the individual

and household levels) Qatar Health Accounts 2009 & 2010. This is due to the

increasing population and demand. In addition, the use of private sector services has

also caused a rise in expenditure due to the lack of coverage under the national

health insurance scheme. It is reported that 10 % of Qataris and 9 % of non-Qataris

do not have a regular healthcare provider due to the high cost.

In addition, the QHA (2011) noted that the HMC spent a billion Qatari riyals on

health care in 1991. The total expenditure of the Ministry of Public Health and

Hamad Medical Corporation reached QR 1.3 billion in 2002–2003 with an increase

of 99.6 % compared to 1990–1991. In 2004, the HMC and NHA together spent QR

1.67 billion (USD458 million) on health care, while the figure was QR 1.3 billion in

2003. Between 2000 and 2004, spending by HMC and NHA has grown as high as

71 %. The budget allocated for public health for the 2006–2007 financial year was

QR 3.8 billion, out of which QR 239 million was set aside for public works in the

health sector. Expenditure on the health sector in the 2003–2004 financial year

amounted to QR 1.5 billion, an increase over the QR 655.5 m in 1990–1991. These

amounts do not include health-related public work projects. While the

budget allocated to public health for the fiscal year 2006–2007 was QR 3.8 billion,

QR 239 m out of this went toward public work in the health sector.

13.2.6 National Health Insurance and Coverage

A comprehensive overview of the Qatar national health insurance scheme was

provided by Jones and Shlah (Clyde & Co 2013). The National Health Insurance

Company (NHIC) is a fully owned government entity. The NHIC manages and

operates the social health insurance scheme in Qatar. The scheme provides man-

datory health insurance coverage through a network of public and private providers.

The organization has also appointed a third-party administrator and subcontractors

to manage the scheme.

All nationals and expatriates are able to obtain free health care. However, rising

costs and increased pressure on the budget led the Qatar government in 1999 to
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require nationals and expatriates to purchase health cards. The costs to purchase

cards are low and do not come close to meeting the actual cost of health provision,

but signal an erosion of the all-embracing free welfare system. This change in the

government’s approach to the public provision of healthcare is reflected in the

establishment of Qatar’s first private hospital, built at an estimated cost of

USD27.5 m.

The National Health Insurance Scheme is an embodiment of Qatar’s National
Vision 2030 and the National Health Strategy 2011–2016 to ensure a healthy

population with access to affordable health care. This scheme provides universal

health care to members offering a choice of providers from both the public and

private sectors. The scheme is expected to be fully launched by 2015; it will cover

all individuals living in Qatar, including nationals, non-nationals and even visitors.

The Health Insurance Scheme was enacted through issuance of Law No. 7 of 2013

concerning the Social Health Insurance Scheme (the Health Insurance Law). The

Health Insurance Law was published in the official gazette—Issue No. 10 dated

16 June 2013 (National Health Insurance Council 2014). According to the new law

there will be “Basic and Additional Health Services”; basic health services include

preventative, therapeutic and rehabilitative services and medical tests, as per

Table 13.3. Accredited health insurance companies will be entitled to offer insur-

ance coverage for additional health services, they will not cover the basic health

services.

A national health insurance scheme, accessible to all citizens, residents and

visitors, is in the process of being implemented in five phases (the Health Insurance

Scheme). The Health Insurance Scheme is to be rolled out in five phases up to 2015

(Table 13.4). The SCH has indicated that expatriates (non-national residents) will

be enrolled in the Health Insurance Scheme upon renewal of their residence

permits; their employer or sponsor needs to pay a premium. The government is

responsible for paying health insurance premiums for Qatari nationals. Visitors are

responsible for paying their own health insurance premiums for the duration of their

stay in the country. Beneficiaries of the Health Insurance Scheme will be able to

obtain services from both public and private healthcare providers. Phase 1 of the

Health Insurance Scheme was launched in July 2013. This phase covers Qatari

females of age 12 and above, for maternity, gynecology and related healthcare

(Supreme Council of Health n.d.a).

13.3 Pharmacy System

13.3.1 Pharmacy Authority

The Pharmacy and Drug Control Department (PDCA) manages, implements and

regulates pharmaceutical policy, law and practice in the country. The subunits

within PDCA are the drug registration section, drug release section, inspection

236 M.I. Mohamed Ibrahim



and narcotic section, and quality control laboratory. The Pharmacy and Drug

Control Department is accountable for recommending drug policy to the higher

authority, registration of drug agents and importers, registration of drug companies

and their products, and registration of herbal products, dietary supplements and

medicated cosmetics. It controls narcotics and psychotropic drugs via import,

storage and dispensing control and the quality of registered drugs, herbal products

and dietary supplement via laboratory analysis. The PDCA is also engaged in

inspection of private (community) pharmacies, drugstores, herbal stores, and drug

manufacturing companies to make sure that they are operating according to the

pharmacy law and related regulations, scheduling the community pharmacies

working hours in collaboration with other concerned authorities in the country

(Supreme Council of Health n.d.c).

13.3.2 Pharmacy Practice in Qatar

The pharmacy practice in Qatar has rapidly advanced in recent years due to a

number of national initiatives that have included accreditation programs of

healthcare services, i.e., under JCI, opening the college of pharmacy, the first and

Table 13.3 Basic and additional health coverage for Qataris vs. non-Qataris

Qatari nationals Residents (non-national) Visitors

• General medicine services • General medicine services Accident and emer-

gency services

• Preventive healthcare services • Preventive health care services

• Accident and emergency services • Accident and emergency services

• Inpatient and outpatient services • Inpatient and outpatient services

• Laboratory, radiology and medi-

cal examination services

• Laboratory, radiology and medi-

cal examination services

• Maternity and delivery services • Maternity and delivery services

• Pharmacy services • Pharmacy services

• Basic dental and vision services • Basic dental and ophthalmologi-

cal services

• Treatment of neurological disor-

ders and diseases

• Treatment of neurological disor-

ders and diseases

• Home health care and private

nursing

• Home health care and private

nursing

• Speech disorders, occupational

diseases, Palliative care

• Speech disorders, occupational

diseases, Palliative care

• Organ transplantation

• Death agony care

• Durable medical devices

• Infertility treatment and family

planning
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only pharmacy college in the country, and a trend to employ those holding

advanced degrees in pharmacy practice, e.g., the PharmD. From a policy point of

view, Qatar’s National Health Strategy of 2011–2016, which states its vision of

developing a comprehensive world-class healthcare system, includes disease man-

agement, health insurance and integration between both the government and private

sectors. To improve efficiency and access and to decease dependence on hospitals

for filling prescriptions, the strategy also promotes a community pharmacy network

supported by appropriate policy and processes (National Health Services 2011–

2016).

13.3.3 Pharmacy Workforce

The majority of pharmacy practitioners in Qatar are foreigners with degrees from

Egypt, India, Sudan or Jordan (Kheir et al. 2008). The primary focus areas for these

pharmacists are in private community pharmacies, public hospitals, primary

healthcare settings and private clinics mentioned in the sections above (Tables 13.5

and 13.6). According to the PDCA list (2011), there are approximately

Table 13.4 Five phases of the health insurance scheme

Phase

Date of

implementation Groups covered Services covered

Providers in the

network

1 July 2013 Qatari women aged

12+ years

Gynecology,

obstetrics, mater-

nity and related

women’s health
conditions

• HMC Women’s
Hospital

• Al Emadi Hospital

• Doha Clinic Hospital

• Al Ahli Hospital

• Al Wakra Hospital

• The Cuban Hospital

• Al Khor Hospital

2 Q1 2014 All Qatari nationals All services Select HMC and pri-

vate providers

3 Q3 2014 All Qatari nationals All services Select HMC and pri-

vate providers

4 Q1 2015 All Qatari

nationals, white-

collar expatriates

and visitors

All services Select HMC and pri-

vate providers

5 TBD 2015 All Qatari

nationals, white-

collar and blue-

collar expatriates

and visitors

All services Select HMC and

expanded private

providers + three desig-

nated purpose-built

single male laborers’
hospitals
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160 registered community pharmacies in the country and 44 pharmacies within a

private hospital or private medical clinic.

The rate of pharmacists for every 1,000 people of the total population has shown

a slight increase from 1.14 in 2006 to 1.17 in 2010 (Statistics Authority 2011; HMC

2012).

13.3.4 Pharmacy Practice Regulations

There is no independent professional pharmacy association that controls the phar-

maceutical practice and represents or promotes the profession of pharmacy in Qatar

(Wilbur 2010). These roles fall under the prerogative of the SCH, and a Pharmacy

Law provides the legal framework that governs the practice. The pharmacy laws are

as follows: prescription medicine, pharmacists’ registration and practice in Qatar,

and pharmacy ownership.

13.4 Qatar Pharmaceutical Profile

13.4.1 Pharmaceutical Supply

Drug procurement, storage, and supply follow organized and well-established pro-

tocols. The rules and regulations governing these inventory-related activities are

generally similar to those in other neighboring Middle Eastern countries; and

several Gulf countries (members of the GCC) purchase their annual quota of

Table 13.5 Pharmacist

workforce in hospitals in

Qatar (2012 data)

Hospital No. of pharmacists

l-Amal Hospital 23

Al-Wakra Hospital 36

Hamad General Hospital 122

Heart Hospital 22

North Area Hospital 36

Rumailah Hospital 24

Women’s Hospital 45

HMC corporate 4

Table 13.6 Pharmacists

working in Primary Health

Centers in Qatar (2012 data)

Pharmacy workforce Number (%)

Pharmacist 160 (75.8)

Assistant pharmacist (diploma) 33 (15.6)

Technologist (science) 18 (8.6)

Total 211 (100)
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medicines through a joint procurement process. This process imposes the political

commitment of their member states. The country ensures a cost-effective procure-

ment process through the adoption of a centralized tendering system. In a study

conducted in Qatar, practicing pharmacists felt that the regulatory procedures for

the procurement, storage, marketing, and pricing of medications are acceptable and

they appeared to be satisfied with the processes associated with dispensing medi-

cations in retail settings, public clinics, and public hospital outpatient pharmacies

(Kheir and Fahey 2011; El Hajj et al. 2011).

Most medicines are imported. Public sector drug procurement is carried out

through closed international tenders, GCC bulk procurement and direct purchasing.

If the amount is less than QR 500,000, procurement is through direct purchase; if

more than QR 500,000, it is through tender. Medicines are also purchased through

the GCC committee to get better prices with all Gulf countries. Emergency supplies

are provided directly from local pharmaceutical distributors to government hospi-

tals. There is a special non-restricted procedure of procuring medicines for the

Qataris. SCH through Pharmacy and Drug Control Department (PDCD) ensures

medicines in the country are of good quality, safe and effective. Not all medicines

registered in PDCD are available in HMC and vice versa. According to PDCA,

there are approximately 4,470 registered pharmaceutical products (Table 13.7) in

Qatar (final list updated on April 24, 2014) that are supplied and distributed by

18 registered companies; Ebn Sina Medical Company is the largest suppliers (SCH

n.d.b). It is the leading distributor of pharmaceuticals that has a market share of

50 % and operates its own network of pharmacies. It represents most multinational

drug manufacturers and supplies both the public and private sectors (Business

Monitor International 2013).

In addition, Sidra Medical and Research Center’s Procurement and Contracts

(P&C) Department manages the sourcing of its goods and services, including

pharmaceutical supplies.

Medicines dispensed at the HMC health institutions are charged accordingly.

For nationals (and exempted individuals such as GCC, if the mother is Qatari),

medicines are free of charge and are now covered by the new insurance system. For

non-nationals who are residents they only have to pay 10–20 % of the HMC prices.

Medicines in the public sector, i.e., hospitals, are selected through the pharmacy

& therapeutic committee. If a medicine is requested to be included in the formulary,

there is a form that should be completed. It will then be discussed and approved in

the hospital P&T committee. Next it will be forwarded to the corporate committee

for approval before it can be purchased. At the country level, there is a medicine

list, but HMC hospitals have their own hospital-based formulary.

13.4.2 Pharmaceutical Market

Qatar imported USD 280.2 million worth of pharmaceutical products in 2010,

translating into an annual average of 16.3 % from 2008. Although pharmaceutical
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exports have multiplied ten times between 2008 and 2011, the export figure is

negligible in comparison to imports (Alpen Capital 2013).

In 2009, Qatar Pharma began production and is presumably the only local

pharmaceutical manufacturing company that operates on a reasonable scale. How-

ever, domestic drug production is gradually gaining momentum in the country.

The Qatari government favors increasing local production. SCH stipulates all

doctors to prescribe medicines only by their generic names in order to promote

expansion of generic drugs in the market, hence leaving the final choice of generic

or branded drugs to the patients. However, it remains to be seen whether generic

drugs are able to penetrate the country with the rich and brand conscious

consumer base.

The report expects that the Qatari pharmaceutical industry will benefit from the

forthcoming implementation of the national health insurance program, which

envisions covering all residents and visitors in the country under the scheme.

Furthermore, potential signing of a free trade agreement between the GCC and

India, thus paving the way for cheaper imports of generics, can alter the structure of

the pharmaceutical industry in the country.

The GCC pharmaceutical industry is expected to experience sustainable growth

in the medium to long term. Increased domestic production, foreign investment, and

consumption of generics are likely to support the market’s evolution (Alpen Capital
2013).

The growing number of lifestyle-related chronic diseases has increased demand

for high-value prescription medication in Qatar. People are also becoming

Table 13.7 Profile of registered drugs in Qatar

No. Profile Number of items

1 Branded: Generic 50:50 (approx.)

2 Dosage form

Tablet 1,638

Capsule 474

Ointment 285

Syrup 183

Cream 149

Suspension 78

Gel 65

Suppositories 57

Inhaler 21

Others (e.g., injectable items, infusion, solution) 1,520

4 Country of manufacturer

European +North America +Australia 2,235

Within the Middle East 1,170

Other countries (e.g., India, China, Japan, Brazil, Mexico) 1,065

Source: SCH (n.d.d)
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increasingly aware of personal health care, which has boosted sales of OTC

products such as cold and flu medication, analgesics, digestives, and topical creams.

However, regulations on advertising and retail sales through licensed pharma-

cies have only partially stunted the growth of the OTC segment. Under Qatari laws,

some OTC drugs are categorized as prescription medicines, while some drugs

generally available under prescription only are dispensed OTC (NHSQ 2014).

The Qatari pharmaceutical market reached a value of 1.43 billion riyals

(USD392.6 million) in 2010, valued at USD379 million in 2012 and is forecasted

to grow an average of 12.6 % a year to 2015, when it will be worth 2.58 billion

riyals (Business Monitor International 2011, 2013).

Qatar will continue to rely on imported medicines, and it is projected that the

emirate will become a billion-dollar pharmaceutical market in 2019, reaching a

value of QR 3.99 billion (USD1.10 billion) by 2020. Business Monitor International

(2011, 2013) forecast strong growth for pharmaceutical sales in Qatar, projecting

annual increases averaging 10.1 % to 2014, when it expects the market to be worth

QR 1.37 billion compared to QR 848 million in 2009 (Alpen Capital 2013).

Under the present system, registered importers are responsible for medicines’
quality and they are required to produce documentation showing that the drugs

conform to international standards and are approved for sale in neighboring coun-

tries such as United Arab Emirates (UAE), Saudi Arabia and Kuwait. Opening up

the market to more companies will create an enormous challenge in terms of

monitoring for quality. Qatar has very limited pharmaceutical manufacturing.

According to SCH, Qatar has 17 suppliers and seven pharmaceutical importers

(Business Monitor International 2013). At the moment, the country has

QatarPharma, a pharmaceutical company that is focusing more on intravenous

solutions and is projected to have four more new drug manufacturers to produce

tablets, syrups and injectable. Other pharmaceutical companies under establishment

are Qatar Al-Hayat, Q-Med; Al-Mutamayyiz Factory for pharmaceutical products,

Doha Factory for pharmaceutical products, and factory for medical solutions and

intravenous nutrients (all five have been granted for initial approval) (The Peninsula

2012). This move is aimed to reduce dependence on imported medicines.

13.4.3 Medicine Expenditure

Qatar’s public sector expenditure in 2009 was USD1,596 million and USD1,757

million in 2010. Out of this total public sector expenditure of both years, the

spending on medicines and pharmaceuticals was USD138 million (9 %) and

USD143 million (8 %), respectively. This shows a 3.6 % increase (Business

Monitor International 2013).
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13.5 Medicine Pricing

The issue of medicine pricing is under the jurisdiction of SCH. The Pharmacy and

Drug Control Department at the Supreme Council of Health (SCH) is the sole

authority to fix prices for medicines. Qatar has implemented a free market system.

To bring down prices of medicines and to ensure a continuous supply, all registered

and licensed importers as well as dealers in drug importations have been allowed to

fix retail prices of the medicines as against the initial price control being done by the

council.

13.5.1 History

Drug prices are determined by the Pharmacy and Medical Control Department,

Qatar Ministry of Health under the Law No. (7) of 1990. The medicine pricing

considerations are based on the following aspects:

1. Original value for medicines

2. Value of insurance for the medicines

3. Wages of freight to the port in Qatar

4. Value of custom fee

5. Expenses of unloading, excluding the demurrage

The pricing process included 10 % profit margin to importers and nearly 30 %

margin to retailers. The retailers received stocks from wholesalers with the prices

printed on each pack of medicines. Retail outlets were bound to keep the printed

prices. The foreign currency exchange rate was fixed.

Under the initial registration law of 1986, by Pharmacy and Medical Control

Department, SCH, products have to be registered with the Pharmacy and Drug

Control Department at the SCH. Licensed dealers that were controlled by

18 licensed agents were allowed to import medicines only from the country of

origin. Qatar’s pharmaceutical market relies heavily on imports; imported products

are, by default, more expensive. The old law and procedures have caused few

problems. The Qatari market faced a shortage of certain drugs; and high drug

prices, which were said to be among the highest in the region. Suggested solutions

were to liberalize imports and open market to the competition in order to allow

more businessmen to enter the industry, which could result in increased availability

of all types of medicines and this would in turn decrease drug prices.
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13.5.2 New Changes in Law

The development of Qatar’s pharmaceutical market is shaped by the decision made

by the SCH to abolish government controls over the pricing of medicines and to

allow more importing agents in the country. Prior to this new initiative, there was a

small number of importing agents that had caused high pharmaceutical prices

(Business Monitor International 2011). It is an open market system. In April

2011, the Law No. (7) of 1990 by the Pharmacy and Medical Control Department

was reviewed and repealed. Government control over retail prices of all medicines

sold in Qatar was withdrawn, which permits importers to establish their own prices.

Free pricing has provided a way for medicine supply chain companies to increase

their margins and counter foreign-exchange fluctuations.

As part of Qatar’s public health strategy for 2011–2016, and based on com-

plaints by consumers about high prices and non-availability of some drugs, a new

law was enacted. In addition, many consumers and pharmacists complain about the

government’s move to issue price controls on medicines without more licensed

drug importing companies to stop the existing monopoly in the market. The market

is seeing an unprecedented increase in medicine prices even though it is anticipated

that the elimination of a medicine price ceiling would help decrease drug prices.

Retailers criticize that they have been at the receiving end, when the SCH put a

price cap to curb a unilateral rise in medicine prices imposed by some wholesalers.

The retailer’s profit margin has been reduced to 10 %, which was previously nearly

27 % (Business Monitor International 2011).

The regulations previously made the retailers’ stock only the most expensive

drugs in order to maximize their profit margins. The new system provides an

opportunity for lower-priced branded drugs and generics to move into Qatar’s
pharmaceutical market. Nevertheless, the market’s value at consumer prices will

result from both upward (including healthcare modernization and high per capita

GDP) and downward pressures. The main downward pressure is the fact that open

market competition on drug prices, and the availability of cheaper alternative drugs,

should drive down artificially inflated prices, although this is unlikely to happen

rapidly. SCH has stated that drug manufacturers will still need to obtain import

licenses by meeting stringent regulatory conditions. The retailers and distributors

are unlikely to reduce prices or go for cheaper drugs if they think it will affect their

businesses’ profitability. There is also likely to be a degree of consumer loyalty to

branded drugs, particularly among those with high incomes and private general

practitioners. According to the Business Monitor International (2011), it is expected

that the country’s pharmaceutical market will post a compound annual growth rate

(CAGR) of 16.07 % in the 2009–2014 period, to reach QR 2.61 billion (USD716 m)

in value, boosted by a strong economy.

Drug prices in Qatar have rapidly increased by approximately 30 % following

the introduction of new free-pricing legislation that was intended to reduce the cost

of medicines (IHS 2011). The law ended government control over retail prices of all

medicines sold in Qatar and allows importers to establish their own prices.
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Previously, the official prices, which were set by the PDCD of the SCH, were

widely considered to be too high.

However, according to anecdotal reports from the Peninsula (2011), Gulf Times

(2011) and Taylor (2010, 2011), consumers were surprised to find that

wholesalers had increased product prices by as much as 30 % within days of the

ending of government controls. Consumers interviewed have complained that

medicine prices from retail pharmacies such as asthma medicine has increased

from QR 42 to QR 60 (QR 1¼USD0.274), anticholesterol agent increased from

QR 240 to QR 373, and medicine for diabetes has increased by more than QR 100.

The same brand of Loratadine syrup (100 mL) an antihistamine for allergy, ranged

between QR 22 and QR 25 at three different outlets. Similarly, 60 mL of paracet-

amol syrup for children from the same maker cost anywhere from QR 7 to QR 12. A

bottle of an OTC drug containing 96 tablets to cure indigestion and heartburn was

also being sold at different prices—from QR 9 to QR 11—in three of the medicine

stores visited. While some local pharmacies were selling a strip of ten paracetamol

tablets of the same brand for QR 4 and QR 5, others were providing the same for as

high as QR 11. A similar brand of one strip of ten 200-mg tablets of Ibuprofen,

which is used to reduce fever, pain or inflammation caused by conditions such as

headache, toothache, back pain, arthritis, menstrual cramps or minor injury, was

being sold over the counter at prices ranging from QR 4.50 to QR 7. In yet another

example of the pricing discrepancy, an anti-decongestant for children (75 mL) was

found selling for QR 7 and QR 19 at two drug stores. Sun-screen costs QR

104 when another cream that produced similar results was available at a supermar-

ket for only QR 10. A mystery shopper study conducted by Qatar University

College of Pharmacy on a simple acute upper respiratory infection conducted by

two simulated clients illustrated that the cost of medications dispensed to them

ranged from QR 7 to QR 88.75 (Mohamed Ibrahim et al. 2014). Inquiries by Gulf

Times at a number of local pharmacies confirmed that some OTC drugs from the

same manufacturer were being sold at various prices in different shops. Further-

more, Gulf News reported the difference in medicine prices (Table 13.8) before and

after the introduction of the new law (Gulf Times 2013).

In the past, retailers were required to charge the prices set by the PDCD, which

were printed on the packs received from wholesalers, but since the change in the

law retailers have been free to set their own price levels based on the price lists

supplied by wholesalers (The Peninsula 2011). However, retailers are unclear

whether they are free to fix their own prices and they are following the lists of

wholesale and retail prices issued by wholesalers and showing these lists to

consumers.

The PDCD cannot intervene over the price increases because it no longer has any

control over drug pricing issues. However, the cabinet has also approved legislation

suggested by the SCH that seeks to boost competition in the market by ending the

monopoly held by the 18 suppliers/distributors currently licensed to bring medi-

cines into the country. It is believed that these market liberalization measures will

again reduce drug prices (Alpen Capital 2013).
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On the other end, several pharmacists said that they would be forced to sell

cosmetics, instead of medicines, to overcome the losses caused by a major cut in

their profit margin imposed by the SCH. Initially, the PDCD was the sole authority

to fix the prices of medicines in Qatar by issuing a rate list to wholesalers, who sell

the stocks to retailers with prices printed on each pack of drugs. The retail outlets

were then bound to keep the printed prices and not allowed to inflate prices on their

own. Even the wholesalers could not increase prices without the PDCD’s authori-
zation. During the price fixing era, most retailers used to claim that they were

selling medicines with very low income margin and that their profits were not

commensurate with the overhead costs and shop rents.

It has been indicated that medicines prices in Qatar are high due to the monopoly

maintained by current distributors. There was lack of competitive market to ensure

increased supply of medicines and pharmaceutical products which failed to help

beat down drug prices. Retail prices of medicines in Qatar remain among the

highest in the region despite the abolition of the drug pricing law by the PDCD in

April 2011 (Gulf Times 2011). The move had aimed to bring down the retail prices

of OTC medicines in local pharmacies across the country. The officials also

mentioned that plans to establish four new pharmaceutical companies in the country

would help reduce drug prices (Gulf Times 2014).

13.6 Generic Medicines Policy

Qatar’s pharmaceutical market is not able to support its own needs and is likely to

remain highly dependent on imports, providing significant opportunities for multi-

national branded drug makers to penetrate its market. Government tends to pur-

chase branded products; however, the share of the generic drug market is increasing

(Business Monitor International 2013). There is no policy on generic medicines

bioequivalent, but the government is promoting the use of generic medicines. HMC

is using brands mainly because of prescribers’ preference, patient trust and

unavailability of a bioequivalence center in Qatar. There are no criteria to select

generics such as FDA orange book (USA FDA 2014).

Table 13.8 Selected products with price increase in Qatar

Previous price

(QR)

Post April 2011 price

(QR)

%

change

Lipitor (atorvastatin; 10 mg) 163.75 219.00 33.7

Norvasc (amlodipine; 5 mg) 85.50 92.00 7.6

Januvia (sitagliptin; 100 mg) 323.75 400.00 24.0

Augmentin (amoxicillin and

clavulanate)

140.00 154.00 10.0

Source: Gulf News

246 M.I. Mohamed Ibrahim



Observations show that there is extensive use of branded medicines in Qatar’s
healthcare facilities. Anecdotal evidence has also indicated that due to the prefer-

ence and cultural aspects to use branded medications among both clinicians and

patients, the usage of generic drugs is low. This contributed to additional healthcare

costs that could have been avoided. Under the National Health Strategy 2011–2016

(Project 5.4), the government has focus on generic medicines use awareness in the

country. SCH has proposed several behavioral and utilization studies to assess

issues regarding generic medicines among public and healthcare providers, i.e.,

levels of utilization, perception, knowledge, and practice.

It is estimated that the value of Qatar’s drug expenditure at consumer prices in

2009 was QAR 848 million (USD233 million), having posted double-digit growth

in relation to the previous year (Business Monitor International 2010). Prescription

drugs continued to dominate the market, accounting for close to 90 % of sales by

value. By 2014, drug expenditures are forecasted to increase by a compound annual

growth rate of 11.16 %, in both US dollar and local currency terms, as the latter is

linked to the former to reach QAR 1.44 billion (USD400 million).

In Arab States, the World Bank report warns of the impact of poverty and the

huge disparity in wealth in the Middle East. Rich and wealthy Arabs are needed to

undertake a related approach at the very least through investing their wealth in

productive projects, e.g., pharmaceutical companies for generic medicines in Arab

countries or in countries and regions of the marginalized and poor. That way, Arabs

can bridge the gap between people lacking basic needs, e.g., essential medicines

and life requirements rather than relying on imports of branded medicines from

abroad forever, which is the case in all Arab countries, especially the six GCC

states.

The multinational pharmaceutical companies have been successful in the Qatari

market due to people’s high brand consciousness for both prescription and OTC

(over-the-counter) medicines. There is low interest among multinational manufac-

turers to set up manufacturing plants in the country due to the small market size.

Instead, the country prefers to import medicines from the MENA and Asian

countries.

13.7 Conclusions

A high share of imported and branded medicines, caused by prescriber and con-

sumer trust and preference, has inflated healthcare spending of the Qatari govern-

ment, the main buyer of medicines, and consumers. A small market size and high

income per capita has affected government’s strategy to curb high medicine prices

in the country. SCH’s attempt to remove price controls had affected the affordabil-

ity of medicines as the prices of some drugs have increased. The government had to

enforce price controls, although it abstained from explicitly fixing the prices.
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Chapter 14

Pharmaceutical Pricing in South Africa

Andy Gray and Fatima Suleman

Abstract South Africa has implemented a number of important medicine pricing

interventions in the post-apartheid era, informed by the 1996 National Drug Policy.

Despite considerable resistance, firstly from the transnational pharmaceutical

industry but later from a wider range of stakeholders, a number of legal reforms

have been successfully implemented. However, many of these interventions have

limitations. Generic utilization in the private health sector has increased over time,

but can still be improved. Maximum dispensing fees have been introduced, but may

need to be complemented by more sophisticated professional remuneration models

that more effectively advance the responsible use of medicines. The single exit

price mechanism, with annual adjustments, may need reconsideration and refine-

ment. Proposals for external reference pricing are in the final stages of preparation.

Greater use of pharmacoeconomic evaluations will help to inform rational selection

and reimbursement policies, especially as the country moves towards a National

Health Insurance model. The state tender system will also need to be reconsidered,

as the separation between public and private healthcare financing and delivery

becomes blurred.

14.1 Introduction

This chapter first provides a context for the pharmaceutical pricing interventions

that have been introduced in South Africa in the post-apartheid era (since the

transition to democratic rule in 1994), by outlining the existing and anticipated

features of the health system in the country. The pharmaceutical system, from

manufacturing/importing to final dispensing, is described in brief. The nature of

the medicines regulatory system, and plans for the immediate future, are then
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outlined. The post-apartheid health policy environment is then described, with

emphasis on the National Drug Policy, which was issued in 1996. Since 1994,

South Africa has implemented a number of legislative reforms aimed at improving

access to essential medicines, including strong pro-generic policies and an exten-

sive set of pharmaceutical pricing reforms. This process has not been without

hurdles, including litigation, and is still considered to be a work in progress.

14.2 The Health System: In Context

The Republic of South Africa is a large (1.2 million km2) country located at the

southern end of the African continent. It has a population of approximately 53 mil-

lion people, of whom 80 % are black Africans (Statistics South Africa). Approxi-

mately 9 % each of the population are White and of mixed race (so-called

Coloured), respectively, and some 2.5 % are descendants of migrants from the

Indian sub-continent. South Africa is regarded as an upper middle-income country.

The total fertility rate is low by African standards, at 2.3. Although there are large

under-populated areas, the overall population density is 43.4 /km2. The single

largest population (24 % of the total) resides in the Gauteng Province, which is

the economic powerhouse, centred around Johannesburg and Pretoria. Almost 20 %

are resident in KwaZulu-Natal Province. Although about two-thirds of the popula-

tion is urbanized, there are still significant numbers living in poorly-resourced rural

areas, particularly those that were designated as “bantustans” (or homelands) during

the apartheid era. In the Limpopo Province, almost 90 % of the population is still

living in rural areas.

The health system in South Africa still reflects the legacy of the policy of racial

segregation and discrimination that was entrenched by the apartheid regime

between 1948 and 1994, but also the consequences of earlier colonial policies

and practices. Prior to 1994, health services in South Africa were provided in a

fragmented manner, as dictated by the apartheid policy of separate development for

different races. There were 14 different health departments providing mainly

curative services through hospitals (Coovadia et al. 2009). After the democratic

transition in 1994, a concerted effort was made to create a unitary healthcare

system. However, as South Africa has a quasi-federal Constitution, there are now

nine provincial departments of health, with overall policy-making and

co-ordination vested in a national Department of Health. However, the division

between an over-loaded public sector and a better-resourced private sector has

persisted. The public sector is largely funded by the state from the fiscus, and caters

to the uninsured. The private sector is funded largely from medical scheme (insur-

ance) premiums and out-of-pocket payments and caters mostly (but not exclu-

sively) to the beneficiaries of such schemes. In 2012, about 44 million of the

population were dependent on the public sector, while less than 9 million were

insured by 93 separate medical schemes (Council for Medical Schemes 2013). The

division is clearly depicted in the per capita expenditure on health per annum,
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which was ZAR 2,667 in the public sector in 2011, and ZAR 11,048 in the private

sector (Day and Gray 2013).

14.2.1 The Pharmaceutical System

South Africa has a large and highly developed pharmaceutical system, including all

steps from limited local production of active pharmaceutical ingredients (APIs) and

extensive facilities for producing finished pharmaceutical products (FPPs), to

highly developed distribution and wholesaling services, and a well-developed

community and hospital pharmacy network. Local production is almost entirely

dependent on imported APIs, with only a limited range of locally-produced APIs.

As of July 2013 the South African Medicines Control Council (MCC) had licensed

259 entities as manufacturers, importers and/or exporters of medicines, secondary

packers or testing laboratories (or in at least 1 of these categories) (South African

Medicines Control Council 2013). Of these, 77 entities were listed as manufacturers

of medicines, meaning that some element of local production was involved. The list

included locally registered subsidiaries or offices of both transnational pharmaceu-

tical concerns and international generic pharmaceutical manufacturers. In addition,

the MCC listed 194 pharmaceutical wholesalers and 1 pharmaceutical bond store.

All medicines sold in South Africa have to be registered by the MCC, a statutory

regulatory authority located within the national Department of Health. The MCC

operates in terms of an Act of Parliament (the Medicines and Related Substances

Act (Act 101 of 1965), as amended), supplemented by Regulations issued by the

Minister of Health, and its own detailed guidelines. The MCC is required to only

consider issues of quality, efficacy and safety, and there is no linkage between

patent status and regulatory approval. The MCC is in the process of transitioning to

a new structure, to be styled as the South African Health Products Regulatory

Authority. Under the new system, which will be co-funded from increased user

fees, decision-making will vest in the staff of the Authority, rather than in the

appointed members of the Council. The legislation to give effect to these changes is

before Parliament, but has yet to be finalized (Minister of Health 2014).

In the private sector, medicines supply to the public is through a network of

community and private hospital pharmacies, with a number of prescribers also

licensed to dispense medicines to their own patients. All community and hospital

pharmacies have to be licensed by the Department of Health and registered with the

South African Pharmacy Council (SAPC; the responsible statutory body). In April

2014, the SAPC recorded the registration of 3,025 community pharmacies,

259 institutional pharmacies in the private sector (predominantly located in private

hospitals), and 640 institutional pharmacies in the public sector (predominantly

located in public sector hospitals, but also in larger community health centres)

(South African Pharmacy Council 2014). Private hospital pharmacies are generally

owned by the hospital group, of which three dominate in the local market. Com-

munity pharmacy ownership has been opened to non-pharmacists, and recent years
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have seen the development of two major pharmacy chains and the establishment of

in-house pharmacies within large supermarkets. Each pharmacy is, nonetheless,

under the continuous personal supervision of a pharmacist.

The SAPC also recorded the registration of 247 manufacturing pharmacies and

235 wholesale pharmacies. The latter would have included at least some of the

pharmaceutical depots operated in the public sector (of which there are ten provin-

cial depots as at April 2014, as well as stores maintained by the military and prison

authorities). In the private sector both wholesaler and distributor models co-exist. A

wholesaler generally stocks a full range of medicines, and takes ownership of such

stock from suppliers. A distributor generally operates on behalf of a limited range of

suppliers and holds stock on consignment, without taking ownership.

14.3 National Drug Policy

The immediate post-1994 period was characterized by intense policymaking activ-

ity, including the publication of a National Drugs Policy for South Africa (NDP) in

1996 (Department of Health 1996). The NDP addressed health, economic and

national development objectives, but the over-riding aim was “to ensure the avail-

ability and accessibility of essential drugs to all citizens”. When the then Minister

of Health initiated the development of the NDP, she instructed the responsible

policy committee to “develop a pricing plan for drugs used in South Africa in the

public and private sectors”. This process was rushed and incomplete (Gray

et al. 2002). The policy document therefore outlined some elements, but was not

detailed in all respects. It called for the establishment of a Pricing Committee (with

an indicative composition), and then committed to “total transparency in the pricing

structure of pharmaceutical manufacturers, wholesalers, providers of services, such

as dispensers of drugs, as well as private clinics and hospitals”. The detailed

description was limited to the following statements: “A non-discriminatory pricing

system will be introduced and, if necessary, enforced. The wholesale and retail

percentage mark-up system will be replaced with a pricing system based on a fixed

professional fee.”

It is important to note that this policy was intended to apply only to the private

sector, as medicines procurement in the public sector continued to be based on a

national competitive tender process, limited to locally registered products. In the

public sector, medicines are not charged for individually. At primary care level, all

services are free, and in hospitals a means-tested and capped daily fee is levied.

Nonetheless, the NDP did also address other cost-drivers in relation to pharma-

ceuticals. The policy therefore called for the maintenance of a database to monitor

costs compared with other developing and developed countries, for the regulation

of price increases; for the provision, in certain circumstances, of public sector stock

to the private sector; for the promotion of generic substitution; for measures to

improve rational medicines use; and for increased control of pharmaceutical mar-

keting practices (Gray 2009).
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As will be seen, the implementation of these policies, once translated into

legislative reforms, has been highly contested. South Africa has embarked on the

even more challenging process of introducing a system of integrated universal

coverage with a national health insurance scheme. Such changes will require that

the current divisions between the public and private health sectors are considerably

blurred and eventually removed, and that a single medicines pricing system applies

across the health system.

14.4 Medicines-Related Legislative Reform Since 1994

14.4.1 The 1997 Amendment Act: Delayed by Litigation

The first attempted to provide a legislative platform for the policy changes signaled

in the 1996 NDP came with the Medicines and Related Substances Control Amend-

ment Act (Act 90 of 1997) (Republic of South Africa 1997). This enabling piece of

legislation provided for the creation of a ministerially-appointed Pricing Commit-

tee. It also introduced three related interventions directed at the pricing of medi-

cines in the private sector. First, it established that all medicines should be sold in

the private sector (that is, to any purchaser other than the state), at a disclosed single

exit price, unrelated to the volume purchased. In order to make this meaningful, it

introduced a ban on the provision of samples or of any bonus stock of any

description, and outlawed all incentive schemes. Lastly, it provided for a regulated,

annual maximum adjustment in the single exit price of all medicines. Act 90 of

1997 also introduced mandatory offer of generic substitution (in all sectors), with a

negative list of non-substitutable medicines to be stipulated by the MCC. More

controversially, the Act appeared, at first reading, to allow the Minister of Health to

issue compulsory licences for medicines, without regard to the Patents Act. The

pricing interventions were scheduled to come into effect 1 year after promulgation

of the Act, which would also allow for the determination, through Regulations to be

issued by the Minister of Health, of maximum dispensing fees for pharmacists and

licensed dispensing practitioners.

Acts of Parliament do not come into effect as soon as they are passed, but require

an implementation date to be set by the President, in the form of a promulgation

notice. Before the 1997 Amendment Act could be brought into effect, this step was

interdicted by the Pharmaceutical Manufacturers’Association and 39 of its member

companies, representing the majority of the transnational pharmaceutical industry

active in South Africa at that time (Pharmaceutical Manufacturers’ Association of

South Africa 2001). Due to a protracted process of exchange of documents, the case

was only set down for oral argument in January 2001. At that point, the newly-

established AIDS advocacy group, the Treatment Action Campaign, joined as an

amicus curiae (a friend of the court). This resulted in another delay, but when the

court reconvened in April, the complainants withdrew their case. The case was thus
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never decided upon by a court of law, but was regarded as an important victory for

the government, assisted by those who advocated access to affordable essential

medicines. The new Minister of Health brought another set of amendments to the

Medicines Act to Parliament in 2002, and the legislative changes first delineated in

the NDP were brought into effect from May 2003 (Republic of South Africa 2002).

The pricing interventions could therefore only come into effect a year later, in 2004.

14.4.2 The Challenges of Implementation: More Litigation

Although the key provision in Act 90 of 1997 which precipitated the court action

was that related to intellectual property, the Act also introduced other important

provisions aimed at improving access to medicines (‘tHoen 2002). The first of these
was the provision for mandatory offer of generic substitution. All dispensers of a

prescription in South Africa are obliged to offer a generic substitute if one exists.

The dispenser (whether a pharmacist or a licensed dispensing prescriber) cannot

substitute a more expensive option for a cheaper one, and must respect the wishes of

the patient. In addition, the prescriber may indicate that substitution may not be

done, by indicating “do not substitute” in his/her own handwriting. The MCC also

provides a list of non-substitutable medicines. Over time, this list has been

amended, and it now lists only biosimilars as non-substitutable. The 2002 Amend-

ment Act introduced a requirement for the dispenser to take reasonable steps to

inform the prescriber if substitution has occurred, but only after making the

substitution and recording this fact in the prescription record. The entire generic

substitution scheme therefore came into effect in May 2003, when the two Amend-

ment Acts were promulgated by the President.

The direct pricing intervention, however, was scheduled to come into effect a

year later, in 2004. The necessary subordinate legislation (Regulations issued by the

Minister of Health) were published for comment in mid-January 2004, allowing

barely enough time for the required 3-month comment period before the final

versions were issued on 30 April 2004. The scheme was intended to come into

effect on 2 May 2004. The Act itself had provided for the appointment of a Pricing

Committee (with a designated composition). On their recommendations, the Min-

ister was enabled to make regulations “on the introduction of a transparent pricing

system for all medicines and Scheduled substances sold in the Republic”. Firstly,

the Minister was required to publish “an appropriate dispensing fee” to be charged

by a pharmacist or by a licensed dispensing prescriber, and “on an appropriate fee to

be charged by wholesalers or distributors”. The “transparent pricing system” was to

be based on “a single exit price”, defined as “the only price at which manufacturers

shall sell medicines and Scheduled substances to any person other than the State”.

Instead of the fixed professional fee envisaged in the policy, a capped fee (26 %

to a maximum of ZAR26 per item) was initially prescribed, together with a price

freeze (locking factory gate prices at the weighted average of 2003 prices offered to

the private sector). Importantly, the pharmaceutical industry had succeeded in
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altering a draft regulation which sought to impose an immediate 50 % cut in the

factory gate price to one which ensured a cost-neutral price freeze, with the promise

of annual review. In order to prevent perverse incentives being offered which would

undermine the single exit price, unrelated to volume, the Act also provided that “[n]

o person shall supply any medicine according to a bonus system, rebate system or

any other incentive scheme”. The prospect of a reference pricing system, or at least

a one-off benchmarking exercise, was also signaled, but not described in detail.

The challenge to the regulatory scheme came from pharmacists in the commu-

nity and private hospital arenas instead. Two linked cases were heard by a full

bench in the Cape High Court, and rejected by the majority (New Clicks

South Africa (Pty) Ltd 2005). The Supreme Court of Appeal overthrew the Cape

High Court decision and the entire set of Regulations was declared “invalid and of

no force and effect” (Pharmaceutical Society of South Africa 2005). The Minister

of Health in turn appealed to the Constitutional Court. The case was joined, as amici
curiae, by the Treatment Action Campaign and Innovative Medicines South Africa

(a pharmaceutical industry grouping, representing a number of transnational man-

ufacturers and resulting from a split of the Pharmaceutical Manufacturers’ Associ-
ation). The majority held that the dispensing fee was not “appropriate” (Minister of

Health 2005). Critically, the Chief Justice wrote that, while some evidence had been

provided that the proposed dispensing fee would result in damage to the viability of

pharmacies (and in particular, rural pharmacies and courier pharmacies), the onus

was on the Minister (as advised by the Pricing Committee) to show that their

scheme would not have this effect. After a protracted process, final dispensing

fees were eventually determined, and have been subsequently adjusted to take some

account of changes in the costs of providing such services. The fees are based on a

fixed amount and a percentage component, varied by four bands of single exit

prices. The tier structure and variables for income and expenses for calculation of

the dispensing fees are based on an agreement between pharmacists’ stakeholders
and government.

An international benchmarking system, in which the prices of innovator prod-

ucts will be compared with those in a basket of countries (Australia, Canada,

New Zealand, Spain, together with South Africa), has been proposed but not yet

implemented. A final draft version of the regulations, which dealt with concerns

previously raised by the industry, was published for comment in May 2014 (Min-

ister of Health 2014). There is no indication as yet regarding the acceptability of the

methodology to either pharmaceutical manufacturers or funders. A phased

approach has been proposed. In phase 1, it is proposed that the interim benchmark

price will be the average of prices in the five country basket, if this is lower than the

South African ex-manufacturer price. However, in this period, which will last for

2 years, if the South African ex-manufacturer single exit price is lower than the

average of prices in the basket, that price will be retained. In phase 2, the final

benchmark price will be lowest price in the basket. Provision has been made for

exemption from the benchmark in certain circumstances. Importantly, the draft

methodology has allowed for the use of weighted prices for those manufacturers

who trade in both the public and private sectors. However, all newly introduced
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medicines, first marketed after the final regulations are published, will have to

comply with the final benchmark immediately, and will not benefit from the phased

approach.

Benchmarking has already been used in the public sector, but in a very different

form. Medicines for the public sector are procured by means of competitive tender

processes. The 2010–2012 antiretroviral tender introduced a benchmarking step, in

which indicative global best prices were provided before tenders were invited. This

process has now been repeated for other tenders issued by the National Department

of Health, including for new vaccines.

Another element which has been described in detail in subordinate legislation is

the requirement for the submission of pharmacoeconomic analyses to justify the

initial launch prices of new medicines (National Department of Health 2013). To

date, the submission of such data remains voluntary, and no medicines have yet

been deemed to have unacceptable prices. The prices of newly launched patent

protected medicines, generally brought to the market by transnational innovator

firms, therefore remain unregulated. Such medicines may not be included easily in

the public sector Essential Medicines List, and may be refused reimbursement or

attract considerable co-payments in the private sector.

14.5 Effects of the Pharmaceutical Pricing Interventions

The initial single exit price, applied from 2004, was a cost-neutral compromise

from the initial government intention to force a 50 % reduction in prices. Although

the method for determining the quantum of the maximal annual adjustment of the

single exit price policy implied the application of a predetermined formula (based,

for example, on consumer price inflation and the exchange rate between the local

currency and major global currency), and this was the basis for negotiation between

the manufacturers and government, the regulations allowed the Minister of Health

to take other aspects into consideration. Thus the annual adjustments (as shown in

Table 14.1 below) were not always as desired by the manufacturers. Adjustments

could only be published after the court challenges to the dispensing fees were

settled, and so only commenced from 2007. Calls were issued each year for inputs

from industry. At times, the adjustments were capped at the level of the prevailing

consumer price inflation rate, but they have varied widely, from a zero adjustment

in 2011 to a high of 13.2 % in 2009. From a base of ZAR 100 in 2004, the single exit

price would now be at a level of ZAR 155.76 in 2014. However, that mechanism of

control will have had no effect on the launch prices of newly registered and

marketed medicines. It is for this reason that the proposed international

benchmarking exercise is being watched with such interest. However, it should

also be noted that every manufacturer does not take advantage of the full single exit

price adjustment for every product in its portfolio. For reasons of competition, price

increases may be less than the maximum allowed in some cases.
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The volatility in exchange rates been of considerable concern, especially since

the significant changes experienced by many emerging market currencies after

2013. As a result, the SEP Adjustment methodology is once again under review

in 2014. Currently, wholesalers and distributors are paid a logistics fee by manu-

facturers, from the factory-gate single exit price. Although a single fee is disclosed

on the price list made available on a national Department of Health web site (http://

www.mpr.gov.za/), not all logistics service providers are able to negotiate the same

fee. There have been efforts to separate the ex-manufacturer price and logistics fee

components within the single exit price calculation, but there has been no consensus

on how this can be done. There is also uncertainty as to whether this is allowed

under the current legislation framework. The possibility has been floated on sepa-

rate adjustments for originator medicines, fully imported generic medicines and

locally produced generic products.

As with many countries, it is difficult to show whether local prices are higher or

lower than in other comparable countries, with similar sized economies. An attempt

was made to apply the WHO/HAI pricing methodology in a survey conducted in the

Gauteng province in 2004 (before the final application of the pricing regulations,

but 6 months after the application of the first single exit price) (Xiphu and Mpanza

2004). This survey showed that, in the private community pharmacy sector and for

a basket of 42 selected medicines, the median price ratio (in relation to the 2003

Management Sciences for Health international reference price) was 24.91 for

innovator brands, 6.82 for the most sold generic, and 6.52 for the lowest priced

generic. The corresponding ratios were very similar when the survey was based on

private hospital prices, as would be expected (26.35; 6.82; 6.45). However when

applied to medicines procured by the public sector, on tender, the results were very

different. The median price ratio was 1.64 for innovator brands, 1.85 for the most

sold generic, and 1.62 for the lowest priced generic.

No comparable study has been conducted since 2004. At least in relation to

innovator brands that are still under patent, the proposed international

benchmarking exercise will provide significant data. The 2004 survey also drew

attention to the contribution of South Africa’s 14 % value-added tax, which has

remained constant since that time. Although there have been calls for exemption of

Table 14.1 Single exit price adjustments since 2007 (after the court challenge)

Year

Single exit price adjustment (maximal change in single exit prices,

to be applied during the year following the determination)

2007 5.2 %

2008 6.5 %

2009 13.2 %

2010 7.4 %

2011 0 %

2012 2.14 %

2013 5.8 %

2014 5.82 %

14 Pharmaceutical Pricing in South Africa 259

http://www.mpr.gov.za/
http://www.mpr.gov.za/


all medicines, or at least essential medicines, this has been resisted by the Treasury,

partly on the basis that it would only benefit the insured elite. This argument ignores

the possibility of out-of-pocket purchases of medicines by the uninsured, including

medicines obtained from community pharmacies and dispensing medical

practitioners.

As was outlined above, the quantum of the dispensing fee has been highly

contested. Even though a final dispensing fee for pharmacists was established in

2006, the adjustment of this fee structure over time has remained controversial.

Requests for commercial information from community pharmacists have not

resulted in the submission of sufficient data to allow for recalibration of the fee

structure, and adjustments have been more closely tied to general inflation mea-

sures. The evolution of the fee structure for pharmacists, in South African Rand, is

shown in Table 14.2. Although this is a maximum fee which cannot be exceeded, a

number of medical schemes have negotiated lower dispensing fees with preferred

providers, including the community pharmacy chains. The ability of pharmacists in

independent practice to extract the maximum fee is therefore constrained. In

addition to the dispensing fee, the South African Pharmacy Council has published

a list of non-distributive services for which pharmacists in community and hospital

practice may levy a professional fee. While theoretically available, such fees have

not embraced by funders and are therefore rarely levied.

Table 14.2 Evolution of the maximum dispensing fee for pharmacists 2004–2013

Year

Single exit price

breakpoints

Maximum dispensing fee (as a fixed amount or a percentage

of the single exit price, or a combination of these)

2004 Less than R100 26 %

R100 or more R26.00

2006 Less than R75 R4.00 + 33 %

R75 and more, but less

than R250

R25.00 + 6 %

R250 and more, but less

than R1000

R33.00 + 3 %

R1000 and more R50.00 + 1.5 %

2010 Less than R75 R6.00 + 46 %

R75 and more, but less

than R200

R15.75 + 33 %

R200 and more, but less

than R700

R51.00 + 15 %

R700 and more R121.00 + 5 %

2013 Less than R80 R6.40 + 46 %

R80 and more, but less

than R216

R16.00 + 33 %

R216 and more, but less

than R756

R55.00 + 15 %

R756 and more R131.00 + 5 %
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The private hospital sector in South Africa has chosen not to levy the dispensing

fee at all, selling medicines at the single exit price only. This has required the entire

pharmaceutical service in such hospitals to be funded from the bed and operating

theatre fees. Data from the Council for Medical Schemes have shown that expen-

diture in the private hospital sector has outstripped that on medical specialists and

any other category of provider since 2000. The entire private healthcare sector is the

subject of an inquiry by the Competition Commission of South Africa, which will

commence in 2014.

The maximum dispensing fee system also applied to prescribers who were

licensed to dispense, but on a different scale altogether. This system has also

been contested, but less successfully than in the case of community pharmacy.

Nonetheless, the policy stance in favour of restricting dispensing by prescribers,

which was first signaled in the 1996 National Drug Policy and legislated for in the

1997 Amendment Act, has been seriously eroded by court challenges. The pro-

visions which required an applicant for a dispensing licence to demonstrate that

there was need for the service were struck down by the Constitutional Court in 2005

(The Affordable Medicines Trust 2005). Over time, the total number of licensed

dispensing practitioners has returned to the levels that existed before the policy was

introduced. However, the role of the medicine pricing regulations in this arena has

been limited, as such practitioners provide an all-inclusive service for a flat fee,

including the provision of basic medicines.

An area of more importance has been that of generic penetration, in response to

the legal requirements for mandatory offer of generic substitution by all dispensers.

While the public sector has always been more dependent on generic medicines, as

the use of a competitive bid system relies on the existence of competitors and the

Essential Medicines List has been skewed towards older products, less likely to be

on patent, the private sector has seen significant brand loyalty and a tendency

towards the use of branded medicines. In the 1980s, even before the generic policy

was developed, the Pharmaceutical Society of South Africa introduced a maximum

medical aid price (MMAP) mechanism, as a form of internal reference pricing

(Boyce and Bartlett 1990). This scheme was adopted by a number of medical

schemes, as well as by some of the provinces, which were then using private sector

pharmacies to serve selected ambulatory patients.

Evidence of the extent to which the private sector has embraced generic med-

icines is not easily obtained. In 2012, South Africa’s insured population was served
by 93 separate medical schemes (Council for Medical Schemes 2013). Although

some schemes are self-administered, other use the services of an administrator and

many use managed care organisations. Five administrators are responsible for

83.8 % of the market (excluding the self-administered schemes). One of the

managed care organisations has, in contrast to its competitors, chosen to place

significant data on medicines utilisation in the public domain. The Mediscor

Medicines Review has been published annually since 2002. In 2012, Mediscor

provided pharmaceutical benefit management (PBM) services to 32 medical

schemes, and a total of 1.6 million beneficiaries (Mediscor 2013). The changes in

generic market penetration reported by Mediscor since 2004, as measured by the

volume of prescriptions for generic brands, innovator brands with valid patents, and
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innovator brands with expired patents, are shown in Fig. 14.1. The increase in

generic penetration after the policy change was implemented can be seen. The

situation for the entire country, including the public sector, would likely show

generic penetration beyond the level reported by this single PBM. However, there is

still room for improvement.

The Mediscor reports have also provided evidence of the growing effect of

newly launched, expensive (and often biological) medicines on the private sector

market. In 2011, of the top ten new chemical entities reimbursed by Mediscor-

administered schemes, three were antiretrovirals, and two were biologicals

(an epoetin and cetuximab). Whereas existing medicines cost on average

ZAR132 per item in 2011, new chemical entities (including those launched in the

5 years preceding the report) cost on average ZAR482 per item. Oncology products,

while presenting 9.5 % of total medicines expenditure, cost on average ZAR1855

per item in the same year.

14.6 Ongoing Debates and Prospects

If measured against the intentions of the 1996 National Drug Policy, it is clear that

the implementation of the 1997 Amendment Act and the development of the

necessary subordinate legislation has delivered in some regards, but not in all.

The pro-generic policy has resulted in an increase in generic utilization in the

private sector, but not to the degree which has been achieved in major developed

country markets, notably in the United States. One of the key problems that remains

is the lack of access to an equivalent of the FDA’s Orange Book, which clearly

indicates the basis for generic registration, the identity of reference products, and

hence the basis for interchangeability. The non-substitutable list has been rational-

ized, but the restriction of options in relation to biosimilar medicines may prove to

be premature and require further reconsideration. Managed care interventions in the
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private sector have assisted in driving greater use of generics, but are hampered by

the outdated treatment algorithms that are imposed for certain chronic conditions

(Nicolosi and Gray 2009).

In terms of private sector pricing, the single exit price mechanism and the

publication of annual adjustments has provided the state with a powerful tool, but

one that is lacking in relation to the prices of new medicines at launch. In that

regard, much is expected from the international benchmarking exercise, but also

from the application of pharmacoeconomic analyses. The latter provision, while in

place, is not yet binding on manufacturers and requires not only considerable

resources in order to prepare such submissions, but also considerable capacity to

critically assess the submissions and make defensible determinations on that basis.

In this regard, the capacity of the Pricing Committee and its secretariat will need

significant attention. There will also have to be far more transparent documentation

of the basis for decisions taken by these structures, which inform the actions taken

by the Minister.

Transparency was a key principle outlined in the policy. While the fees levied by

dispensers are now transparent to patients and funders, the logistics fee remains

opaque and problematic. The processes of determining adjustments in the single

exit price and in the dispensing fee also need attention, and more transparent

documentation. The 1996 National Drug Policy expressed a preference for a

professional fee that was not linked to the value of the medicine. That has not

proven easy to implement. In time, more attention will also need to be paid to the

development of more sophisticated remuneration models that promote the respon-

sible use of medicines.

There is ongoing concern about the persistence of perverse incentives in the

medicines market. While some elements of the South African system, such as the

ban on sampling, have been effectively implemented, there are still concerns about

the proliferation of additional fees paid to pharmacies by manufacturers that may

constitute inappropriate bonusing or incentive schemes.

As South Africa continues with its planned introduction of National Health

Insurance, the stark separation between the public and private sector systems will

need to be addressed. One way in which this may occur is a greater reliance on a

single medicines selection process, backed by more explicit health technology

assessment processes. In this regard, the early experiences with the

pharmacoeconomic evaluations will be instructive. Increasingly, private sector

stakeholders are being included in the Expert Review Committees that serve the

National Essential Medicines List Committee. A single national essential medicines

list, applicable both to the public sector and to medical schemes, may well be

possible. In time, hard choices will need to be made about the future of the state

tender system for medicines. A reimbursement list, informed by

pharmacoeconomic data, may well be a future option for a unified health system.

Returning to the issues that precipitated the court actions that delayed imple-

mentation of the 1997 Amendment Act, South Africa has also finally embarked on a

review of its intellectual property policies and laws (Minister of Trade and Industry

2013). The intent is to introduce reforms that will enable the country to make full
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use of the flexibilities provided for in the Agreement on Trade-related Aspects of

Intellectual Property (TRIPS), as well as to introduce an effective patent examina-

tion system. It is worth reflecting on the fact that South Africa has not yet issued a

compulsory or government use licence for a medicine. The success of the antire-

troviral treatment programme has been based on the ability to access affordable

generic medicines, but these have become available as a result of voluntary

licensing (sometimes under duress from activists) and non-enforcement of patents,

not from explicit government action.

14.7 Conclusion

South Africa developed a comprehensive National Drug Policy in 1996, which

included a number of policy choices relevant to medicines pricing. While the

implementation of those policies has not been without challenge, including

repeated litigation in South African courts, a number of interventions have been

successfully applied. South Africa has managed to ban the use of medicine samples,

has limited the scale of price increases over the years, has managed to promote

increased use of generic medicines, and has proposed mechanisms for external

reference pricing and for increasing use of health technology assessment in med-

icines selection and pricing. In the public sector, the use of indicative reference

prices has contributed to the ability of the state tender system to obtain competitive

prices for medicines. However, as the country moves towards universal healthcare

coverage, it will need to find ways of merging the strongest elements of all of these

policies, in order to ensure sustainable access to quality, affordable, essential

medicines.
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Chapter 15

Politics, Reforms, and Regulation of Pharma

Prices and Expenditures in Turkey over

the 2000s

Ipek Eren Vural

Abstract This chapter provides a political economy perspective on reforms of

pharma price and expenditure control in Turkey over the 2000s. This is carried out

through (a) embedding the description of the properties of pharma price control and

health care system within their broader socio-political context, and (b) exposing the

social struggles underpinning these polices.

Over the 2000s, changes in pharma price and expenditure control policies in

Turkey supplemented the neoliberal reforms within the health care system. External

reference pricing system (ERP) introduced in 2004 consolidated the power of

transnational pharma capital in pricing. While over the period 2004–2008 changes

in pharma price and expenditure control policies alongside growing public financ-

ing of health care significantly expanded pharma market and sales, since 2009,

amidst the spiralling impacts of global financial crisis, increasing stringency of

pharma price and control policies appeared to have circumvented favourable

accumulation prospects for both local and transnational pharma capital. The latter

set of policies indicate how public policies mediate contradictory interests of capital

within the processes of accumulation. In due course, however, pharma pricing

policies is increasingly enmeshed with fluctuations in exchange rate markets,

threatening access to vital drugs used in the treatment of chronic diseases, and

raising concerns about both the quality of locally produced drugs and possible anti

competitive practices amongst producers of certain groups of pharma products.

I. Eren Vural (*)

Department of Political Science and Public Administration, Middle East Technical University,

Ankara, Turkey

e-mail: ieren@metu.edu.tr

© Springer International Publishing Switzerland 2015

Z.-U.-D. Babar (ed.), Pharmaceutical Prices in the 21st Century,
DOI 10.1007/978-3-319-12169-7_15

267

mailto:ieren@metu.edu.tr


15.1 Introduction

Over the 2000s, against the background of a short-term capital led economic growth

model, Turkish health care system experienced extensive neoliberal reforms. The

reforms expanded access to and demand for health care services, endorsed private

health care provision while generating a growing public budget for such provision.

Changes in pharma price and expenditure control policies supplemented market

creation objective of these reforms. External reference pricing system (ERP)

introduced in 2004, for regulating maximum market prices of pharmaceuticals,

significantly consolidated the power of transnational pharma capital in pricing.

Together with other neoliberal reforms in health care, and growing public health

expenditures, pharma price and expenditure control policies expanded pharma

market and sales, for both original products originating from transnational capital

and generic products associated mostly but not exclusively by domestic pharma

capital. At first glance, the phenomenal growth in public health care and pharma

expenditures during this period may appear contradictory with neoliberalism, and

the restrictive fiscal policies generally associated with short-term capital led growth

model. In effect, however, such public expenditure sustained inflows of capital into

the health care system and supported the creation of private health care markets.

Moreover, growing public health care expenditures also garnered public consent for

neoliberal reforms both within the health care system and in the wider economy.

Since 2009, amidst the spiralling impacts of the global financial crisis, the

Turkish government significantly increased the stringency of its pharma price and

expenditure control policies. Successive price cuts, increases in compulsory dis-

counts imposed on both generic and patented drugs within the public reimburse-

ment system, and the freezing of exchange rate adjustments despite rapid

fluctuations of the Turkish lira appeared to have circumvented the favourable

accumulation prospects for both transnational and local pharma capital. I argue

that such policies do not imply a rift or irony within the neoliberal restructuring

process but rather signal its consolidation. In due course, however, pharma pricing

policies is increasingly enmeshed with fluctuations in exchange rate markets,

threatening access to vital drugs used in the treatment of chronic diseases, and

raising concerns about both the quality of locally produced drugs, and anti com-

petitive practices within the pharma industry between manufacturers of different

groups of products.

The outline of the chapter is as follows. The second section accounts for the

continuing significance of pharma price and expenditure controls in both developed

and developing economies despite successive waves of liberalisation observed

since the 1980s. This is done through locating pharma price and expenditure control

policies within their broader context of social reproduction in capitalist economies.

The third section describes the content of neoliberal reforms in the Turkish health

care provision and financing system over the period 2003–2008. It also presents a

current overview of pharma industry, and pharmaceutical distribution chain. The

fourth section analyses the changes in pharma pricing and expenditure control
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policies that supplemented the reforms in health care provision and financing.

It evaluates the drivers and nature of policy changes as well as their impacts over

the period 2004–2008. The fifth section reviews the increasing stringency of

pharma price and expenditure control policies since 2009 under the impacts of

the global financial crisis. Final section evaluates the sources and impacts of this

more stringent regulation on public pharma expenditures, access to vital drugs, and

public health.

15.2 Significance of Pharma Price Controls: An Overview

of the Theoretical Approach

Why are pharmaceutical prices and expenditures still controlled through different

systems in most economies despite successive waves of liberalisation in trade,

investment and financial regimes since the 1980s?

This question requires us to locate pharma price and expenditure policies within

their broader context of social reproduction within capitalist economies. As with

public policies regulating health care provision and financing (Gough 1975),

pharma price and expenditure policies affect social reproduction of labour power,

private profitability, accumulation, distribution of income and contribute towards

generation of social consensus in capitalist social formations. Such effects of

pharma price and expenditure policies highlight the sources of conflicting class

interests that lie at the bottom of these policies. As such, formation and implemen-

tation of pharma price and expenditure policies are underpinned by intense class

struggles involving: (a) inter class struggles between the capital and the dominated

classes, (b) intra class struggles amongst the local and transnational fractions of

pharmaceutical capital, as well as struggles between the pharmaceutical capital and

the wider fractions of capital at both the national and transnational levels. Which

dimension of pharma price and control policies (i.e. social reproduction of labour

power, generation of social consensus, profitability, accumulation, redistribution)

predominate in any one policy context is thus down to the precise conjuncture of

class struggles as these are framed by general characteristics of dominant accumu-

lation strategies across different historical periods.1

Viewed from this perspective changes in pharmaceutical price control policies in

Turkey, were shaped by struggles between the local and transnational fractions of

pharmaceutical capital on the one hand and the dominated classes on the other.

Social categories, such as the medical doctors and pharmacists, have also been

1 This argument is an extension of the relational conceptualisation of the state that views it as a

material condensation of class relationship of forces, and state policies, such as pharma price and

expenditure control policies, as expressions of those relationships (Poulantzas 1978).
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influential participants through their peak professional associations. Such struggles

and their outcomes were crystallised in government policies towards the sector and

in policy implementation by relevant state authorities such as the Ministry of

Health, Ministry of Finance, Trade and Industry and so on. Moreover, outcomes

of the wider struggles at the national level, between different fractions of Turkish

capital and transnational capital on the one hand, and the dominated classes on the

other, over important issues such as the growth models, and accumulation regimes

not only framed the content of different pharma price control policies but also

conditioned, sustained or undermined struggles over alternative policy choices.

Examples on how wider social struggles at the national level affect sectoral politics

within pharma industry is abundant including, liberalisation of the economy in the

1980s, Turkey’s ongoing membership negotiations with the EU (c.f. Eren Vural

2013), and most recently, as discussed in this chapter, the consolidation of a short-

term capital led growth pattern since the 2000s.

15.3 Neoliberal Reforms and Pharma Price

and Expenditure Control Policies over the 2000s

Over the 2000s, short-term capital led growth model was consolidated in Turkey.

This entailed provision of high real interests rates to attract inflows of foreign

capital and sustain domestic capital accumulation (Yeldan 2009; Ergunes 2009). To

secure investor confidence, the model was supported by government commitment

to a restrictive monetary and fiscal policy (Epstein and Yeldan 2006). Politically,

this model of development was sustained by a class alliance between the transna-

tional financial capital and the internationalised fractions of the Turkish capital that

sought to integrate into global circuits of production (Karakas-Gultekin and Ercan

2008).

Over the 2000s, short term capital led growth model in Turkey intensified the

retreat of state from public service provision and a concomitant refocusing of public

policies on the generation of new markets and assets for capital investment

(c.f. Fine 2008). Within the Turkish health care system, this took the form of

extensive neoliberal restructuring of health care provision and financing which

was realized under a series of structural reforms initiated in 2003 under the

so-called “Health Transformation Program (HTP)”.

Throughout the chapter, I analyse the nature and implementation of these

reforms in two periods. During the first period of 2003–2008, neoliberal

restructuring entailed creation/consolidation of markets for private health care

provision while significantly broadening their public financing. The second period

starting with 2009 corresponds to consolidation of neoliberal reforms that aims at

maintaining their long-term sustainability.
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15.3.1 Neoliberal Reforms in Health Care Provision
and Financing System

Between 2003 and 2008, reforms focussed on reorganisation of the health care

provision and financing systems, including changes in pharmaceutical price and

expenditure control policies. Prior to the reforms, both health care provision and

financing systems in Turkey were characterised by a high degree of institutional

fragmentation. A wide range of public, semi public, non profit institutions and

private sector were involved in health care provision, including Ministry of Health,

public social security institutions, municipalities, state ministries, economic enter-

prises, and university hospitals. Health care financing system was equally

fragmented with three occupationally segregated public health insurance schemes

providing differential access to their beneficiaries.

Reforms unified all public health care provision units under the control of

Ministry of Health. Further administrative and financial decentralisation of Minis-

try of Health affiliated public health units urged them to compete for patients both

with each other and with increasing number of private sector health care providers.

To sustain the latter, generous investment subsidies provided to the private sector

since the 1990s were expanded. Overall the reforms expanded investments by both

transnational and local capital in health care provision and financing. The number

of private hospitals recorded drastic increase over the period 2002–2011 growing at

an compound annual rate of seven per cent (Ministry of Health 2013). Burgeoned

by the reforms, private hospital sector attracted transnational finance in the form of

private equity fund investments. Over the period 2007–2013 a total of 21 acquisi-

tions and private equity investments were recorded in the private hospital sector,

more than ninety per cent of which was realised by transnational financial investors.

Meanwhile, within health care financing sector, transnational financial investments

were directed towards private insurance sector.

Noeliberal reforms also generated a split between the provision and financing of

health care services. Health care financing was centralised under the newly

established Social Security Institution (SSI), which unified the previously indepen-

dent three public social security schemes. SSI, thus, emerged as the single public

purchaser of health care services and pharmaceuticals from both public and private

health care providers, with extensive market power. The institutional market for

health care services was further expanded through the implementation in 2008 of a

contribution-based general health insurance system, universal in coverage. As of

2012, the percentage of population covered by SSI increased to 99 % (ISPA &

Deloitte 2014:26). Reorganisation of health care provision and financing thus

increased the access and demand for health care services, and broadened the public

financing of private health service delivery. Over the period 2002–2012, the

number of visits to health care providers per patient grew at a compound annual

growth rate of ten per cent, from three visits in 2002, to eight visits in 2012

(Ministry of Health 2013).
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15.3.2 Health Care Reforms and the Pharma Industry

Neoliberal health care reforms in the 2000s generated new transformational dynam-

ics within the pharma industry in Turkey. The latter had already gone through

successive restructuring following the liberalisation of trade and investment

regimes in the 1980s, Turkey’s revived integration process with the EU since the

1990s, and a stronger intellectual property regime (IPR) since the turn of the new

millennium.

Pharma industry in Turkey historically had sophisticated manufacturing capa-

bility. In 2013, locally produced drugs accounted for 74 % of the pharma sales

volume (Table 15.2). Local pharmaceutical capital, however, have always

remained dependent on foreign technology and imports of APIs, either from trans-

nationals or from other external sources. That dependency was strengthened with

successive waves of liberalisation in trade and investment regimes during the

1980s, when nascent local production of active pharmaceutical ingredients (APIs)

was dislocated and manufacturing specialisation of the industry was readjusted

towards formulation drugs (Eren Vural 2013). The same period, especially the

aftermath of the completion of Customs Union with the EU in 1996, saw increased

penetration of transnational pharma capital into the industry. This had largely

focused on imports into Turkey and strengthening collaboration with local phar-

maceutical capital, with the consequence of transnationals gaining an increased

share in market sales, as well as a rising share of original and licensed products in

terms of sales volume and value (Eren 2002). Finally, in 1999, patent protection for

pharmaceutical products and processes became binding and a stronger intellectual

property regime entered into force. Since then local pharmaceutical capital

focussed on generic production, while R&D activities geared towards incremental

innovation and exports as well as further strengthening of ties with the transnational

pharmaceutical capital emerged as the main survival strategies for the larger and

more internationalised local pharmaceutical firms (Eren Vural 2013). Meanwhile,

for small-sized local pharma firms that cannot fund such R&D, purchases of

product dossiers from foreign sources, alongside importing activities for formula-

tion and resale, have emerged as a more cost-conscious and realistic alternative

(c.f. Eren Vural 2013).

There are currently 77 production units in the Turkish pharma industry, 17 of

which belong to transnationals, and all manufactures at international standards.

There are 300 firms in the industry, employing 30,000 people and marketing around

6000 products (IEIS 2014).

Over the 2000s, pharma industry in Turkey attracted a new wave of transnational

entry. A stronger IPR environment and Turkey’s EU membership negotiations were

important triggers of this new wave of entry. Also important in generating this new

wave of entry were the growing public health care expenditures and a favorable

pharma price control policy, as will be explained in the following section. Unlike

the earlier waves of transnational penetration into the industry, which had focused

mainly on imports into Turkey and collaboration with local generics firms, this
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second wave of transnational entry was characterized by acquisition of local

generics firms by the transnationals. A total of 20 takeovers took place between

1999 and 2013, with both large and small local generics firms targeted (Eren Vural

2013).

Strengthening of IPRs and transnational entry arose at the time of (and possibly

caused) increasing import dependence in the local industry, as well as contraction in

the market share of locally produced drugs (Eren Vural 2013). During the 2000s,

the strong growth in formulation imports generated a new form of dependency. The

growth in the value of imported formulation drugs is greater than both the growth in

total pharmaceutical imports and in API imports (see Table 15.1). The value of

imported formulation drugs increased from US$683 million in 2000 to US$3,004
million in 2010, with an annual compound growth rate of 15 %. This compares with

an annual compound growth rate for total pharmaceutical imports and API imports

over the same period of 10 % and 2 % respectively (see Table 15.1). The share of

formulation drug imports in total pharmaceutical imports increased from 45 % in

2000 to 53 % in 2008, and up to 74 % in 2010. Meanwhile the share of APIs in total

imports declined from 55 % in 2000 to 47 % in 2008, and 25 % in 2010.

The growing dominance of imported formulation drugs can also be (Eren Vural

2013) observed in the composition of market sales volume and value, which

indicates that imported formulation drugs are replacing locally produced products

(The Boston Consulting Group 2011). While in 2005 imported formulation drugs

Table 15.1 Pharmaceutical imports and exports 1980–2010 in US$ million

Total APIs Formulation

Imports Exports Ex/imp Imports Exports Imports Exports

1980 93 4 4 91 2 2 2

1985 149 13 9 137 10 8 3

1990 470 90 19 386 23 18 67

1995 660 61 9 496 24 25 37

1996 979 105 11 717 56 27 49

1997 982 98 10 668 39 32 59

1998 1,180 129 11 769 61 42 68

1999 1,337 128 10 785 67 41 62

2000 1,511 140 9 828 69 683 71

2001 1,534 132 9 836 83 698 49

2002 1,716 180 10 874 94 842 86

2003 2,419 88 4 1,231 21 1,188 66

2004 2,710 331 12 1,379 145 1,330 186

2005 2,845 282 10 1,409 65 1,436 217

2006 3,036 313 10 1,433 66 1,602 247

2007 3,524 358 10 1,660 69 1,863 288

2008 4,360 421 10 2,057 85 2,303 336

2009 4,533 310 7 1,300 11 3,233 299

2010 4,032 356 9 1,028 31 3,004 325

Source: Compiled from Republic of Turkey, Ministry of Health, Health Statistics Yearbooks,

2004, 2008, 2010
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constituted 15 % of sales volume and 42 % of sales value, in 2010 the share of

imported formulation drugs in sales volume and value both increased, to 23 % and

52 % respectively (see Table 15.2). Increased import dependency of the local

pharmaceutical industry can also be observed in the export to import ratio of the

industry, which is approximately 10 % (see Table 15.1).

Formulation drug sector recorded some improvement in its exports. The value of

these exports increased from US$71 million in 2000 to US$325 million dollars in

2010, with an annual compound growth rate of 16 % (see Table 15.1). This

improvement, however, have so far remained behind the steep rise in imports.

All products (patented and generics) within the Turkish pharma market are

branded, which have historically contributed to high levels of promotional expendi-

tures, intensifying concentration levels and oligopolistic market behaviour in the

industry (Kirim 1985; Eren 2002). Despite successive waves of market penetration by

transnationals over the last decade, as of 2013, the first ten firms controlled forty-one

per cent of the total market sales in value, while the market share of first twenty firms

reached sixty-two per cent (Author’s calculation from IMS Market View Data).

15.3.3 Health Care Reforms and Pharmaceutical
Distribution Chain

Pharma distribution chain in Turkey flows from manufacturers/importers down to

wholesalers and then to retail pharmacies. Within the wholesaler market, there are

two segments. Tenderer wholesalers, which supply hospitals, and pharmacy selling

wholesalers (OECD DAF 2014). There are around four hundred wholesalers how-

ever, concentration levels, especially within the pharmacy selling segment is very

high (Ibid). The market share of two nation-wide operating wholesaler networks is

more than 70 %. The third largest share within the wholesaler market, reportedly

controlling 18 % of the market, belongs to the Pharmacists Cooperatives, which are

owned and managed by the pharmacists (Bilgin 2011). The remaining wholesalers

thus operate on a small and local scale with low market shares. Large scale

wholesalers, and also pharmaceutical manufacturers/importers supplying them

Table 15.2 Percentage of imported and locally produced pharmaceuticals in the Turkish phar-

maceutical market, 2005–2013

2005 2006 2007 2008 2009 2010 2011 2012 2013

Sales value

% of imported drugs 42 46 48 50 52 52 49.8 50.3 52.3

% of locally produced 58 54 52 50 48 48 50.2 49.7 47.7

Sales volume

% of imported drugs 15 17 18 20 22 23 24.6 25 26

% of locally produced

drugs

85 83 82 80 78 77 75.4 75 74

Source: Calculated from IMS Dataview, IMS Health, www.imshealth.com
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extend their market shares by offering discounts, promotional free products, and

favourable payment terms to retail pharmacies. Such favourable terms provide

important incentives for pharmacists who have generic substitution rights at the

dispensing level to channel sales accordingly.

At the retail distribution level, there are 25,000 pharmacies. Pharmacies are all

privately owned and ran by pharmacists and chain pharmacies are not allowed.

Drugs cannot be sold outside the pharmacies. Profit margins of both wholesalers

and pharmacists are regulated through price control schemes (see next section).

Hospitals have their own pharmacies for supplying inpatients. Neoliberal health

care reforms, which unified and expanded health care coverage, allowed public

reimbursement of all outpatient prescriptions dispensed from private pharmacies.

This significantly expanded sales volume at the retail pharmacy end of the distri-

bution chain (Celik and Seiter 2008).

15.4 Reforms in Pharma Price and Expenditure Control

Policies

Between 2004–2008, changes in pharma price and expenditure control policies

supplemented the neoliberal reforms in health care. Before the reforms, the Minis-

try of Health regulated maximum market prices of pharmaceuticals through a cost

plus control scheme while the three different social security schemes, mentioned

earlier, had their own uncoordinated cost containment measures. Following the

reforms, two levels of price controls became binding for pharmaceuticals. The first

is the controls over maximum market prices of pharmaceuticals regulated through

External Reference Pricing System and implemented by the Ministry of Health. The

second is a set of supply side expenditure control measures implemented by the SSI,

which following the centralisation of health care financing mentioned earlier,

emerged as Turkey’s monopsonistic public purchaser of health services and

pharmaceuticals.

15.4.1 External Reference Pricing System

Pharmaceutical prices have always been regulated through Decisions of Council of

Ministers in Turkey. Following this tradition in February 2004, a Council of

Ministers Decision introduced a new pharma price control scheme, which was

largely compatible with market creation objectives of reforms realized in the health

care provision and financing systems.2

2 For an alternative view see Mercan (2012).
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The new scheme displaced the previous cost-plus price regulation for

pharmaceuticals and introduced External Price Benchmarking (ERP) (c.f. Espin

et al. 2011). It regulated maximum market prices (including the product launching

prices and price revisions) of pharmaceuticals (Council of Ministers 2004). As in all

previous schemes, the Ministry of Health was designated as the main regulatory

authority for pharma price controls. Again like previous schemes, the General

Directorate of Pharmaceuticals and Pharmacies (GDDP) within the Ministry of

Health, and a Pricing Department within this Directorate were reinstated as main

implementing bodies. However, more recently in November 2011, a newly founded

Pharmaceutical and Medical Devices Agency of Turkey, affiliated to the Ministry

of Health, took over functions previously performed by the GDDP, including the

pricing of pharmaceuticals.

Within the new ERP system the Ministry of Health for the first time, started to

use the prices of pharmaceutical products in a predetermined set of EU countries

(the so called reference countries, which were declared as Spain, Portugal, Greece,

Italy, for 2004, and which can be subject to change) to derive a reference price,

which is then used to set the price of the product in Turkey. The price control

scheme adopted a new criterion of original versus generic drugs, to differentiate

drugs for pricing purposes (Council of Ministers 2004).3 The new scheme stated

that the reference price of an original drug in Turkey would be set according to

100 % of its cheapest price amongst the predetermined list of five EU countries.4

The reference price of the original drug determined as such was also to be used to

set the prices of its generic equivalents, which could take up to 80 % of the

reference price at most (ibid). Retail price of pharmaceuticals were founded by

adding wholesaler and pharmacists profitability mark-ups on top of reference price,

plus an 8 % value added tax (VAT). While previous price control schemes had

adopted fixed margins to regulate profitability in the distribution chain, the new

price control scheme introduced regressive margins, providing progressively lower

percentage of profit on more expensive products. Depending on the sale to the

wholesaler price of drugs, the profitability margins allowed for wholesalers thus

ranged between 2 and 9 % while for the pharmacists they ranged between 12 and

25 % (Council of Ministers 2009a). These profitability margins are still valid at the

time of writing.

Regulation of maximum market prices through the ERP system covered all

patented and generic drugs. This is still valid at the time of writing although

3 In the Price Communique issued by the Ministry of Health an original product was defined as a

product whose efficiency, quality and safety had been proved and was licensed for the first time in

the world market. A generic product in turn was defined as a product, which has the same active

ingredients, same effectiveness and safety with the original product. The main distinguishing

feature of the original products in the wording of 2004 price control scheme is the first time world

marketing criterion rather than patent protection. Price Control Communication, Ministry of

Health 3 March 2004.
4 These ceilings were reduced in the aftermath of Council of Ministers (2009b). See Sect. 15.5 and

also Table 15.2.
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some alternative options are being considered in policy circles. Certain groups of

products, however, are excluded from ERP regulation. These include products older

than 20 years, and whose prices are equal to or below 6.79 TL, non-prescription

drugs, blood products, medicinal foods, radio-pharmaceuticals, enteral formula-

tions, and drugs that are not placed in public reimbursement lists.

As the new scheme indexed drug prices to the cheapest reference price amongst

five EU countries, exchange rate fluctuations and the subsequent need for price

revisions emerged as a potential source of instability during policy implementation.

Still, before the emergence of global financial crisis in late 2007, when the short-

term capital led growth model was in its earlier phase, and the capital inflows were

abundant, overvaluation of the Turkish lira maintained this instability under con-

trol. The new price control scheme adopted Euro as the monetary unit in the

calculation of reference prices and authorized a Price Evaluation Commission to

decide all increases and reductions in drug prices. The Commission, consisted of

representatives from Ministry of Health, Social Security Institution, Ministry of

Finance, Development, Prime Ministry Undersecretariat of Treasury. An important

function of the Commission was to fix a Euro Term Value that would be used for

reference price conversions over a period of 3 months.5 During this earlier phase of

implementation, price revisions were allowed whenever fluctuations in the fixed

Euro Term Value exceeded 5 % over a period of 30 days. (For a current overview of

ERP system in Turkey see Table 15.3.)

15.4.2 Health Care Reforms and the Public Reimbursement
System

Neoliberal health care reforms, which expanded the public financing of health care

services also systematized rules applying to public reimbursement of health care

services. From 2007 onwards, the SSI started to issue annual Health Implementa-

tion Guidelines (HIG) that standardised rules applying to purchases of health

services and products from both the public and private health care providers and

introduced a series of cost containment measures. Fixed price payments for outpa-

tient and inpatient procedures were introduced for Ministry of Health affiliated

hospitals, university hospitals, and private hospitals that contracted with the SSI

(Tatar et al. 2011). In relation to pharmaceuticals, reimbursement rules and cost

containment measures included: (a) a positive list of drugs to be partially or fully

reimbursed by the Institution, (b) mandatory discount rates imposed on producers/

importers of both original and generic drugs for inclusion in the positive list, and

(c) an internal reference pricing system that defines reimbursement ceilings for

generically equivalent clusters of drugs (Turkoglu 2008, c.f. Dickson and Redwood

1998).

5 This was explicitly allowed in the 2007 Price Decision.
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Table 15.3 Current implementation of the external reference pricing system in Turkey

Institution regulating pharma prices Pharmaceutical and Medical Devices Institution

Ministry of Health

Regulation method used to set the national

price

External Reference Pricing System

Criteria used for deciding the number ref-

erence countries

Multiple countries, a minimum of five, maximum

of ten EU member and/or candidate countries to

be announced each year.a Reference countries

announced may be changed with two months prior

notice

Ad hoc criteria for including non EU

countries as reference countries

When drugs to be priced are produced or imported

from non EU countries (i.e. India) where there are

lower prices, the lowest importer prices in the

country of origin applies

Criteria used for selecting specific coun-

tries as reference countries

Countries with low and accessible prices as well

as countries with similar social properties includ-

ing population, age distribution of the population,

common illnesses

Type of price used for setting the National

Target Price

Sale to the wholesaler price in the reference

country

Formula to derive the National Target Price

from the prices in reference countries

For patented drugs 100 % of the lowest sale to the

wholesaler price amongst the reference countries

For generics and off patent drugs 60 % of the

lowest sale to the wholesaler price amongst the

reference countries

Monetary unit used in calculating reference

prices

Euro

Exchange rate used in calculation of refer-

ence prices

Euro Term Value: a fixed value of Euro that is

used in calculating reference prices

Euro Term Value Range: a currency band that is

introduced to minimize the impacts of fluctuations

in exchange rate on national prices. The lower

limit of the band is the Euro Term Value, while its

upper limit is 10 % above the Euro Term Value

Authority responsible with price revisions Price Evaluation Committee consisting of repre-

sentatives of Ministries of Health, Finance,

Development, Treasury, and Social Security

Institution, meets regularly every 3 months,

decides all changes in drug prices including

increases and reductions

Price revisions due to fluctuations in the

exchange rate

Price revisions are considered by an extraordinary

meeting of the Price Evaluation Committee when

arithmetic average of exchange rate fluctuations

observed over a period of 90 days exceed 15 % of

the Euro Term Value or decline 5 % below the

Euro Term Value. No revisions are envisaged

when fluctuations remain within the currency

band

(continued)
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As a result of these principles, public sector reimbursement prices came to differ

significantly from market prices. An interministerial Reimbursement Commission

was formed, and is still active at the time of writing, for identifying reimbursement

rules, and list of reimbursable drugs, It contains representatives from Ministries of

Finance, Development, Health, the Undersecretariat of Treasury at the Prime

Minister’s Office, and the SSI as well as major stakeholders such as representatives

from the pharma industry and officials from selected universities and hospitals. The

Commission is aided by a subcommittee of Medical and Economic Evaluation,

which provides technical support and makes recommendations for inclusion of new

drugs into the positive list (Tatar et al. 2011; Celik and Seiter 2008). More recently,

pharma-economic analysis became a prerequisite for companies applying to enter

into the positive list alongside general information and clinical data about the drug

(Tatar et al. 2011). Assessment of originals and new indications are carried out

against the available scientific literature, next to the data provided by the compa-

nies, while reviews of applications abroad, comparisons with existing technologies

and expert opinions are also used (Kilicaslan 2013). Cost effectiveness analysis

remains admittedly low, as budget impact assessment exclude relative direct to

indirect costs and defined thresholds (Kilicaslan 2013).

The positive list used by SSI is brand-based (Celik and Seiter 2008). Mandatory

discount rates are required from both manufacturers willing to enter into the

positive list, as well as private pharmacies willing to contract with SSI to supply

its beneficiaries are applied. For the year 2007, for example, the Institution required

an 11 % discount from all generic and original drug producers and importers6 while

for newer original products whose active ingredient was younger than 6 years; the

Table 15.3 (continued)

Price revisions due to changes in reference

prices in reference countries

The declines reaching to 3 % of the total reference

price in the reference countries have to be reported

to the Ministry of Health by the firms marketing

those products in Turkey. Failure to do so exposes

firms concerned to financial compensation and

criminal charges

Sources of price information used by the

Ministry of Health

Asking applicants for international certificate

prices, public official databases, ad hoc requesting

of specific price information to authorities in other

countries

Source: Most of the criteria used in this table for identifying the characteristics of the external

reference pricing system is adapted from Espin, Rovira & de Labry (2011:27) while multiple

additional criteria was included by the author herself

Table reflects the most current implementation practice of the external reference pricing system,

including the latest changes introduced to the Price Decision on 10th November 2011, and to the

Price Communique on 14th of April 2012
aPrice Decision No. 2007/12325 with changes introduced in 10th of November 2011. Ministry of

Health 2012

6Discounts were to implemented on the retail prices (including the VAT) at the dispensing

pharmacies.
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discount rate was a more favourable 4 %. Manufacturers may and do offer larger

discounts in order to speed up the bureaucratic procedures to enter the positive list

(Interviews 1) As will be noted in further sections, increases in these mandatory

discount rates since 2009, as part of the global budget negotiated with the industry,

generated increasing contestation between the industry and the government.

Discounts required from pharmacies are applied on the price determined after

the manufacturers’ discount. Progressive discount rates required from pharmacies

are negotiated on their behalf with the SSI by the Union of Chambers of Pharma-

cists. They are based on the value of the pharmacies’ previous years sales excluding
VAT. The discount rates at the time of writing in 2014 range between 1 and 3 % for

pharmacies with medium and highest annual sales while pharmacies with lowest

annual sales are exempt from discounts (HIG 2013).

SSI also implements a reference pricing system, using generically equivalent

clustering. This type of clustering involves the assignment of reference prices to

products containing identical active ingredients/molecules in identical amounts.7

Currently there are 333 groups (Kilicaslan 2013). In 2007, the Institution set the

reimbursement ceiling as the 22 % of the cheapest drug in the same therapeutic

equivalent group that consist of products which contain the same active ingredient

and used in the treatment of the same indication. As new generic drugs enter the list

and the clusters, the cheapest price changes, and the reimbursement amount by the

Institution is adjusted. Generic drugs offering prices 5 % cheaper than the cheapest

price in a group go through a rapid assessment procedure (Kilicaslan 2013).

As a result of these cost containment measures implemented by the SSI market

prices (the official maximum prices issued by The Ministry of Health) and

transaction prices (public sector reimbursement prices) differ substantially. Tenders

by private and public hospitals from wholesalers or manufacturers also generate

important reductions, which further increases the variability of transaction prices.

Ministry of Health and SSI coordinate their pricing activities through allowing

official representation for each other in decision making processes carried out

within important Commissions such as the Price Evaluation Committee, and the

Reimbursement Committee. Representatives of other state ministries responsible

for economic policy, such as Ministry of Finance, the Prime Ministry

Undersecretariat of Treasury, Ministry of Development, are also involved in the

crucial pricing decisions through their membership in both of these Commissions.

Pharma firms and their associations are involved in both levels of price control, both

informally and formally—through representation for example in Reimbursement

Committee.

7 Clustering of drugs on which reimbursement limits are imposed may be organised according to

two principles, the so-called generically equivalent clustering and therapeutically equivalent

clustering (Dickson and Redwood 1998). In the former, branded and generic drugs containing

identical and bioequivalent active ingredients in identical or similar formulations and pack size are

selected to form clusters, while in the latter therapeutically interchangeable or comparable drugs of

different chemical structures are selected to form clusters (Dickson and Redwood 1998).
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15.4.3 Sources Underpinning the Shift Towards the ERP
System

The most influential actor that spurred the adoption of the new ERP for regulating

pharma prices in 2004 had been the transnational pharma capital. Both direct

pressures by transnational capital and influence through their associations such as

PhRMA, EFPIA on Turkish government to change the cost-plus pricing system for

pharmaceuticals were common during this period. Turkey’s ongoing membership

negotiations with the EU catalysed the influence of transnational pharmaceutical

capital. An important manifestation of the latter during the adoption of the new

price control scheme had been the Trade Barriers Regulation (TBR) investigation

initiated against Turkey by the European Commission concerning “discriminatory

treatment of imported products in terms of pricing, local production requirements,

marketing approvals, and distribution policies” (TEB Haberler 2004; EC 2004).

The investigation was opened in response to a complaint filed by the European

Federation of Pharmaceutical Association (EFPIA), the representative of European

transnational pharmaceutical companies. The EFPIA alleged that Turkish pricing

scheme of 1984 was implemented by the Turkish authorities in non-uniform,

non-transparent and arbitrary manner, in violation of Trade Barriers Regulation

(EC 2004). The new price control scheme was introduced 2 months after the

initiation of this investigation. Indeed the Health Minister by then Recep Akdag,

in one of the progress reports published by his Ministry announced that the New

Price Decision issued in February 2004 ruled out the all criticisms of the European

Commission investigation opened up against the Turkish government (Akdag

2008:91).

15.4.4 Evaluation of the Nature of Changes in Pharma Price
Control System

Over the period 2004–2008, the ERP system consolidated the power of transna-

tional capital in pharma pricing. In all previous price control schemes “the place of

production” based on territories of the national market, such as the locally produced

versus imported products, was taken as the primary criteria to distinguish different

drugs in the market, with higher margins allowed for locally produced drugs plus

some other protectionist practices against the imported drugs. Displacing the

traditional distinction between locally produced versus imported drugs and

substituting it with original versus generic drugs, the new price control scheme

endorsed a mode of regulation compatible primarily with international rather than

national accumulation. The distinction between original and generic drugs, which

has long been advocated by the transnational pharmaceutical capital, is developed

on the basis of ownership of knowledge exclusivities (i.e. intellectual property

rights), and proceeds primarily on the presumption of a global rather a national

market for drugs. Given the fact that local pharma capital concentrates on generic
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production and has meager research and development capabilities (Eren Vural

2013), higher prices attributed to the original drugs is a manifestation of displace-

ment of priorities in the pricing scheme. The new pricing criterion thus naturalized

the supremacy of intellectual property rights (IPRs) and complemented the

legal changes at the turn of the decade, which provided TRIPs plus protection

for IPRs.

Moreover, the ERP generated a policy framework where transnational pharma-

ceutical capital (vis a vis for example the local pharmaceutical capital) is at a

greater advantage to influence pricing decisions through the global strategies

available to it. This is because throughout the 1990s, and 2000s, an increasing

number of countries started to use ERP systems for setting pharmaceutical prices in

their own national markets (Danzon 1997; Jacobzone 2000). Recent studies (Espin

et al. 2011; Kanavos et al. 2011) announced that 24 out of 30 OECD countries, and

24 out of 27 member states of the European Union (with the exception of U.K.,

Sweden, Germany) use it as a mechanism to set pharmaceutical prices. As an

OECD (2008) study revealed increased reliance on ERP systems to set pharmaceu-

tical prices evolved in tandem with the development of new strategies by the

transnational pharmaceutical capital to maximize profits from global sales.

Whereas in the past pharmaceutical transnational capital relied on differential

pricing to segment markets, they now prefer to launch their products first in

countries where they can set high prices relatively freely, such as for example,

U.S., U.K., Germany, and refrain from launching products in relatively lower

priced countries (OECD 2008; Kanavos et al. 2011). Higher prices negotiated in

markets where there is no or relatively freer price controls then become the

reference price for other countries (Docteur 2008). As increasing number of

countries benchmark each others’ prices, comparisons for setting pharma prices

become “circular” (Mossialos et al. 2006) making it easier for transnational phar-

maceutical capital to standardize prices across different markets (OECD 2008;

Kanavos et al. 2011). As such, spread of ERP systems across countries generate an

overall greater potential for transnational pharma capital selling in international

markets to influence pricing decisions while the local pharma capital who produce

and sell in national markets are devoid of global strategies available to the former. In

the Turkish case, similar strategies adopted by the transnational pharma capital to

prevent diffusion of low prices to other national markets became more evident since

2011, as will be discussed in more detail in Sect. 15.6 of this chapter.

15.4.5 Evaluation on Implementation Practice
of the Pharma Price Control and Expenditure Policies
over the 2004–2008

Initiated within the context of short-term capital led growth pattern consolidated in

Turkey during the 2000s, the new price control scheme generated important

reductions in pharma prices, partly due to the overvaluation of the Turkish Lira.
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Another important source of reductions during this period was the reduction in the

rate of value added tax on drugs from 18 to 8 %. Although there were limited

clashes between the government and transnational companies with regards to the

adjustment of exchange rates, the new scheme was praised by all sections of the

pharma capital and the successive rounds of price reductions was aired by the media

as the achievement of the new scheme.

While the new price control scheme generated a greater scope of influence for

transnational pharmaceutical capital, it also provided important opportunities for

the domestic pharma capital. This was true especially during the first period of its

implementation between 2004 and 2008. Regarding the pricing of generic products

for example, the maximum ceiling price of up to 80 % of the original product’s
cheapest reference price amongst the five EU countries was highly generous

compared with international standards (Interview 3, Guclu 2007). Such generous

prices for generics had important implications some of which were actualised. First,

while reference prices were maximum ceiling prices and some generic products

received prices lower than 80 % of the reference price, such high price margins

allowed for generic products had a significant effect to limit price competition

between the original and generic products (Guclu 2007). Following the introduction

of reimbursement policies by the SSI in 2007, one can argue as Guclu 2007 does

that low price differentials between the original and generic drugs also prevented

the exclusion of original products from the scope of reimbursement lists and thus

sustained the sales of original products. Second, such high price margins allowed

for generic products could also be seen as an incentive provided by the adminis-

tration for local manufacturers, who following the entry into force of patent

protection in Turkey in 1999, predominantly became engaged in generic produc-

tion. Third, while being an incentive for the local manufacturers, high price margins

allowed for the generic producers through the price control scheme (alongside with

other factors such as the on-going health reforms which extended increased the

scope of the institutional health market, and increased public health expenditures),

also provided important incentive for transnational acquisitions of local generic

firms (Eren Vural 2013).

Reforms of health care financing and provision improved important deficiencies

in the fragmented nature of the Turkish health care financing system which was

elsewhere identified as inflating health care expenditures, including pharmaceutical

expenditures (Eren 2002). This being said, cost containment measures especially in

the period 2003–2009 were relatively generous and overall sustained the creation of

new markets of private health care targeted by the reforms. Overall, health care

reforms significantly expanded both the pharmaceutical market and public phar-

maceutical expenditure (see Figs. 15.1, 15.2, and 15.3). Total public health expen-

diture increased from US$6 billion in 2002 to US$25 billion in 2009, with an annual
compound growth rate of 19 % (Fig. 15.1). With an average annual growth rate of

8.8 % for health expenditures over the period 1998–2007, Turkey ranked first

among all OECD countries in terms of real growth in per capita health expenditure

(OECD 2010:105).
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Fig. 15.1 Total public health and drug expenditures 2002–2013 in US$million. Source: Turkoglu
2008, Ministry of Finance www.bumko.gov.tr, December 2009, 2010, 2012, 2013 Budget

Realisations, Detailed Expenditures, Social Security Institution, May 2011, December 2013

Monthly Bulletin. Absolute Turkish Lira values in these sources are converted into US dollars,

using the indicative selling exchange rates values announced by the Turkish Central Bank at the

final working day at the end of each year. Total public health and drug expenditures include

expenditure by the Social Security Institution, government ministries and Green Card expenditures
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percentage shares provided by the IMS, IEIS data
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Neoliberal health care reforms boosted public pharma expenditure and pharma

market sales. They also secured growth for generic formulation sector of the

industry. Total public pharmaceutical expenditure increased from US$3 billion in

2002 to US$11 billion in 2009, with an annual compound growth rate of 19 %. In

2009 the share of pharmaceutical expenditures within total public health expendi-

ture stood at 46 % (Fig. 15.1).

Turkish prescription market sales increased in value from US$4.4 billion in

2003, to US$9.7 billion in 2009, with a compound annual growth rate of almost

14 % (Fig. 15.2). Similar growth was seen in sales volumes, which went from

860 million boxes in 2003 to 1.42 billion boxes in 2009 (Fig. 15.3). Given this,

Turkey rapidly rose from being the 18th largest pharmaceutical market in the world

in 2003 to being the twelfth largest market in 2008 (IMS, cited in Deloitte 2010).

Within the EU, Turkey emerged as the sixth largest market (Pricewaterhou-

seCoopers 2010).

Analyses of market sales for original and generic drugs until 2010 also reveal

strong growth in value and volume for both groups. For example, generic drug sales

increased in value from US$1.4 billion in 2003 to US$4 billion in 2009, with an

annual compound growth rate of 19 % (Fig. 15.2). Their share in total sales value

increased from 32.2 to 41 %. Over the same period, in terms of sales volume,

generic drug sales increased from 434 million boxes to 782 million boxes, with an

annual compound growth rate of 10 %, the share in sales volume increasing from

50.5 % in 2003 to 55 in 2009 (Fig. 15.2). As for original drugs, the value of sales of
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original drugs increased from US$3 billion in 2003 to US$5.7 billion in 2009, with

an annual compound growth rate of 11 % (Fig. 15.2). The share of original products

in sales value, however, declined from 67.8 % in 2003 to 59 % in 2009. In terms

of sales volume, sales of original drugs increased from 426 million boxes to

691 million boxes, with an annual compound growth rate of 8.3 %, while their

shares in sales volume declined from 49.5 % in 2003 to 48.5 in 2009 (Fig. 15.3).

15.5 Financial Crisis and Consolidation of Neoliberal

Reforms in Pharma Price and Expenditure Policies

The second period of neoliberal restructuring in the Turkish health care system

since the end of 2009, witnessed increasing stringency of pharma price and expen-

diture controls. In this section I review multiple changes introduced to restrain

costs, which are still effective at the time of writing, while the next section is

devoted to an evaluation of their outcomes.

In December 2009, amidst the spiralling impacts of the global financial crisis,

the government forced the pharma industry to accept a global budget to fix its

public pharma expenditures over a period of 3 years 2010–2012. Based on 2008

realisation, a seven per cent growth in public pharma expenditures over three years

2010–2012 was offered to the industry. Public pharma expenditures for 2009 were

fixed at 16 billion TLs, the pharma expenditures forecasted for 2010 was limited to

14.6 billion TLs, and 15.6 billion TLs for 2011, and finally 16.7 billion TLs for the

year 2012 (Kaya 2010).8 Global budget negotiated between the industry and the

government laid the ground for the imposition of price cuts and mandatory discount

increases on all drugs both patented and generics first in December 2009 and then

successively in 2010 and 2011.

The initial wave of price cuts were introduced in December 2009 through a

change in price control scheme. This entailed significant reductions in the maxi-

mum prices that can be received by pharmaceuticals (Council of Ministers 2009b).

Before the changes, all original drugs were allowed to get the 100 % of their

cheapest price amongst the five European reference countries (i.e. the reference

price), while the generic drugs whose prices are indexed to their originals, were

then allowed up to 80 % of the originals’ price. Following the changes, only original
drugs, which did not have generic equivalents in the market due to patent protection

or data exclusivity, were allowed 100 % of the reference price. Meanwhile, the

maximum ceiling prices that can be received by original drugs with generic

equivalents in the market was reduced down to 66 % of their reference price.

Ceiling prices that can be received by the generics were also reduced to 66 % of

8 Protocol detailed a series of further reductions in reference price ceilings used in external

reference pricing, and increases in mandatory discounts when actual expenditure exceeds the

amounts determined in the budget.
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the cheapest reference price (Council of Ministers 2009b). The regulation thus

equalised the maximum ceiling prices of the originals and generics following a

generic entry into the market. While it introduced an approximately 34 % reduction

in the prices of the original drugs that came to encounter generic competition, it also

involved an approximately 14 % reduction in the maximum ceiling prices of the

generic products.

Moreover, against the background of rapid depreciation of Turkish Lira amidst

the global financial crisis, an equally powerful price cut was introduced through

stiffening the requirements for price revisions generated by exchange rate fluctua-

tions. While the price control scheme previously allowed revisions when the

exchange rate fluctuations over a period of 30 days exceeded the fixed Euro Term

Value by 5 %, the amendments increased both the extent and duration of necessary

fluctuations for upward price revisions. It thus introduced a currency band—known

as Term Euro Value Range—which allowed the government to avoid price revi-

sions as long as the fluctuations remain above 10 % of the fixed value of Euro (Euro

Term Value) (Council of Ministers 2009b). The new system, which is still in force

at the time of writing, thus allows upward price revisions only when arithmetic

average of fluctuations observed over a period of 90 days exceeds the fixed Euro

Term Value by 15 %.

In addition to these price cuts, the SSI imposed an additional compulsory

discount of 12 % on top of the then existing 11 % on sales of original drugs to

the Institution. Even more significant, it reduced the reimbursement ceiling used in

its reference pricing system. Whereas before it fully reimbursed drugs priced 22 %

above the cheapest drug in each generically equivalent cluster, following amend-

ments this reimbursement ceiling was reduced to 15 % above the cheapest drug in

each cluster.

Controversies over pharma price and expenditure control increased further

throughout 2010 and 2011, with additional reductions and discounts imposed by

the Ministry of Health and SSI. In December 2010, an additional 9.5 % discount on

all drugs (both patented and generics) was negotiated with the industry (Teksoz

2010) As such, the discount rate for original drugs with no generic equivalents was

increased from 23 to 32.5 % on retail prices, for original drugs with generic

equivalents and all other generic drugs the discount rate was increased from 11 to

20.5 % (see Table 15.4). A year later, in November 2011, the government intro-

duced even further price reductions and discount increases claiming that over

2 years 2010–2011, the global budget for pharmaceuticals was surpassed for an

amount of 1.2 billion TLs (Memurlar Net 2011).9 Ceilings used in the calculation of

reference price by the Ministry of Health were reduced from 66 % of the cheapest

price amongst the five EU countries to 60 % (see Table 15.5). Discounts imposed by

the SSI were even more radical. The Institution increased the discount rate on

9 The concerned decisions were taken in the Economic Coordination Council, which includes the

members of the Ministry of Labour and Social Security, Ministry of Health, Undersecretariat of

Treasury, the Ministry of Finance, Ministry of Economy.
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original drugs without generic equivalents from 32.5 % up to 41 %. For all other

original and generic drugs the discount rate was increased from 20.5 to 28 %.

Moreover, the SSI further reduced the reimbursement ceiling used in internal

reference pricing from 15 % down to 10 % (see Table 15.4).

15.6 Evaluations of the Changes in Pharma Price

and Expenditure Controls Since 2009

Increasing stringency of pharma price and expenditure control policies does not

indicate a rift in the process of neoliberal restructuring within the health care system

(c.f. Mercan 2012). Rather, it reveals the embeddedness of neoliberal health care

reforms within the requirements of short-term capital led economic growth model,

which became more binding following the impacts of the global financial crisis in

Table 15.4 SSI measures to contain pharma expenditure

Reimbursement by SSI 2004 2009 2010 2011

Compulsory discounts

Original drugs 6 % for the first year, then

11 %

23 % 32.5 % 41 %

Off patent and generic drugs 11 % 11 % 20.5 % 28 %

Internal reference pricing reimburse-

ment ceiling

22 % 15 % 10 %

Source: SSI 2007, 2009, 2010, 2011

Table 15.5 Changes in the ERP System amidst the financial crisis

ERP

System 2004 2009 December 2011

% of reference price allowed

Original on

patent

drugs

100 100 100

Original off

patent

drugs

100 66 60

Generics 80 66 60

Revisions

of Euro

Term

Valuea

Revision whenever fluctuations in

Euro Term Value observed over a

period of 30 days exceeded 5 %

Upward revisions whenever

fluctuations observed over a

period of 90 days exceed 15 %

of the Euro Term Value

Source: 2005 Price Communique, Council of Ministers 2004, 2007, 2009b, 2011.
aEuro set as the official monetary unit for price conversions. Euro Term Value corresponded to the

value of Euro fixed by the Pricing Commission that was based on the sales values of Euro

published by the Central Bank as indicators in the Official Gazette
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2007. As became evident also in the Turkish case, short-term capital led economic

growth model, entails a vicious circle. High real rates of interest attract inflows of

foreign capital which leads to appreciation of the local currency, and a subsequent

import boom, leading to a deterioration of current account deficits. The latter then

results in an erosion of investor confidence, followed by capital outflows, and

possibly a crisis (Yeldan 2007). In 2009, reversal of short term capital flows amidst

global financial crisis, coupled with high current account deficits forced the Turkish

government to restrict its public expenditures and deficits to stabilise the short-term

capital led growth model. As noted earlier, the government’s preference to continue
with this particular growth model, in turn, can be seen as a reflection of the

determination of a wider class alliance at the national level, including the

internationalised fractions of the Turkish capital and the transnational financial

capital to maintain the short term capital led growth model intact amidst the global

crisis. In this sense, increasing stringency of price and expenditure controls can be

seen as a reflection on pharma policy of wider struggles over a particular economic

growth model. It, thus, reveals how public policies mediate contradictory interests

of capital within the processes of accumulation (c.f. Bryan 1995).

A brief analysis of public pharma expenditure as well as original and generic

sales value and volume distribution of Turkish pharma market reveals that the price

cuts and discounts had some success in restricting public pharma expenditures.

Unlike the period between 2003 and 2009, compound annual growth rates for

public pharma expenditures between 2010 and 2013 turned negative (see

Fig. 15.1). Public pharma expenditures declined from US$10 billion dollars in

2010 down to US$7 billion dollars in 2013, and the percentage of annual decline

over the same period reached 9 %. Even when changes in public pharma expendi-

tures are calculated in real Turkish Lira values (2003¼100), given the fact that TL

depreciated significantly vis a vis the US$ over the period concerned, compound

annual decline in public pharma expenditure between 2010–2013 is 1.4% .

Over the same period, Turkish pharma market sales value as well as shares of

original and generic drugs show similar shrinkage, while sales volume continued to

record fair growth. In US$ terms, sales value in Turkish pharmaceutical market

over the period 2010–2013 declined from 9.8 billion down to 7.2 billion, recording

an annual percentage decline of 10 %. Likewise sales of original drugs declined

from 5.7 billion dollars down to 4.6 billion dollars, recording an annual percentage

decline of 7 %. Shrinkage in the share of generics is more noticeable declining form

4.1 billion dollars down to 2.6 billion dollars recording an annual percentage

decline of 13 %. When same calculations are carried out in real Turkish lira values

(2003=100), compound annual decline in pharma market total sales value, and in

sales values for originals and generics over the period 2010–2013 are found

respectively as 1 %, 0.6 % and 1.4 %.

In terms of sales volume, however, a fair amount of growth continues. Sales

volume of pharma products in the Turkish market over the period 2010–2013

increased from 1,450 million boxes to 1,778 million boxes with a compound annual

growth rate of 7 %. Sales volume of originals over the same period increased from

705 million boxes to 853 million boxes with a compound annual growth rate of 6 %.
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Sales volume of generics over the same period increased from 745 million boxes in

2010 to 925 million boxes in 2013 with a compound annual growth rate of 7 %.

The impacts of price reductions and discounts introduced since 2009 had been

variable across different drugs groups, and their manufacturers. Impacts on original

drugs under patent protection had been relatively negligible as the high bargaining

power of the transnational capital producing them was able to avoid most stringent

measures. Following the imposition in 2011 of further discounts of 9.5 % by SSI,

the transnational manufacturers of this group of drugs formally demanded that the

additional discounts on 450 drugs were lifted. Increasing the strength of this

demand, they slowed down the sales of vital drugs used in the treatment of cancer,

diabetes, and cardiovascular diseases. Abrupt drug shortages used in the treatment

of chronic diseases resulted in growing public discontent that was lively aired by

the media. In the event the government had to step down. SSI lifted the additional

discounts of 9.5 % on more than half of the drugs, i.e. 267 drugs, demanded by the

transnational companies (NTVMSNBC 2011 (Zaman Daily, 6 Jan 2012)).

Despite this many transnationals, continued to withhold their innovative drugs

from the Turkish market, which at the time of writing still maintained shortages in

vital drugs. In addition to increased discounts and price cuts which reduced

profitability, another factor that discourages transnationals to launch innovative

drugs in the currently restricted price environment of Turkey is the likely diffusion

of these lower prices towards higher priced markets through ERP systems now used

by an increasing number of countries. Representatives of transnational companies

and also domestic pharma capital in deed offered the Turkish government to

maintain confidential rebates so long as these were not published in price lists

(Boyacigoglu 2013). Given the insistence of government on official discounts,

representatives of transnational companies declare that delays incurred in introduc-

tion of new drugs would continue, noting that out of the 165 new active principles

that were introduced to the markets in the EU and US since 2005, only 48 (30 %)

were introduced in Turkey while 115 new active principles (70 %) remained out of

reach in the Turkish market (Tan 2013:14)

In order to overcome shortages in withdrawn or withheld drugs required for

treatment of chronic diseases such as cancer, the SSI revived a long existing

protocol with the Union of Turkish Chamber of Pharmacists, which allows the

latter to import drugs from other countries. While this measure provided some

access, the delays incurred in the process as well as the costs of importing the drugs

proved formidable.

Meanwhile manufacturers of off patent original and generic drugs also “with-

drew their old and cheap drugs from the market because of low profit margins”

which expanded access shortages in vital innovative drugs to old and cheap (but)

critical drugs (Oner 2013). In November 2013, a total of 730 drugs, which were

licensed and included in positive list, were not available in the Turkish market

(Alp 2013).

Moreover a report announced by the Turkish Competition Authority in

September 2013 warned that recent price cuts introduced by Ministry of Health,

which allows a maximum of 60 % of the reference price for both generics and off
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patent originals, could intensify anti-competitive practices amongst the manufac-

turers of these group of drugs (i.e. off patent original and generics) (OECD 2014:7).

Prevention of generic entry, which might ensue from coordination of activities by

manufacturers of generic and off patent originals, the Report stated, could offset the

initial regulatory objective of spurring price competition (OECD DAF 2014:7). A

basis for such coordination, the report warned, already existed within the scope of

co marketing agreements (ibid).

Beyond the price cuts and increases in mandatory discounts, the government’s

most contested measure had been the freezing of exchange rate adjustments. Given

the rapid fluctuations in the value of Turkish lira, the industry claimed losses caused

by delays in exchange rate adjustments amount to 20 %. Exchange rate related

losses incurred by the industry, recently raised concerns about the quality of locally

produced drugs. Such concerns were raised following a warning issued by the CEO

and owner of the leading local pharmaceutical company in both market value and

sales volume, which stated that labour shedding in the pharma industry, caused by

price cuts, and losses, rapidly expanded towards the quality control personnel in

pharma firms, and that many pharma firms increasingly relied on cheaper raw

materials in order to cut down costs (Sefer 2013). While to date no known official

investigation followed this warning, statements by such an authoritative figure in

the industry significantly shook the public trust in locally produced drugs.

A final impact of price controls, especially of internal reference pricing

implemented by the SSI concerns the rising number of incremental innovations

carried out mostly by domestic generic drug producers. Incremental innovation

entails modifications of existing chemical entities for the development of new

formulations and compositions, which provide benefits to patients such as reducing

side effects, and increasing comfort in treatment (OECD 2008:195) Current Turkish

IPR regime allows patenting of such innovations. While whether such patents allow

higher prices for innovators at product launch, which is regulated by the Ministry of

Health through external reference pricing system, is ambiguous, incremental inno-

vators acknowledge that the real target for their incremental innovations is to

increase their market share within the SSI sales. Exclusivities granted by the patents

for such incrementally modified drugs prevent the substitution of their products

with other lower priced generics by the pharmacists at the retail end of the

distribution chain. In an environment where prices are continually drawn down-

wards, exclusivities provided by patents for incrementally modified drugs, emerge

as an important opportunity to expand their products sales and market shares within

SSI purchases.

15.7 Conclusion

Increasing stringency of pharma price and expenditure controls since 2009 reflect

the embeddedness of neoliberal health care restructuring within the short term

capital led growth model consolidated in Turkey since the 2000s. Abundant inflows

of short term capital before the global economic crisis in 2007 facilitated the
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growing public health care expenditures, which supported the creation of private

health care markets and expanded pharma market and sales. While the phenomenal

growth in public health expenditures may appear in contradiction with neoliberal-

ism and restrictive fiscal policies associated with short term capital led model, in

effect, it generated inflows of capital into the health care system by sustaining

creation of private health care markets and expanding pharma market and sales.

More importantly, growth in public pharma and health expenditures also garnered

public consent for neoliberal reforms both within the health care system and in the

wider economy.

Since 2009, the government increased the stringency of its pharma pricing and

control policies, to reduce its public expenditures and stabilise short term capital led

growth model. Government’s preference to continue with this particular growth

model reflects the determination of a wider class alliance at the national level,

including the internationalised fractions of the Turkish capital and the transnational

capital, to sustain this short term capital led growth in tact amidst its global crisis.

While increasing stringency of pharma price and expenditure control policies

generate increased contestations between the pharma capital and the state, it does

not constitute a rift or irony within the process of neoliberal restructuring

(c.f. Mercan 2012). Rather, increasing stringency of pharma price and expenditure

control policies reveal how public policies mediate contradictory interests of capital

within the processes of accumulation (c.f. Bryan 1995). In due course, however,

pharma pricing policies is increasingly enmeshed with fluctuations in exchange rate

markets, threatening access to vital drugs used in the treatment of chronic diseases,

and raising concerns about the quality of locally produced drugs, as well as

intensification of anti competitive practices amongst the manufacturers of generic

and off patent original drugs. All with tremendous implications for public health.

Interviews

Interview 1. Local company executives, 25 August 2011, Istanbul.

Interview 2. Local company executive, 7 September 2011, Istanbul.

Interview 3. Local company executives, 16 November 2011, Istanbul.

Interview 4. Local company executive, 1 December 2011, Istanbul.

Interview 5. Pricing Expert, Pricing Cost Analyses Department, General Direc-

torate of Pharmaceuticals and Pharmacies, 31st of October 2011.
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Chapter 16

Pharmaceutical Pricing Policies in the Gulf

Countries’ Council (GCC) and the United

Arab Emirates (UAE)

Ranya Shaban Ibrahim Hasan and Charon Lessing

Abstract Established in 1971, the United Arab Emirates is a federation of seven

emirates, lying on the southeast end of the Arabian Peninsula, and home to some

nine million people. It is the second largest economy in the Arab world, with a gross

domestic product (GDP) of $377 billion in 2012.

The government of the UAE spends more per capita on healthcare than all other

Arab states except Qatar, but less than some other developed nations. Data from a

2006 survey showed the UAE government was buying high priced originator brand

pharmaceuticals when lower priced generic pharmaceuticals were available, whilst

originator and generic medicines in the private sector were high in comparison with

international prices and largely unaffordable to low income earners.

Within the framework of a market-driven economy promoted by the Gulf

Cooperation Council (GCC) states, the Health Ministers of the GCC including

the UAE have introduced a number of legislative and regulatory reforms intended

to regulate medicine prices whilst still delivering safe and effective medicines. In

2008, a Strategic Framework was implemented by the UAE Ministry of Health

which focused on strengthening regulatory practices and improving technical

performance and upgrading health facilities. Alongside this wider health strategy,

pharmaceutical policies and reforms were also initiated to improve accessibility to

affordable medicines.

This chapter describes the pharmaceutical pricing and accessibility legislative

reforms in GCC member states, and the impact therein, focusing especially on

pricing policies in the United Arab Emirates.
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16.1 Introduction

The United Arab Emirates (UAE) is a confederation of seven emirates; Abu Dhabi,

Dubai, Sharjah, Ajman, Umm al-Qaiwain, Ra’s al-Khaimah and Fujairah, and is

governed by the Federal Supreme Council composed of the ruler of each emirate.

Each emirate has its own local government, and a constitutional relationship with

the Federal Supreme Council (UAE Government). The Gross Domestic Product

(GDP) of the UAE in 2012 was US$384 billion, one third of which is derived from

oil revenues. A proportion of each emirate’s revenue is allocated to the UAE central

budget (Medical and Health Care Services). The total population of UAE is just less

than ten million, the majority of whom are expatriates (mostly South Asian

nationals), with a high net migration. Almost two-thirds of the total population

reside in either Abu Dhabi or Dubai in urban areas.

The UAE is a member of the political and economic union, the Cooperation

Council for the Arab States of the Gulf (or ‘Gulf Cooperation Council’), along with
all Arab states of the Arabian Gulf excepting Iraq. Member states of the GCC

(United Arab Emirates, the Kingdom of Saudi Arabia, Qatar, Bahrain, Oman,

Kuwait) and recently the Yemen are all represented on the Council of Ministers

of Health in the GCC. One of the objectives of the Council is to reduce dependence

on imported medicines, lower medicine prices and stimulate the domestic

manufacturing segment of member states (Medical and Health Care Services).

16.1.1 Overview of the UAE Health Sector

The health care system in the UAE has evolved over the years from the late 1970s

(Medical and Health Care Services). Life expectancy at birth is 78 years (2012), the

highest amongst Arab countries. The proportion of the population over the age of

65 years is less than 1 %; however, the population is ageing (World Development

Indicators). The UAE has a high UNDP Human Development Index ranking, an

indicator of human development and extent of inequality, with a literacy rate of

91 % (Human Development Reports). Health expenditure per capita was US$1,343
in 2012, and expenditure on health as a percentage of GDP was 2.8 %, possibly

reflecting expenditure confined only to emirate nationals (World Development

Indicators). Compared with other countries, the UAE spends more per capita on

healthcare than other Arab states except Qatar, but lower than some other devel-

oped nations (see Fig. 16.1).

The UAE health system includes government and private sector hospitals, and

day care centres and primary health clinics. Most hospitals in the UAE operate a

walk-in outpatient department. The provision of and regulation services in Abu

Dhabi and Dubai Entities are under met by the Health Authority Abu Dhabi

(HAAD), Abu Dhabi Health Services Company (SEHA) and Dubai Health Author-

ity respectively.
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Only local Emirate citizens have access to free healthcare provision, whilst

expatriates receive subsidised health care and are encouraged to purchase private

healthcare insurance. By law, employers must provide health insurance coverage

for employees and their families (Medical and Health Care Services; Koornneef

et al. 2012). The major burden of illness in the UAE relates to chronic diseases

including cardiovascular disease and diabetes, which also account for a large

proportion of reasons for mortality (Koornneef et al. 2012).

In both the Executive Council’s Policy Agenda 2007–2008 and the Economic

Vision 2030 for Abu Dhabi the vision for healthcare in the UAE has been outlined,

and focuses on strengthening regulatory practices and improving technical perfor-

mance and upgrading health facilities (Koornneef et al. 2012).

16.1.2 Overview of the UAE Pharmaceutical Sector

The pharmaceutical sector in the UAE is highly regulated with prescription med-

icines requiring a valid prescription for dispensing. Per capita expenditure on

medicines was the highest in the UAE in 2012 amongst members of the GCC,

with an expenditure of US$80 per capita in the Emirate of Abu Dhabi reported

(Abuelkhair et al. 2012). There is, however, a reliance on imported medicines with

both doctor familiarity and patient preference weighing heavily on choice, as well

as the presence of around 90 multinational pharmaceutical companies in the UAE

(Alpen Capital Group). Local manufacture of medicines is undertaken by a limited

number of companies accounting for less than one fifth of local pharmaceutical

sales. Export of pharmaceutical preparations to Middle Eastern, North African and

South East Asian countries by these local companies does, however, take place

(Alpen Capital Group).

Government (public sector) pharmacies are primarily found within government

hospitals serving both in-patient and outpatient supply. Pharmacies in the private

sector dispense prescription medicines as well as supply over the counter medicines

Fig. 16.1 GCC and UAE Healthcare per capita spend (US$, 2011) adapted from (World Devel-

opment Indicators)
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and other general items such as baby products and cosmetics. By law, a licensed

pharmacist must always be physically present when the pharmacies are open for

business. Pharmacists with a university degree and 2 years of experience can be

licensed to operate private pharmacies after passing further examinations. In remote

areas, assistant pharmacists are able to apply for licenses. In 2011 there were 1,227

community pharmacies in the UAE, reflecting a rapid increase in number over the

years with the demand for health care services rising due to an increasing popula-

tion (Hasan et al. 2011).

Pharmaceuticals are provided free of charge to Emirate nationals via the Thiqa

insurance system, one of three insurance schemes in the UAE (Abuelkhair

et al. 2012; Rayes et al. 2014). Since 2009, the Abu Dhabi Health Authority has

required prescribing in the generic name only; however the dispensing pharmacist

is able to choose between the available brands with the prescription still being fully

reimbursed (Abuelkhair et al. 2012; Rayes et al. 2014; HAI). In addition the

consumption of generic medicines is being promoted, including curtailing adver-

tising, banning direct marketing of medicines and incentivizing the establishment

of domestic manufacturing plants (Alpen Capital Group).

The formal medicine registration and pricing processes are detailed in the

following sections.

16.2 Registration of Medicines

16.2.1 The Gulf Central Committee for Drug Registration

The Cooperation Council for the Arab States of the Gulf (GCC) has introduced a

number of legislative and regulatory reforms to decrease and regulate medicine

prices within Gulf States. To improve coordination of pharmaceutical policies

within member states, the Central Drug Registration (CDR) committee has been

established as a part of the Executive Board of the Council of the Ministers of

Health (see Fig. 16.2). The aim of this board is to ensure regular and adequate

supply of good quality medicines at affordable prices and promote the rational use

of medicines in the whole Gulf area (Alpen Capital Group).

The GCC-Drug Registration Committee consists of two members from each

state from whom a Chairman is annually nominated. The Committee has a perma-

nent, full-time secretariat and two non-voting consultant advisors, and is responsi-

ble for reviewing and approving the registration of pharmaceutical companies and

their products (Bawazir 2010).

In additional to aiming at harmonizing medicine prices within all member states,

the Committee is also unifying regulatory processes including Good Manufacturing

and Good Laboratory Practices, guidelines for bioequivalence, stability and

biosimilar requirements, and regulations regarding registration of sera and

antivenum, vaccines, blood products and radiopharmaceuticals. Guidelines for
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post-marketing surveillance, pharmacovigilance and clinical trials are also being

harmonized (The Executive Board of the Health Ministers Council for GCC States;

Pateriya et al. 2011; The International Conference on Harmonization of Technical

Requirements for Registration of Pharmaceuticals for Human Use).

Product registration with the GCC process enables the registration of that

product within the GCC member states. Once registered centrally, the parent

company must submit the certificate of the GCC registration plus two samples of

the product and a Price Certificate for national registration and approval.

16.2.2 Pharmaceutical Product Registration in the UAE

The Ministry of Health (MOH) is the pharmaceutical regulatory authority in the

UAE. To ensure the quality, efficacy and safety of medicines, both the pharmaceu-

tical manufacturer and the products it produces must be registered in either the GCC

or in the UAE by complying with established standards and quality testing. Most

medicines must be registered prior to marketing in the UAE. The validity of the

registration of the product is 5 years, following which time it must be renewed.

Locally produced medicines from UAE pharmaceutical manufacturers can be

distributed directly to retailers and health care facilities or indirectly through

wholesalers or distributors. Foreign pharmaceutical companies are not permitted

to distribute products directly in the UAE, but must use domestic pharmaceutical

importers and distributors. Additionally, all pharmaceutical international compa-

nies and local companies must have an agent or scientific office in the UAE to

ensure the post marketing surveillance.

Fig. 16.2 Organizational framework for the GCC-DR operation (UAE Government; The Exec-

utive Board of the Health Ministers Council for GCC States)
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16.3 Pharmaceutical Pricing

16.3.1 Pharmaceutical Pricing Policy in the GCC

In 2012 the GCC Executive Ministers’ Council decided to implement a unified

price (including shipment and insurance) in a common currency for pharmaceutical

products exported to GCC countries. Within the GCC a mechanism is being

developed to adjust profit margins between the various agents and restrict price

rises due to foreign currency fluctuations, a move likely to have a sizeable impact

on all the distributors and pharmacies in the industry value chain in the UAE (The

Executive Board of the Health Ministers Council for GCC States; Emad Abdul

Hameed, Ittihad Newspaper).

A staged approach has been adopted to review prices in the GCC with a single

therapeutic class of medicines (e.g. cardiovascular system medicines) being

reviewed at a time.

The pricing policy formalized by the Kingdom of Saudi Arabia is used as the

reference for the GCC member states, including the UAE. The Pricing Committee

in the Saudi Food and Drug Authority has established a database called the Middle

East Medicine Prices Database or ‘MedPrice’ which is a repository of medicine

prices within a range of countries.

In addition to using the lowest of CIF prices in 30 countries (see Fig. 16.3: Saudi
FDA Form 30), the Saudi FDA considers the therapeutic significance of the
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preparation, prices of similar registered medicines and pharmaco-economic

evidence.

16.3.2 Pharmaceutical Pricing Policy in the UAE

A survey in 2006 revealed the prices of a sample of 25 medicines in the UAE were

higher than international reference prices, leading to activities designed to lower

prices especially for chronic conditions (HAI; Cameron et al. 2011). In the same

year, the UAE Ministry of Health established a Drug Price Management Division

with four dedicated staff, with a principle objective of reducing medicine prices

including prices within the private sector.

Prices are set using external benchmarking (international reference pricing) for

originator brand products, and with generics priced at a percentage less than the

originator brand price. Furthermore, priority is given to generic product applica-

tions where there are less than six generic equivalents in the marketplace. Penalties

may be applied if pharmaceutical companies withhold registered products from the

market.

In line with the GCC staged-approach to pricing reductions, the UAE aims at

price reductions of the order of 40 % and has similarly adopted a staged approach.

Of more than 7,000 pharmaceutical preparations in the UAE, less than 100 are

expected to be unaffected by price changes, whilst 6,632 should decrease in price

and the balance (329) may experience an increase.

Current limitations experienced by the Drug Price Management Division include

the infancy of pricing policies being adopted and the lack of a formal Technology

Assessment process to support decision-making. Instead, the federal Ministry of

Health sets medicine prices for the country. The Assistant Undersecretary is

supported by representatives from government hospitals such as Tawam and

Khalifa Hospital and other parties in setting prices.

16.3.3 UAE Pricing Requirements/Process

The UAE largely follows pricing procedures of the Kingdom of Saudi Arabia

(KSA) as the reference strategy for the GCC. Where a product is not registered in

the KSA the same procedure is followed for pricing using all available price

information, and setting a temporary registration certificate until the product is

registered and priced in the KSA.

16.3.3.1 Documentation Required

Except for products originating in GCC members states or locally manufactured

products, strict requirements must be met before a certified Price Certificate will be
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accepted in the UAE. Formal documentation must originate from the country of

origin of the finished product, be recent (less than 1 year old) and be specific for the

UAE. For each pack-size of the preparation the ex-factory price, approved CIF

(cost, insurance and freight) price in other GCC states and that proposed for the

UAE, and wholesale (pharmacy purchase price) and retail (price to the patient)

prices in the country of origin must be supplied. Documentation must also be

attested by the health authority of Chamber of Commerce in the country of origin

and also by the embassy of the UAE in the country of origin. Abridged requirements

apply to local or GCC products.

16.3.3.2 Price Calculation

The proposed retail (public) price is calculated from the proposed UAE CIF price

using the prevailing regulations regarding agent and pharmacy mark-ups and the

official exchange rates of foreign currencies. In the case of locally manufactured

products the ex-factory price is used instead of the CIF.

Proposed Retail publicð Þ price ¼ CIF price in US$ � Exchange rateð Þ
þ Agent mark-upð Þ þ Pharmacy mark-upð Þ

The Ministry of Health adopts a single annual exchange rate for its calculations,

which in 2014 is 3.67. The permitted wholesalers or agent mark-up is 1.15, whilst

additional pharmacy mark-ups of 1.17–1.24 are permitted (amount depends on the

base wholesale price). Where there is no wholesale/agent fee, the pharmacy may

use mark-up rates of 1.35–1.43 in most instances. Margins for medicines used in

chronic conditions and anti-viral preparations are limited to 1.15 (wholesale) and

1.33 (retail).

16.3.3.3 Price Comparison

Reference pricing is used to interpret the calculated price, using the ex-factory

price, price in the country of origin, prices in other GCC states, latest prices

available in other standard references (such as the United Kingdom), and prices

of chemically or pharmacological similar products already registered in the UAE.

Except for in exceptional circumstances for innovator products the final UAE

price should not exceed that in other GCC member states, international

benchmarked prices and must not exceed the ex-factory price by more than 20 %.

For generic products, in addition, locally produced generic products must be

lower than the price of the innovator or market leader product by at least 30 %, and

for imported generics must be lower by at least 40 %.
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16.3.3.4 The Decision-Making Process

A data sheet showing the product details, the proposed CIF price, the calculations &

comparisons thereof, with the available reference prices based on the prevailing

regulation is prepared for each pack.

Proposed prices are then screened by an internal committee of the Pricing Unit

Supervisor, Registration & Pricing Section Head and Registration & Drug Control

Department Director, and the CIF price acceptable for each pack based on the

prevailing criteria is noted. If the proposed price is not acceptable, the applicant will

be asked to decrease the price to an acceptable level, through letters issued by the

Department Director. If not responded positively within 2 weeks, the product will

be taken to the Pricing Committee for decision without further notice being given.

In its regular meetings, the Pricing Committee will discuss and approve pro-

posed prices for registration, with formal minutes of the meeting prepared and

recorded.

If enough reference prices are not available at the time of first pricing of an

essential or life-saving product, the committee may approve the proposed price

temporarily, in order to make it available for treatment in the country at the earliest

possible time. This price will be reviewed and revised, if necessary, as and when

reference prices are available, and the parent company and/or the distributor are

obliged to furnish such information to the ministry as soon as it is available.

The committee may reject the proposed price or defer pricing a product, if it

deems necessary, and will inform the applicant of this decision. Resubmission of

the application is accepted, and an appeals process is available to the pharmaceu-

tical company.

The Pricing Committee also considers price reviews, either regarding the whole-

sale and retail mark-ups or the product price.

16.4 Ministerial Decree Following Approval

A Ministerial Decree, approving the price recommended by the Pricing Committee

will be issued after each pricing meeting. The legislative and associated instruments

in the United Arab Emirates are intended to ensure transparency of medicine

pricing, through price declarations and publication of price information online

and by distributing circulars among the pharmaceutical companies.

Notices signed by the Assistant Undersecretary for the Medical Practice &

License Sector, citing the approved wholesale and retail prices of the products,

will be issued for official and public distribution. Effective dates for the prices are

stated in the document. Conditions, if any, regarding the import and marketing of

any product are also specified in this circular.
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The final approved CIF price for the product in the UAE will be communicated

to the parent company and authorized distributor as a CIF letter from the ministry’s
Department Director.

The final price published by the ministry is binding and authorized distributors

must display the approved public price as a price sticker together with the distrib-

utor name on each pack of the product. Any violation, either by increasing or

decreasing the approved price, as well as tampering of the price sticker will lead to

disciplinary action.

16.5 The Impact of Pricing on Public Health

Data from a 2006 survey showed very high medicine prices were paid by patients in

the private sector (HAI). Prices for originator brands were more than 20 times

higher than international reference prices in the private sector and more than five

times higher (i.e. 400 %) in the public sector. Per capita expenditure on pharma-

ceuticals has been the highest of other Arab countries in the UAE, and pharmaceu-

tical expenditure accounted for 35 % of total health expenditure in the emirate of

Abu Dhabi for example (Abuelkhair et al. 2012).

Although the widely implemented health insurance schemes may have lessened

the impact of high prices on the patient, such high medicine’s costs are a burden to

the national UAE economy. With the implementation of collaborative regulation

and pricing policies in the member states of the GCC, it is expected that prices will

decrease by around 40 %.

Amongst the vulnerable population especially a fall in prices will increase

accessibility of essential medicines, especially those which are required for man-

agement of chronic conditions.

16.6 Conclusion

Core to the economic progress of the United Arab Emirates within the health sector

is the initiation of pricing policies and membership of the Central Drug Registration

of the GCC within the Executive Board of the Council of the Ministers of Health.

With a move towards a market economy, UAE has promoted availability of

quality and affordable medicines, whilst allowing pharmaceutical companies’ free-
dom to set prices of their products based on market prices. Policies to promote the

uptake of generic medicines and indeed to improve local manufacturing will further

enhance the overall pharmacy policies of the UAE.

Amongst the challenges that remain, more research is required to compare prices

between the public and private sectors, between the seven emirates, and amongst

the GCC and wider international community. An evaluation of pricing policies to

establish the best mechanism for controls is also required. Another challenge is the
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continual revision of legislation and enforcement to cope with an ever-changing

marketplace.
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Chapter 17

The Healthcare System and Pharmaceutical

Prices in United States

Albert I. Wertheimer and Ming-Yi Huang

Abstract In the United States, pharmaceuticals are manufactured or distributed by

many hundreds of companies, all in private hands. Prices of pharmaceuticals are set

by manufacturers and there is no governmental involvement. Pharmaceutical prod-

ucts leaving the manufacturers factory are sent to wholesaler organizations or

directly to the warehouses of chain pharmacy corporations, mail service pharmacies

or to other large purchasers such as hospitals, clinics, and health maintenance

organizations. Hospitals generally purchased their pharmaceutical products at

lower prices than are available to community pharmacies. In order to get even

lower prices, hospitals have joined together to form buying groups to obtain even

lower prices by using their bargaining power. The significant and increasing health

care expenditure forces private payers in the U.S. to start to request clinical and

economic data from manufacturers to support coverage and reimbursement deci-

sions. Economic evaluation measures efficiency of health programs or health

technologies by comparing costs and outcomes across different alternatives. Tech-

niques for economic evaluation include cost-effectiveness analysis, cost-utility

analysis, and benefit-cost analysis. While economic evaluation focusing on effi-

ciency, another technique, budget impact model, assesses the affordability of

adopting a new program or technique. However, in order not to hinder patient’s

access to care, it is prohibited by law to use the findings from health technology

assessment such as cost-effectiveness analysis in coverage decisions for federal

programs.

The health care system of the United States is often referred to as a non-system. It is

quite complex and composed of components in the private sector, and systems run

by governmental agencies, the military and private not for profit organizations as
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well as religious groups. Above all, the overall economic system in the United

States is free enterprise, capitalism. These various systems in organizations coexist,

often with little or no communication among them. That is why the term,

non-system has been applied since there is so little coordination and with resulting

duplication, waste and overlap.

Pharmaceuticals are manufactured or distributed by many hundreds of compa-

nies, all in private hands. The research intensive branded pharmaceutical companies

number less than 100 and are responsible for most all of the research and develop-

ment activities taking place in the pharmaceutical industry in the United States.

There are several hundred other pharmaceutical manufacturers who specialize in

generic drugs or over-the-counter drugs or in the biotechnology area. In 2012, US

spent 71.5 % of total medicine spending on branded drugs and 28.5 % on generics,

while 84 % of prescriptions were dispensed for generic drugs (IMS Institute for

Healthcare Informatics 2013). In addition there are small numbers of firms that

specialize in liquids or ointments or parenteral solutions. All of the entries in the

pharmaceutical manufacturing space are privately owned, for-profit enterprises.

Of the 310 million residents of the United States, around 200 million receive

health insurance as a benefit from their employers or self-purchased. Another

50 million persons are eligible for coverage under a program called Medicaid

which is for medically indigent, low income individuals. In addition, there are

about 50 million persons whose healthcare is mostly paid for by a federal govern-

ment program called Medicare. Medicare is not a poverty program but rather a

government mandated insurance program where persons contribute to a fund during

their working years, and then receive benefits after retirement, around the age of 65.

Among the above insured which are not mutually exclusive, about 40 million

persons are covered by more than one health insurance plans. If one were to

calculate these preceding numbers, it is clear that there are another 50 million

persons who do not have health insurance (U.S. Census Bureau 2013). Many of

those persons cannot afford to pay the premiums and some others were young and

healthy elect to not buy health insurance and gamble that they will be healthy.

The typical citizen receives health insurance as a portion of their compensation

from their employers. The employer offers workers a variety of plans, with differ-

ing copayments, benefit levels, deductible amounts, and with various contributions

from the employee him or herself. The patient might go to their primary care

physician and pay a nominal fee of $10–20. The physician would send the bill to

the insurance company or managed care organization for the remaining $80. This
scheme works the same with dentists, hospitals, physical therapy, and most other

health services.

The Medicaid program is very similar to what was just described above except

that the physician bills a state agency that administers the program on behalf of that

state and the federal government (http://www.medicaid.gov/Federal-Policy-Guid

ance/Federal-Policy-Guidance.html). Similarly, the Medicare program is operated

by the federal government and invoices are sent to them for services provided to

senior citizens who have enrolled in the program (http://www.cms.gov/Medicare/

Medicare-General-Information/MedicareGenInfo/index.html). The different
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services within the military operate their own clinics and hospitals for the service-

men and their families while they are in active duty. Another large organization is

the veterans administration which cares for servicemen who served previously.

They are entitled to lifetime care from a network of veterans hospitals and clinics

scattered through many if not most medium and large sized communities in the

United States.

This description would be incomplete if there were no mention of for-profit

healthcare institutions. Today we see a large number of investor owned hospitals,

nursing homes, dialysis centers, clinical laboratories and imaging facilities. These

entities must compete with the not-for-profit religious and local government

operations.

In recent years, the indemnity insurance programs so commonly seen during the

twentieth century have been replaced by somewhat similar organizations called

managed care organizations (MCOs) which have made efforts to streamline the

provision of healthcare services and to achieve economies of scale as well as

efficiencies in the delivery of personal health services. They become involved in

decisions about which hospitals will be used, what surgeons will be utilized and

they review outcomes to constantly strive to increase the efficiency and effective-

ness of their system. That is necessary because they compete with other managed

care organizations in selling programs to employers. In order to compete they are

forced to extract discounts from physicians, pharmacies, hospitals and most all

other provider groups. Aetna, Cigna, Kaiser Permanente, United Healthcare,

WellPoint, and Humana are the largest MCOs and cover more than half of the

employer-sponsored health plan members in the United States (Sullivan

et al. 2009). MCOs usually contract with pharmacy benefit managers (PBM),

which are third party organization that provide prescription drug management

service for health plans.

17.1 Pharmacy System of the United States

Pharmaceutical products leaving the manufacturers factory are sent usually to

wholesaler organizations (around two-thirds of manufacturers’ shipments) but in

some cases, shipments are made directly to the warehouses of chain pharmacy

corporations (30 %), mail service pharmacies (2 %) and to other large purchasers

such as hospitals, clinics, health maintenance organizations, nursing homes or

federal facilities (Congressional Budget 2007). There has been great consolidation

in the wholesale drug field in recent years, leaving us today with three large and

nationwide wholesalers who compete with perhaps 50 other local and regional

wholesalers. Many more of this letter group existed previously but they have either

gone out of business when the owner retired or they have been purchased by the

larger national wholesaler chains.

The wholesalers sell their products to community pharmacies and to hospitals.

There are about 60,000 community pharmacies in the US and that number is
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divided roughly equally by individually owned pharmacies as well as pharmacies

operated by chain pharmacy corporations. The largest chain pharmacies are

Walgreens which operates more than 8,000 stores (http://news.walgreens.com/

article_display.cfm?article_id¼1044), followed by CVS with more than 7,000

stores (http://pdf.secdatabase.com/2440/0001104659-13-011354.pdf) and Rite-

Aid with around 4,500 stores (https://www.riteaid.com/corporate/news). There

are a number of regional chains and the remainder of the community pharmacies

are sold proprietorships or partnerships operated by one or several pharmacists or

others. It should be noted that there are no rules in the United States regarding

pharmacy ownership. A qualified pharmacist must be in charge but need not be the

owner.

Hospitals, except for the for-profit ones, generally purchased their pharmaceu-

tical products at lower prices than are available to community pharmacies. This is

part of a long-standing tradition that since most hospitals are non-profit, or gov-

ernmental or religious, that they should receive reduced prices. In order to get even

lower prices, hospitals have joined together to form buying groups referred to as

GPOs (group purchasing organizations) which endeavor to obtain even lower prices

by using their bargaining power as very large purchasers. Usually, they obtain

prices lower than what an individual 300 bed hospital would be able to obtain.

The drug regulatory authority in the United States is called the food and drug

administration. It regulates drugs, devices, diagnostics, vaccines, cosmetics, animal

products, tobacco products, foods and nuclear products. The only role for this

federal government agency is to assure the safety and efficacy of pharmaceutical

products. It was organized in 1906 and legislation that various points as expanded

its mission and tightened its regulations and requirements (http://www.fda.gov/

regulatoryinformation/legislation/ucm148690.htm). The 50 state governments play

overall in pharmaceutical regulation whatsoever. The state governments license and

inspect practitioners, and healthcare facilities within that state. It should be pointed

out because it is unusual throughout the world, that the federal government has no

role in the pricing of pharmaceuticals. This task is handled through the marketplace

where prices are set by manufacturers and if a product is not commercially

successful, manufacturer as the opportunity of reducing the price or providing

discounts or rebates aimed at making the product more attractive to potential

buyers.

The FDA is involved in the testing of new drug candidates from preclinical

testing in animals and then testing in phase 1 using healthy volunteers to decide

safety and proper dosage levels. In phase 2 clinical trials, small numbers of patients

with the disease or condition for which the drug is indicated are used to decide

efficacy, while safety is continued to be evaluated. Phase 3 is the large-scale

multisite clinical trial that should provide sufficient information to the agency to

enable it to make a decision as to whether a new pharmaceutical entity should be

approved for sale or not. The FDA also requires phase 4 for testing, commonly

called post marketing surveillance where the manufacturer must keep records of

reported adverse events and other problems and report these according to a spec-

ified schedule to the FDA. The FDA must approve the labeling and promotional
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materials in advance of marketing approvals (http://www.fda.gov/Drugs/

ResourcesForYou/Consumers/ucm289601.htm). In addition, the FDA inspects

manufacturers to confirm that they meet good manufacturing practices require-

ments. Distributors are inspected as well as wholesaler facilities.

When the clinical trial phase 3 data have been analyzed and reported, they are

sent to the FDA for marketing approval review. This review normally takes at least

1 year and often can be longer. In addition, generic drugs manufacturers apply for

an abbreviated new drug application (ANDA) where only bioequivalence requires

proof (http://www.fda.gov/newsevents/testimony/ucm115033.htm). It is assumed

that the active ingredient is identical to the one in the originator product and

therefore only the bio availability is tested. Because of the usual number of

ANDA applications pending at the FDA, it typically takes about 3 years for a

generic drug to be approved for marketing.

Self-medication drugs called over-the-counter drugs or OTC’s are sold without a
positions prescription in any retail establishment including mail order, vending

machines and in hotel gift shops, grocery stores, etc. Under normal circumstances,

OTC drugs are pharmaceutical products that have been widely and safely used as

prescription drugs for a number of years (http://www.fda.gov/Drugs/

ResourcesForYou/SpecialFeatures/ucm342560.htm). When the manufacturer or

the FDA sense that the product can be used safely in an unsupervised fashion by

consumers, it is transferred to the OTC category and this is overseen by the Federal

Trade Commission which looks for inappropriate or misleading claims or other

statements about side effects or benefits.

17.2 Drug Pricing in the United States

In the United States as was mentioned previously, there is no governmental

involvement regarding prices of pharmaceuticals and the marketplace becomes

the arbiter of competition and success. Pharmaceutical pricing combines science

and a bit of art. To some it is a large mystery but in most cases, one looks at the price

of competing products and ascertains how successful those other products appear to

be. If there is no adequate therapy for a medical problem, then the price of the new

product may be rather high. When the early ulcer drugs were compared to the

conventional therapy of surgery, we see some of the earliest Pharmacoeconomic

studies to guide formulary decision-makers about the inclusion of certain drugs

onto the formulary. If a new product joins a crowded market such as with ace

inhibitors, it will have a difficult time in replacing the market share of the leading

brands unless it has one of two possible attributes; a lower price or superior

outcomes. The listed prices for pharmaceuticals are rarely adhered to. Discounts

abound from wholesalers and manufacturers and there are frequent special deals

available to buyers. In addition, insurers and managed care organizations, because

of their size and market prowess are able to obtain further discounts called rebates

from manufacturers. Often, to obtain these rebates, managed care organizations
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must guarantee to a pharmaceutical manufacturer that they will deliver a specified

market share percentage for that product. It could be 50 or 70 % or some other

number of a therapeutic category. If that target is not achieved, then the ministry

organization will expect to pay a higher price.

17.3 Are Official Prices the Actual Transaction Prices?

Wholesale prices are often quoted in catalogs and advertisements as AWP, average

wholesale price. AWP is the list price for a drug sold by wholesaler to retailer,

which published in commercial publications, such as Red Book (Thomson Reuters).

However it is well known, that buyers received close to a 20 % discount, on average

from that AWP price; therefore; AWP may not be the best price estimate for

pharmaceuticals. Obviously, larger purchasers will receive the greatest percentage

discount while the small neighborhood independent pharmacy might only receive a

16 or 18 % discount from the AWP price. In order to simplify reimbursements to

pharmacies from insurance companies and managed care organizations, these

MCOs generally establish the policy where they pay pharmacists the AWP price

�15 % to recognize the fact that the pharmacy did not buy the products at the full

catalog price. It becomes obvious to all that the pharmacy then receives a fixed

dispensing fee from the insurer in addition to keeping the spread between the AWP

�15 % payment and the AWP �20 % actual cost to the pharmacy of that product.

Of course, these numbers are approximate as each organization has its own indi-

vidually arrived at policies. Other alternative price estimates include WAC (whole-

sale acquisition cost) and AMP (average manufacturer price). WAC is another list

price, determined by manufacturer for a drug they sold to wholesaler. On the other

hand, AMP represents the actual transactions, which is the average price paid by

wholesaler to manufacturer and reflects rebates that manufacturer paid back to

wholesaler. AMP is reported by manufacturer which is mandated by Congress.

Besides wholesaler or direct sales to retail pharmacy, manufacturer may also

provide rebates to third-party payers, such as pharmacy benefit manager, health

plan, hospital or clinic. These rebates to third-party payer are usually not reflected

in the above price estimates (Congressional Budget 2007; Curtiss et al. 2010).

Drug prices in the USA are higher than most other countries in the world. In

Canada, branded products are anywhere from 20 to 60 % lower priced than in the

United States. That is the same for comparisons of prices between the U.S. and all

of Europe, Japan, Australia and New Zealand. In those other countries, government

agencies negotiate prices with manufacturers.
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17.4 Generics

Prescription drugs in the United States have higher selling prices than in most other

countries in the world. The typical cost of a branded pharmaceutical product for a

1-month period of treatment usually exceeds $100. And with generic drugs, this

figure is somewhere around $30. Generic drugs become available upon the expira-

tion of the 20 year patent protection period.

17.5 Who or What Is Involved in Setting Prices: Do Prices

Change Over Time and How

As mentioned earlier, drug prices in the United States can be decided by manufac-

tures, and they should fall between breakeven price and premium price. The

breakeven price is the minimum profitable price level, which can be decided by

cost analysis that reflects product discovery, development, manufacture, marketing,

and distribution. The premium price is the maximum price that can be rationally

charged, which takes into account population size/indication, market crowdedness,

product position on the market, and prices of other available treatment options.

Since these factors change due to market competition, disease epidemiology, or

regulation/policy, drug prices do change over time.

Risk-sharing agreements between drug manufacturer and payer, also known as

value-based pricing, is not a new concept but has been used increasingly. The idea

is that payer will pay the drug for different prices or cover the drug for different

periods of time, based on its future performance. For example, Johnson & Johnson

agreed to pay back their UK payer—National Health Service for their anti-cancer

drug for multiple myeloma, if patients have no response to their drug after treating

for four cycles. Payer uses value-based pricing that attaches their payment to

treatment outcomes, as a way to control costs and quality of service. There are

barriers that make value-based pricing difficult to implement, such as availability of

a good health information system to track outcomes timely, or the difficulty to

choose the right outcomes measure in the real-world setting (Neumann et al. 2011;

Carlson et al. 2010).

17.6 HTA Process/CER in the United States, How Long

Does It Take?

The health expenditure in the U.S. is around 18 % of total Gross Domestic Product

(GDP), and is much more higher when comparing to most Western European

countries and Canada, which are 9–12 % (http://data.worldbank.org/indicator/SH.

XPD.TOTL.ZS). The significant and increasing health care expenditure forces
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payers to start to ask questions such as: Whether the new or existing treatments

worth it? And can we afford it? These questions should be answered by conducting

Health Technology Assessment (HTA); however, in the United States, due to the

complexity of health care system, or nonsystem, there is neither a single HTA

agency nor centralization of HTA process. Therefore, unlike many Western

European countries, there is no formal guideline for HTA process in the United

States. Academy of Managed Care Pharmacy (AMCP) first published the guidance

document in 2001 on evidence required to support formulary listings. The guidance

provides framework for Pharmacy and Therapeutics Committees to request appro-

priate clinical and economic data from manufacturers to support coverage and

reimbursement decisions and has been adopted by many largest managed care

organizations (MCO) and pharmacy benefit managements (PBM) (http://amcp.

org/Tertiary.aspx?id¼16065; Spooner et al. 2007). The HTA evidence may affect

listing/coverage decision; however, it is not clear how and whether HTA has been

used for pricing justification in the U.S.

Economic evaluation is an essential part of HTA, which measure efficiency of

health programs or health technologies by comparing costs and outcomes across

different alternatives. Techniques that can be used for economic evaluation include

cost–effectiveness analysis, cost–utility analysis, and benefit–cost analysis. Cost–

effectiveness analysis measures outcomes in disease-specific natural unit

(i.e. mmHg reduced for high blood pressure), death prevented, or life-years

saved, which allow comparison of treatments for the same disease. Cost–utility

analysis measures outcomes in QALY (Quality-adjusted life years), a metric that

combines both quantity and quality of life. Since outcomes will be measured in the

same standard, regarding diseases or treatments, cost–utility analysis allows eval-

uation of treatments across different diseases. Benefit–cost analysis measures out-

comes in monetary value, which enable the comparison even beyond health care

programs (Drummond et al. 2005; Kobelt 2013). While the above analyses measure

the efficiency of health programs or health technologies, another technique—

budget impact model, which assesses the affordability of adopting a new program

or technique, is often used. A new treatment that is efficient or cost-effective

compared to the current option, is not always affordable. Budget impact model

predicts the financial impact by presenting resource use and costs that comes with

new technology uptake (Mauskopf et al. 2007).

For private health plans, each MCO may have different processes and require-

ments regarding health technology assessment, and these are usually not transparent

(Sullivan et al. 2009). The private payers may generate health technology assess-

ment by themselves or review evidence provided by manufacturers, as well as seek

advice/service from external HTA organizations, such as Emergency Care

Research Institute (ECRI), Hayes Inc., or Blue Cross Blue Shield Association—

Technology Evaluation Center (BCBSA TEC) (http://www.npcnow.org/issue/

pcori-cer-agencies). WellPoint is the first MCO that published their Health Tech-

nology Assessment (HTA) guideline in 2008 and Comparative Effectiveness

Research (CER) guideline in 2010 (http://ir.wellpoint.com/phoenix.zhtml?

c¼130104&p¼irol-newsArticle&ID¼1429022&highlight¼). Both WellPoint’s
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HTA guideline (http://amcp.org/WorkArea/DownloadAsset.aspx?id¼12236) and

AMCP formulary submission guideline (http://amcp.org/practice-resources/amcp-

format-formulary-submisions.pdf) request cost–effectiveness model and budget

impact model to be presented in the dossier as economic evidences for product

value.

Several government-sponsored HTA agencies existed to review different gov-

ernment programs. The Office of Technology Assessment (OTA), established in

1972 and closed in 1995, was the first agency to evaluate technologies and pro-

grams of a wide range of topics, including health care (Levy and Garrison 2010;

http://www.princeton.edu/~ota/ns20/topic_f.html). In 2009, American Recovery

and Reinvestment Act (Recovery Act) provided $300 million to Agency for

Healthcare Research and Quality (AHRQ) to fund comparative effectiveness

research (CER) (http://archive.ahrq.gov/funding/arra/overview/index.html). As

the largest federal HTA funder in the U.S., AHRQ partners with external research

groups through its Effective Health Care (EHC) Program, including 11 Evidence-

Based Practice Centers (EPCs), the Centers for Education and Research on Ther-

apeutics (CERT), and the Developing Evidence to Inform Decisions about Effec-

tiveness (DEcIDE), to generate or review comparative effectiveness evidence

which usually takes between 15 and 18 months (Sullivan et al. 2009; http://

effectivehealthcare.ahrq.gov/index.cfm/who-is-involved-in-the-effective-health-

care-program1/). Then, in 2010, Patient Protection and Affordable Care Act

(PPACA) established the Patient Centered Outcomes Research Institute (PCORI),

a private, non-profit institution but governed and funded partially by government, to

develop and fund CER (http://www.pcori.org/). Statewide, Medicaid Evidence-

based Decisions Project (MED), established in 2006 at the Center for Evidence-

based Policy of the Oregon Health and Sciences University, has collaborated with

13 state Medicaid agencies to produce evidence to inform decision making (http://

www.ohsu.edu/xd/research/centers-institutes/evidence-based-policy-center/med/

index.cfm). The other government funded HTA programs include Veteran’s Affairs
Pharmacy Benefits Management Strategic Healthcare Group (VA PBMSHG) for

HTA within VA health system, and Department of Defense Pharmacoeconomic

Center (PEC) for military health system (Sullivan et al. 2009; http://www.pbm.va.

gov/; http://www.pec.ha.osd.mil/). However, in order not to hinder patient’s access
to care, it is prohibited to use the findings from health technology assessment to

determine “practice guidelines, coverage recommendations, payment, or policy
recommendations” for federal programs in the U.S. (The Patient Protection and

Affordable Care Act (2010); Thorpe 2010).
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Chapter 18

Pharmaceutical Pricing Policies in Vietnam

Tuan Anh Nguyen and Elizabeth E. Roughead

Abstract This chapter discusses the pharmaceutical system in Vietnam and the

mechanisms for pharmaceutical prices. We include an analysis of the legislative

reforms and the impact of the reforms on pharmaceutical prices and accessibility.

Health sector reforms since 1989 have transformed Vietnam’s health care

system from a publicly funded and provided health care system to public-private

mix. With the shift towards a market economy, Vietnam has allowed pharmaceu-

tical companies to set prices of their products based on market forces, subject to

stabilization by the State. A number of legislative and regulatory reforms have been

introduced to regulate medicine prices in Vietnam, which were intended to ensure

transparency of prices along the supply chain, through price declaration and

publication of price information. The initiatives, however, have been less success-

ful than expected because they did not address the need for reasonable prices or the

need to differentiate between declared, published and selling prices. Further, pro-

visions were not routinely monitored or effectively enforced.

18.1 Introduction

Health sector reforms since 1989 have transformed Vietnam’s health care system

from a publicly funded and provided health care system to public-private mix. With

a shift towards a market economy, Vietnam has allowed pharmaceutical companies

to set prices of their products based on market forces, subject to stabilization by the

State. A number of legislative and regulatory reforms have been introduced to

regulate medicine prices in Vietnam, which were intended to ensure transparency of

prices along the supply chain, through price declaration and publication of price

information. This chapter provides an analysis of the legislative reforms and the

impact of the reforms on pharmaceutical prices and accessibility. It begins with an

overview of Vietnam’s health care and pharmaceutical systems. A section follows
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on drug regulatory authority, highlighting the function of Vietnam’s single drug

regulatory authority and its component of drug pricing authority, as well as the

timeline for marketing authorization approval for pharmaceuticals. The chapter

continues with sections that are devoted to the mechanisms for pharmaceutical

prices, including drug pricing set-up, how prices are set and who is involved in price

setting, with a focus on the legislative reforms on pharmaceutical pricing. The

impact of the reforms on pharmaceutical prices and accessibility is then reviewed,

as is an alternative strategy of promoting competition by increasing use of generic

medicines in Vietnam. The chapter ends with conclusions and recommendations for

future research.

18.2 Vietnam Health Care System

Vietnam’s health care system has evolved from health systems established sepa-

rately in North and South Vietnam. During the war period (1945 to 1975), North

Vietnam established an extensive network of primary health care facilities with the

aim of achieving universal health care coverage. In urban areas nearly 100 % of the

population were covered, as were 75 % of the population in rural areas (Witter

1996). In South Vietnam, a strong private health sector dominated until, upon

unification with the North in 1975, private enterprises were banned (Larsson 2003).

Post 1975, Vietnam suffered severe financial pressures, including costly post

war reconstruction, an economic blockade by the United States, withdrawal of aid

from the former Soviet Union and a rising inflation rate (Chalker 1995; Wolffers

1995; Witter 1996). This had significant impacts on the health care system. The

expansion of the network of free public health services that had been set up in North

Vietnam to include the South added further economic strain, resulting in poor

maintenance of health care facilities and lack of basic equipment and medicines

in many health stations and hospitals (Witter 1996). At this time the domestic

pharmaceutical industry was only able to meet 30 % of the population’s demand for

medicines and most essential medicines had to be imported as there was not

capacity to manufacture in country (Wolffers 1995).

The economic reform process known as “Doi Moi”, initiated in 1986, led to

important policy shifts in the health care system in the late 1980s and early 1990s. A

number of market-oriented measures were implemented, including the introduction

of user fees at public health facilities, legalization of private pharmacy and medical

practices, and liberalization of the production and sale of pharmaceuticals (WHO

2007). Free access to health care was gradually replaced by a system of direct

payment by patients (Larsson 2003). The provision of free medicines dispensed

through the public health system was also discontinued (Larsson 2003). As a result,

Vietnam’s near universal, publicly funded and provided health services were

converted into an unregulated public–private mix (Sepehri et al. 2008).

One result of the country increasing its reliance on market mechanisms was

substantial increases in consumer out-of-pocket (OOP) health expenditure (World

322 T.A. Nguyen and E.E. Roughead



Bank 2007). Between 1995 and 2008, OOP expenditure ranged from 55 to 66 % of

total health expenditure (WHO 2010). The rising household OOP spending on

health was partly because of increasing user fees in public hospitals (MOH of

Vietnam, Health Partnership Group 2008). Increases in medicine prices also con-

tributed to the growing magnitude of absolute household OOP expenditure on

health.

To address the growth in OOP payments that placed financial barriers to health

care access, the government issued a national Health Insurance Decree in 1992,

introducing compulsory health insurance for people in salaried employment. Since

then, health financing from social health insurance as a percentage of public health

expenditure has risen, from 7 % in 1995 to 32 % in 2008 (WHO 2010). In 2008, the

Health Insurance Law was passed and came into effect in July 2009. The law

stipulated that the government was responsible for fully subsidizing health insur-

ance for children less than 6 years of age, the elderly, and the poor, and for partially

subsidizing health insurance for the near-poor and students. The law also provided a

roadmap for universal health coverage. By 2011, health care coverage in Vietnam

exceeded 64 % of the population (Somanathan et al. 2013). Medicines eligible for

public health insurance reimbursement are limited to medicines listed on the

schedule issued by the Ministry of Health (MOH). The current schedule comprises

900 western medicines and 57 radioactive substances and marking compounds

(MOH of Vietnam 2011). The public health insurance scheme does not cover

medicines that are purchased at private retail pharmacies.

18.3 The Pharmaceutical System

The health sector reforms, introduced since 1989, have also impacted on Vietnam’s
pharmaceutical supply chain, shifting it from a centrally controlled system to a

market-oriented system (Larsson 2003). The opening of the country to foreign trade

and the liberalization of rules governing pharmaceutical manufacture, sale and

distribution led to a 300 % increase in medicine production and a tenfold increase

in importation of medicines between 1988 and 1992 (Witter 1996). To improve

coordination of pharmaceutical policies the National Drug Policy was promulgated

in 1996, with two basic goals; ensuring regular and adequate supply of good quality

medicines at affordable prices, and ensuring rational use of medicines (Government

of Vietnam 1996b).

To facilitate the implementation of the National Drug Policy, the Drug Admin-

istration of Vietnam (DVA) was also established in 1996 with responsibility for

state management of pharmaceuticals (Government of Vietnam 1996a). The DVA

adopted a roadmap of good practices to ensure the quality of medicines across all

aspects of the supply chain. In Vietnam, manufacturers have to comply with the

code of Good Manufacturing Practice (GMP), importers with Good Storage Prac-

tice (GSP), distributors with GSP and Good Distribution Practice (GDP) and
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retailers with Good Pharmacy Practice (GPP). Figure 18.1 shows a schematic

representation of the current pharmaceutical supply chain in Vietnam.

Vietnam’s pharmaceutical market is, however, heavily dependent on imports.

Imported medicines account for approximately 50 % of the market share, focusing

on specialised products. By the end of 2008, there were 10,339 imported medicines

covering 909 active substances, averaging 11 brands per active substance (DAV

2009a). The range of imported products is wider than those locally produced, and

there is trading duplication of some active substances. For example one substance,

cefixime, had 458 imported brands with a valid registration number in Vietnam

(MOH of Vietnam 2013).

Domestic medicine production accounts for an increasingly growing market

share, rising from 36 % in 2001 to 50 % in 2008 (DAV 2009b). However, the

domestic pharmaceutical industry is characterized by limited R&D facilities, insuf-

ficient financial capacity and poor management (BMI 2009). Most local pharma-

ceutical manufacturers comprise small-scale operations with outdated

manufacturing technology and duplicated production processes. About 90 % of

the raw materials used in domestic production are imported (Cao 2008), thus

making domestic medicine prices subject to price fluctuations in international

prices, as well as fluctuations in the exchange rates. Nearly 95 % of imported active

pharmaceutical ingredients are antibiotics, vitamins, antipyretic, analgesics and

Fig. 18.1 The pharmaceutical supply chain in Vietnam. Source: authors’ analysis. FDI foreign
direct investment
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anti-spasmodic drugs (MHBS 2010), reflecting a concentration of domestic phar-

maceutical production on only some therapeutic classes. By the end of 2008, there

were 9,727 locally produced medicines, representing 491 active substances regis-

tered for sale in Vietnam, averaging 20 locally produced brands per active sub-

stance. Thus, local manufacturers compete for a very limited, and often

uneconomic, market share.

Pharmaceutical distribution in Vietnam is a complex activity which involves a

number of intermediaries from manufacturers to consumers including:

• 180 domestic pharmaceutical manufacturers (including 22 Foreign Direct

Investment (FDI) producers), 90 importers, and 800 domestic wholesalers/dis-

tributors (DAV 2009b);

• Three FDI enterprises investing in drug logistics (DAV 2009b);

• 438 foreign pharmaceutical companies (DAV 2009b);

• 39,172 retail medicine outlets, including 9,066 private pharmacies (DAV

2009b);

• 13,460 public health care facilities, including 974 hospitals, 781 regional poly-

clinics and 10,917 commune health stations (GSO 2009b);

• 74 private hospitals and more than 30,000 private health clinics (MOH of

Vietnam, Health Partnership Group 2008).

Locally produced medicines from Vietnam’s pharmaceutical manufacturers can

be distributed directly to retailers and health care facilities or indirectly through

wholesalers or distributors. Vietnamese manufacturers holding a retail license are

able to supply medicines directly to end users. Classified as domestic pharmaceu-

tical producers, Foreign Direct Investment producers can directly distribute the

products that they manufacture in Vietnam.

Foreign Direct Investment logistic companies and foreign pharmaceutical com-

panies are not permitted to distribute pharmaceutical products directly in Vietnam.

Their products have to be sold to domestic pharmaceutical distributors for distri-

bution. Foreign distributors are only permitted to supply their medicines to a local

importer. Foreign pharmaceutical manufacturers with a trading license in Vietnam

who are not established in Vietnam as an Foreign Direct Investment producer can

supply their medicines via their local registrant company or a local importer (MOH

of Vietnam 2006) (see Fig. 18.1).

In the retail sector, patients can buy medicines from retail medicine outlets or

hospital pharmacies. Accounting for 60–70 % of retail pharmaceutical market share

was more than 1,000 public hospital pharmacies and the rest 30–40 % belongs to

private pharmacies and other retail medicine outlets (Hải 2008). Pharmacists with a

university degree and 5 years of experience can be licensed to operate private

pharmacies. In remote areas, assistant pharmacists are able to apply for licenses. By

law, licensed pharmacists must always be physically present when the pharmacies

are open for business. In practice, licensed pharmacists are not always on duty

(Chuc 2002).

The current pharmaceutical distribution network needs reorganisation. The

many layers within the distribution network, each contributing a compounding
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mark-up along the supply chain, serve to inflate the final price of medicines to

patients. Unnecessary duplication in manufacturing, importing and trading medi-

cines leads to fierce counterproductive competition for an uneconomic share of an

increasingly shrinking market (Nguyen 2011).

18.4 Drug Regulatory Authority

The Drug Administration of Vietnam (DVA) on behalf of the Ministry of Health

(MOH) is the pharmaceutical regulatory authority in Vietnam. Most medicines

must have product registration, as indicated by a valid registration number prior to

marketing in Vietnam. The MOH can allow medicines without a registration

number to be marketed on a case-by-case basis, to avoid shortage of medicines.

By law, within 6 months from the date of receiving complete and legitimate

registration applications, the MOH shall issue medicine marketing authorization

for the medicine. To ensure the quality, efficacy and safety of medicines marketed,

the pharmaceutical manufacturer must meet the GMP standards and the products

must pass laboratory quality testing and clinical trials either in Vietnam or in

exporting countries. Where applications fail to meet relevant requirements, the

MOH will release written reasons for refusing registration (MOH of Vietnam

2009). By the end of 2011, there were 28,820 medicines registered in Vietnam

(MOH of Vietnam 2013).

In 2006, the MOH assigned the DVA to be responsible for assisting the Minister

of Health to regulate medicine prices. Accordingly, the Drug Price Management

Division was established with four staff. The Drug Price Management Division

faces difficulties in the management of prices for medicines, especially because the

medicine pricing policies are in the start-up phase and there is currently no

requirement for Health Technology Assessment to support medicine pricing.

18.5 Drug Pricing Set-Up

In Vietnam, pharmaceutical pricing policies are classified as public policies, which

are developed and implemented to achieve pre-set goals of the government. There-

fore, pharmaceutical pricing policies are disseminated in the form of legal docu-

ments (Ministry of Health Vietnam and Health Partnership 2011), which can be

either legislative or sub-legislative regulatory documents.1

1 Legislative documents comprise the Vietnam Constitution, Laws or Law Sets, and Resolutions of

the National Assembly. The sub-legislative regulatory documents include Ordinances, Resolutions

of the Standing Committee of the National Assembly (SCONA); Decrees of the government (often

issued to elaborate laws/ordinances); and Ministerial Circulars (to guide implementation of

Decrees).
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Prior to 1989, a strict medicine price control strategy was in place (Simonet

2001). Medicines were sold only via the public sector with one uniform price set by

the State Pricing Commission and the MOH (The Council of Ministers 1987;

Ministry of Health of Vietnam 1987). Losses in pharmaceutical production and

trading due to the one price mechanism were subsidized by the government. In

1987, joint Circular No 28-TT/LB of the State Pricing Commission and the MOH

introduced flexibility into medicine pricing by permitting domestically produced

medicines to have a different designated price level which was within a price

bracket set by the MOH.

In 1989, following the health sector reform, there was a shift to free market

pricing for medicines. Joint Circular No 440-TT/LB of the MOH and the State

Pricing Commission allowed medicine prices to be set by demand and supply. The

change meant government would no longer set prices of medicines and no subsidies

would be provided to cover losses in production, trading, importation or exporta-

tion. Competition and competitive tendering would be applied with market protec-

tion for domestically produced medicines (MOH of Vietnam and State Pricing

Commission 1989).

Subsequently, a number of legal instruments and policies were introduced by the

Vietnam government, all explicitly referring to free pricing for medicines

(i.e. pharmaceutical prices may be freely set by the manufacturers). The legislation

and policies could be classified into three groups: (1) the general management of

prices of most goods including medicines, (2) the state management of medicine

prices, and (3) the state management of medicine prices in public health facilities

(see Table 18.1). The next section of this chapter focuses on the key ordinances,

decrees and circulars that have been used to influence and control medicine prices

in Vietnam.

Table 18.1 Main legislative and sub-legislative documents from January 1989 to December 2013

influencing medicine prices in Vietnam

Groups Promulgator Name of regulatory documents

Date of

issuance

The general

management

of prices

NA Ordinance on Prices

No 40/2002/PL-UBTVQH10

26/4/2002

Gov’t Decree No 170/2003/ND-CP, detailing

the implementation of a number of

articles of the Ordinance on Prices

No 40/2002/PL-UBTVQH10

25/12/2003

Gov’t Decree No 75/2008/ND-CP, amending

and supplementing some articles of

Decree No 170/2003/ND-CP on

25 December 2003, detailing the

implementation of a number of articles

of the Ordinance on Prices

9/6/2008

NA Law on Prices No 11/2012/QH13 20/6/2012

(continued)
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Table 18.1 (continued)

Groups Promulgator Name of regulatory documents

Date of

issuance

The state

management

of medicine

prices

MOH and

MOF

Circular No 08/2003/TTLT/BYT-BTC

guiding the declaration and publication

of prices of preventive and curative

medicines for human use

25/7/2003

Gov’t Decree No 120/2004/ND-CP on

management of prices of preventive

and curative medicines for human use

12/5/2004

NA Pharmaceutical Law No 34/2005/QH11 14/6/2005

Gov’t Decree No 79/2006/ND-CP regulating

in detail the implementation of a

number of articles of the

Pharmaceutical Law

9/8/2006

MOH, MOF,

and MOIT

Joint Circular

No 11/2007/TTLT-BYT-BTC-BCT

guiding the State management of prices

of human-use medicines

31/8/2007

MOH, MOF,

and MOIT

Joint Circular

No 50/2011/TTLT-BYT-BTC-BCT

guiding the State management of prices

of human-use medicines

30/12/2011

The state

management

of medicine

prices

in public

hospitals

MOH Decision No 3016/1999/QD-BYT

regulating the organisation and

operation of hospitals’ drug stores

6/10/1999

MOH and

MOIT

Joint Circular

No 20/2005/TTLT-BYT-BTC guiding

the implementation of bidding for the

purchase of medicines in public

medical establishments

27/7/2005

MOH and

MOIT

Joint Circular

No 10/2007/TTLT-BYT-BTC

providing guidance on bidding

for the purchase of

medicines in public

medical establishments

10/8/2007

MOH Decision No 24/2008/QÐ-BYT

regulating the organisation and

operation of hospitals’ drug stores

11/07/2008

MOH Circular No 15/2011/TT-BYT

regulating the organisation and

operation of drug retailers inside

hospitals

19/04/2011

MOH

and MOIT

Joint Circular

No 01/2012/TTLT-BYT-BTC

providing guidance on bidding

for the purchase of medicines in

public medical establishments

19/01/2012

NA National Assembly, Gov’t Government, MOH Ministry of Health, MOF Ministry of Finance,

MOIT Ministry of Industry and Trade
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18.6 How Prices Are Set

18.6.1 Free Pricing Principle and State Stabilization
of Prices of Essential Goods

In 2002, Ordinance on Prices No 40/2002/PL-UBTVQH10 (Ordinance 40) was

issued confirming the free pricing principle for most goods including medicines. It

stipulated that “The State respects the right of organisations and individuals

involved in production or trade to set prices and compete based on price according

to law”. The ordinance also stated that the State could implement price stabilization

for essential goods by adjusting supply and demand of domestically produced

goods, exported and imported goods. Other price stabilisation measures included

use of national reserves of goods, controlling inventories, setting maximum or

minimum prices, or price brackets, and controlling factors determining price.

Goods or services paid in full or partly by the State are subject to State price

assessment if they are not purchased via tendering. Price publication at each point

of sale along supply chain was also stipulated to increase price transparency, with

the ordinance indicating the published price must be the selling price.

The implementation of a number of articles of Ordinance 40 was detailed in

subsequent Decrees. Decree No 75/2008/ND-CP (Decree 75) stipulated that the

schedule issued by the MOH of medicines used in public health facilities would be

subject to State price stabilisation. In addition, prices of all medicines paid by the

State or public health insurance would be set by the State. Decree 75 added the

requirement of price declaration to the MOH and price publication at each point of

sale for medicines subject to State price stabilisation. In 2012, the Law on Prices No

11/2012/QH13, which replaced Ordinance 40, was passed and came into force at

the start of 2013. The law reasserted the principle of free pricing and State

stabilisation of essential goods. It also stipulated that goods, including medicines

under the national reserves scheme, one of the price stabilisation measures regu-

lated in Ordinance 40, would have prices set by the State.

18.6.2 Contextual Development of Medicine Pricing
Regulations

In the first quarter of 2003, Vietnam faced a surge in medicine prices. The Drug

Price Index (DPI), a component of the consumer price index (CPI) increased by

8.6 %, more than five times the CPI (GSO 2009a). In response, the Vietnam

government requested the MOH, in cooperation with the Ministry of Finance, to

issue a joint Circular intended to guide the management of prices of essential

medicines. The objective was to stabilize medicine prices at a reasonable level

(Văn phòng Chı́nh phủ 2003). Subsequently, Circular No 08/2003/TTLT/BYT-

BTC (Circular 08) was issued and came into force in August 2003. The regulation
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broadened the scope of medicines covered beyond essential medicines to include all

preventative and curative medicines marketed in Vietnam. Constrained by the free

pricing principle, Circular 08 used price declaration and publication as the main

mechanism to improve price transparency. Pharmaceutical companies were

requested to declare an official wholesale or retail price for their medicines to the

MOH. At the point of sale, the companies had to publish their prices for customers’
reference. Retail prices were required to be published on the medicine pack and

wholesale prices on a board or papers that makes it easy for customers to see. The

actual transaction prices must not be higher than the published prices. However, the

Circular did not explicitly stipulate that the price to publish is the declared price.

Exploiting this regulatory loophole, pharmaceutical companies often published a

different price for customers’ reference from the price they declared to the MOH.

Despite Circular 08 requirements for price transparency medicine prices kept

increasing (GSO 2009a). The circular did not require the declared and published

prices to be reasonable or fair prices. Thus, pharmaceutical suppliers declared and

published medicine prices as high as the market would bear, resulting in sharp

increases in the price of many medicines and another jump on DPI in September

and October 2003 (GSO 2009a).

To address this issue government Decree No 120/2004/ND-CP (Decree 120) on

the management of prices of preventive and curative medicines for human use was

promulgated in June 2004. The Decree included for the first time external reference

pricing as the basis for price declaration. Decree 120 also regulated maximum

mark-ups for pharmaceutical wholesalers and retailers. Further controls were

implemented for medicines directly ordered and purchased by the State without a

tender and for medicines purchased by hospitals and other health care institutions

that were paid for by the State or by public health insurance. The prices of the

former were directly determined by the Minister of Finance and those of the latter

were controlled by a tendering process. Subsequent Decrees and Circulars

reinforced these approaches included Decree No 79/2006/ND-CP (Decree 79),

Joint Circular No 11/2007/TTLT-BYT-BTC-BCT (Circular 11) and Joint Circular

No 50/2011/TTLT-BYT-BTC-BCT (Circular 50). Table 18.2 presents a summary

of the characteristics of the declaration and publication mechanism used in the

pricing regulations of interest.

18.6.3 Ensuring Reasonable or Fair Declared Prices
and Published Prices

In this section, we review the effectiveness of the regulation in ensuring reasonable

or fair medicine prices and highlight areas where the regulation failed or could have

been improved.
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18.6.3.1 External Reference Pricing

Decree 120, Decree 79, and Circular 11 all employed external reference pricing as a

means of price stabilisation. External reference pricing attempted to ensure that the

prices of medicines in Vietnam were reasonable in relation to comparable coun-

tries. One of the challenges of implementing external reference pricing came from

the fact that no regulations explicitly defined the type of prices for international

comparisons (i.e. ex-factory price, wholesale price or retail price, before or after

taxes). As price varies along the supply chain (Mossialos and Mrazek 2002), a valid

comparison is only achieved when prices are compared at similar levels of the

supply chain.

The use of non-specific language also created challenges. Decree 120 and

Decree 79 required the price of a medicine sold in Vietnam “to be not higher
than” prices of medicines of “the same categories” sold in comparable countries.

This is known as the highest price comparison standard, which proved problematic.

A strict interpretation of the comparison “not higher than” implies that the price in

Vietnam could be as high as the highest price among the comparator countries.

Using this approach, the Vietnam government could create an opportunity for

pharmaceutical suppliers to set the highest price from the comparable countries

for each medicine, potentially resulting in higher average prices in Vietnam than in

the comparator countries. Taking the lowest price in the set or averaging the prices

of the medicine among comparator countries is much more commonly used by

other countries with experience in external reference pricing system (Nguyen

et al. 2014; Espin et al. 2011). In addition, the use of category comparisons could

also pose dilemmas of definition. Category comparisons mean that comparisons

could be applied to different levels of medicine groups such as those that have

identical bioactive ingredients, a group of medicines from the same class

(i.e. chemically slightly different but related medicines with comparable or identi-

cal indications), or a group of medicines used to treat the same condition (Dickson

and Redwood 1998; McLaughin 1997; Ioannides-Demos et al. 2002). Other coun-

tries only compare the prices of identical medicines in their external reference

pricing system (Espin et al. 2011; WHO/HAI 2014).

To overcome these problems, Circular 11 stated the average price standard

should be used and employed a medicine-to-medicine (identical bioactive ingredi-
ents) comparison base. The Circular stated that the declared price of a medicine

imported into Vietnam was not to be higher than the “average CIF [Cost, Insurance
and Freight] price” of “this medicine” sold in comparator countries. Therefore, the

imported medicines were compared to identical products in comparator countries to

ensure the price in Vietnam was the average level in comparator countries. One

limitation that could arise with this approach is that if the comparator countries

include one country with unreasonably high price, the outlier price would affect the

mean resulting in a higher average price. Using the median price standard would

reduce the influence of outliers. An alternative approach is using a larger number of

reference countries and taking the average price in the three lowest-priced
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countries. This approach is employed in Columbia and the Slovak Republic (KEL

2010; OECD 2008).

Decree 120 specified comparator countries as those having similar medical and

commercial conditions as Vietnam. It did not, however, nominate the comparator

countries, nor specify selection criteria. It was not until Decree 79 that specific

criteria were nominated, with statistical indices similar to those of Vietnam. The

indices included: (1) per capita gross domestic product (GDP) per year; (2) per

capita GDP at purchasing power parity (PPP) per year; and (3) networks of

providing services for preventive medicine, medical examination and treatment,

functional rehabilitation, and health improvement and medicine supply. Guiding

the implementation of the Decree 79, Circular 11 required the government to decide

and announce the list of comparators annually. In 2008, the MOH proposed for the

first time a list of comparator countries: Thailand, Malaysia, Indonesia, The Phil-

ippines and Cambodia. This feature, however, has yet to be implemented due to a

number of challenges including lack of resources and difficulty in collecting

medicine price information in comparator countries. Another challenge is that,

unlike most OECD or European countries that restrict their external reference

pricing to on-patent products (WHO/HAI 2014), Vietnam attempted to apply it to

all medicines, thus adding further burden on policy implementation and enforce-

ment. Consequently, the external reference pricing system was only included in the

legislation and not applied in practice.

18.6.3.2 Cost Plus Pricing

In addition to external reference pricing, Circular 11 and Circular 50 used cost plus

pricing techniques to ensure the reasonableness or fairness of declared prices. The

circulars stipulated that pricing authorities could use importation or production

costs, distribution costs and changes in factors that determine price, including

active ingredient costs or exchange rates, to determine if the declared prices were

reasonable. No specific formula for calculating the declared price from costs were

provided, which made compliance difficult for suppliers.

18.6.3.3 Maximum Distribution Margins

Decree 120 employed maximum distribution margins to ensure the reasonableness

of wholesale and retail prices. The decree stipulated that the Ministry of Finance

would be responsible for specifying the maximum wholesale and retail mark-up.

However, no specification took place because the Ministry of Finance could not

issue a subsequent Circular to guide the implementation of Decree 120. As a result,

wholesale or retail margins were not effectively regulated.

Maximum retail margins for medicines sold in retail facilities within hospitals

were regulated in Circular 50. Circular 50 requested these margins to be compliant

with the regulation of Circular No 15/2011/TT-BYT which regulated the
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organisation and operation of drug retailers inside hospitals. Regressive mark-ups

where the percentage mark-up decreases when medicine prices increase were used.

A limitation of this approach is that the use of maximum retail margins is only be

effective to control retail prices if the wholesale price is also reasonable or fair

(Nguyen et al. 2014).

18.6.4 Declared or Published Prices as a Cap for Actual
Selling Prices

18.6.4.1 Relationship Between the Declared Price, Published Price

and Actual Selling Price

All pricing regulations stipulated that pharmaceutical suppliers must not sell their

products at a price higher than the published price. This has enabled the published

price to be a ceiling to control the actual selling price. The success of this

mechanism has depended on the accuracy or reasonableness of the published

price. However, no pricing regulations explicitly stipulated the prices declared to

the MOH should be the price to publish for customers’ reference. This means that

there was no mechanism to ensure a fair or reasonable published price.

To overcome this problem, Circular 11 and Circular 50 directly regulated the

relationship between the actual selling prices and the declared prices. The Circulars

required medicine producers and importers to declare the final wholesale price of

medicines for the entire wholesale chain and wholesalers were not permitted to sell

medicines to retailers at prices higher than the declared price. If the declared

wholesale price was reasonable, this provision would ensure a fair actual selling

wholesale price. To ensure a fair, reasonable retail price retail margin must be

regulated. However, the maximum retail margin regulation has not been fully

implemented (Decree 120), or regulated (Decree 79 and Circular 11). Circular

50 did regulate retail margins but this provision was for medicines sold in retail

outlets inside hospitals only.

18.6.4.2 Re-declaration

Prior to marketing in Vietnam, a medicine must be registered with the MOH with a

declared price nominated by the registrant company. The Ministry issues a mar-

keting authorisation, usually valid for 5 years, after which the product must be

re-registered. In accepting the declared price, Circular 08 and Decree 120 did not

take into account the life-span of the marketing authorisation. The regulations

failed to provide for the re-declaration of prices in response to changed economic

circumstances, such as adjustments for inflation over the life of the license. Thus,

registrants were implicitly encouraged to declare the highest possible price at time

of first marketing to accommodate future cost fluctuations.
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Overcoming shortcomings of previous pricing regulations, Decree 79, Circular

11 and Circular 50 allowed producers or importers to declare increases in prices

with an explanation for the increase prior to their application for re-registration.

This provided a legal framework for monitoring increases in medicine prices, as

well as ensuring medicine prices remained reasonable throughout the license

period. The regulations also permitted suppliers to change their prices after the

declaration, thus removing the cost pressure associated with having a fixed price for

the entire 5-year approval cycle.

18.6.5 Other Pricing Provisions

Except for Circular 08, all pricing instruments proscribed additional price controls

for two targeted medicine groups. The first group included medicines directly

ordered and purchased by the State without a tender process. The prices of these

medicines were determined directly by the Minister of Finance. The second group

comprised medicines purchased by hospitals and other health care institutions that

were paid for by the State or health insurance. The prices of these medicines were

controlled by a tendering process, first regulated in Joint Circular No 20/2005/

TTLT-BYT-BTC in July 2005 and subsequently by Joint Circular No 10/2007/

TTLT-BYT-BTC in August 2007 and then Joint Circular No 01/2012/TTLT-BYT-

BTC from January 2012. The Circulars stated the successful tender prices were not

allowed to be higher than the latest maximum price, which had to be announced

every 6 months by the MOH. While proscribed, the MOH has yet to develop a way

of determining the maximum price. Thus, currently, tender prices are evaluated

against the previous year’s prices or previous winning-bid prices (WHO-WPRO

2009). The limitation of this approach is that the previous prices may not have been

assessed as reasonable or fair.

While tendering is the main pricing mechanism in public hospitals, tender

practices can be problematic in Vietnam. Discriminatory terms and conditions for

market entry that favours particular tenderers are sometimes applied in return for

gratuities or bribes, all of which confound the free market tender system (Nguyen

2011). The scope of this practice is widespread and can result in significantly

inflated tender prices. The successful tender prices are, therefore, often higher

than the prevailing market retail price (Pham 2010).

Another confounder is the lack of regulation for the Vietnam Social Insurance

(VSI) agency, which is responsible for the reimbursement of medicine costs via

public health insurance, Joint Circular No 10/2007/TTLT-BYT-BTC, did not

regulate the role of the VSI in the tendering process. As a result, VSI is constrained

in its ability to use its purchasing power to negotiate medicine prices. The current

tendering regulation Joint Circular No 01/2012/TTLT-BYT-BTC stipulates repre-

sentatives of VSI participate in the whole tendering process, from planning to

approval. However, VSI is yet to establish a decisive role in determining reim-

bursement prices (Nguyen 2011).
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18.7 Who Is Involved in Setting Prices?

Pharmaceutical suppliers and distributors are the primary party involved in setting

medicine prices in Vietnam. Subject to the stabilization regulations highlighted in

the previous section, pharmaceutical companies set the prices of their products. The

pharmaceutical pricing authorities (DAV) do not approve the medicine prices

declared by pharmaceutical companies. Instead, they monitor the declared prices

as a measure of price stabilization. If they find the declared prices unreasonable, the

pharmaceutical pricing authorities will provide pharmaceutical companies with

their assessment and request the companies revise the declared prices. Assisting

the DVA in assessment are representatives from the Ministry of Finance and

Ministry of Industry and Trade.

18.8 Official Prices Are Not the Actual Transaction Prices

Price declaration is the main mechanisms for stabilizing pharmaceutical prices in

Vietnam. However, the declared prices may not reflect the selling price. Declared

prices are usually maximum prices that can be established within the constraints of

the legislation, but companies are free to sell at prices lower than this. The declared

prices is sometimes 200 %more than the selling prices (Inspectorate of the MOH of

Vietnam 2007).

The shortage of personnel and resources for assessing the reasonableness of

declared prices of medicines marketed in Vietnam means that most of the infor-

mation on medicine prices declared by pharmaceutical companies has not been

validated. This was sometime exploited by pharmaceutical companies, also

resulting in discrepancies in declared and actual transaction prices as illustrated

in the following example (Table 18.3).

The actual transaction CIF price of an imported Celecoxib brand as recorded by

the General Department of Vietnam Customs was USD 4.5/box of 100 capsules.

However, the declared CIF price was USD 34.4/box, 764 % higher than the actual

transaction CIF price (USD 1¼VND 15,700). Without validation from the DAV,

Table 18.3 Price declaration provided to the Drug Administration of Vietnam by a registrant

company for a brand of Celecoxib 200 mg

Medicine Strength

Dosage

form Packing

Declared

price in

India

Declared

CIF price

Declared retail

price in

Vietnam

Celecoxib 200 mg Capsule Box of

10 Strips� 10

capsules

51.0 (USD) 34.4

(USD)

44.6 (USD)
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the declared CIF price establishes a declared retail price of USD 44.6/box (approx-

imately 30 % higher than the declared CIF price and still lower than the price in

India, which was also declared by the pharmaceutical company and unchecked by

the DAV). The officially declared retail price establishes a lower actual selling price

of USD 41.4/box to end users in Vietnam, but 920 % higher than the actual

transaction imported price (CIF).

18.9 Medicine Prices Change Over Time

Prior to 1989 when strict price controls were in force, medicine prices remained

stable over time. The relative stability of medicine prices continued after the market

reforms until 2003. Between 2003 and 2004, prices of some medicines soared

fourfold (Bo
˙
ˆ Tài chı́nh 2004), and the Drug Price Index increased by 13.8 %, almost

double the CPI (GSO 2009a). Rising medicine prices have been reported to account

for most of the threefold increase in total pharmaceutical expenditure in Vietnam

between 2000 and 2005 (World Bank 2007).

In addition to price stabilization, pharmaceutical pricing authorities do use price

freezes to slow down price increase of medicines although no legislation stipulated

a price freezes provision. The combined effect of all these strategies appears to be

having some impact, the DPI after being higher than the CPI for the 5 years (2003 to

2008) has since been kept below the CPI (Fig. 18.2).

CPI: Consumer Price Index, DPI: Drug Price Index
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Fig. 18.2 Drug price index in comparison with consumer price index over time. Source: Authors’
calculation based on data from the General Statistics Office of Vietnam. CPI consumer price

index, DPI drug price index
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18.10 The Impact of Pricing on Public Health

Health care in Vietnam is often less affordable and less accessible for poorer

households (Segall et al. 2002; Ladinsky et al. 2000). In order to meet health care

costs, many poorer households reduce consumption of essential goods, sell assets

and incur debt or fail to use health facilities because of cost barriers (Ensor and

Pham 1996). With pharmaceutical expenditure accounting for a large component of

total health care costs (Nguyen et al. 2009), the cost of medicines plays a role in

impoverishing the poor in Vietnam.

While strategies are now in place to influence medicine pricing in Vietnam, there

is evidence that further work needs to be done to make medicines affordable for the

population. In assessing the affordability of a standard treatment for pneumonia

(using the average retail price of a basket of food sufficient to feed one person per

day as the benchmark), Falkenberg et al. (2000) found that the medicines cost

people the equivalent price of 2 days of food. Ait-Khaled et al. (2000) also showed

the challenges of affordability of inhaled corticosteroids 1 year of treatment for a

case of moderate persistent asthma in 1998 was reported to cost a nurse in Vietnam

1.7 months of salary. In Turkey and Algeria however, the same treatment appar-

ently cost a nurse 0.4 months (Ait-Khaled et al. 2000).

A recent study assessing medicine prices, availability and affordability in Viet-

nam compared the prices of 42 medicines to international reference prices of the

same products. The international reference prices were the median of actual

procurement prices offered by not-for-profit suppliers or international tender prices

to developing countries for multi-sourced products (MSH 2008). Results showed

that the procurement prices of the lowest priced generic medicines in the public

sector were two times the international reference price and for originator brand

medicines they were eight times. Adjusted for purchasing power parity, the prices

to patients in the public sector were 11 and 47 times the international reference

price for the lowest priced generics and originator brand medicines, respectively.

Assessing affordability using the number of days’ wages needed by the lowest paid
unskilled government worker to purchase a course of treatment for an acute disease

or a month’s treatment for a chronic disease, the study found that the worker would

have had to work 0.7 days to treat an acute respiratory infection with the lowest

priced generic amoxicillin (250 mg three times daily in 7 days) but would pay

15.9 days’ wages with lowest priced generic ceftriaxone (1 vial 1 g daily in 7 days)

in the public sector. Compared to countries in the Western Pacific Region, medi-

cines in Vietnam were much less affordable. The study concluded that medicines

were unaffordable for the lowest paid unskilled government worker, and even less

so for the population who earned below this benchmark (Nguyen 2011; Nguyen

et al. 2009).
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18.11 The Case of Generic Medicines

Increased use of generic medicines represents another key strategy used by gov-

ernments and third party payers to contain medicines costs and improve affordable

access to medicines. Vietnam did not have a national generic medicines policy.

While the National Drug Policy was adopted in 1996, there were no generic

medicines provisions included (Nguyen et al. 2013). In 2009 an Aide Memoire

on Strategic Collaboration in Pharmaceuticals was signed by WHO and the Min-

istry of Health of Vietnam, which included the need for a strategy to develop and

promulgate a national generic medicines policy to ensure affordability of safe, high

quality medicines (WHO-WPRO 2013). Prior to this, the regulations on

prescription-only medicines did require physicians to prescribe using the Interna-

tional Non-proprietary Name (generic name) for “single component” medicines

(i.e. one active ingredient medicine) and generic substitution was allowed if

pharmacists obtained the acceptance from patients or prescribers (Nguyen 2011).

Barriers to increasing generic medicine use include mistrust in generic medi-

cines in terms of quality, efficacy and safety among physicians, pharmacists and

patients. Lack of an assessment of bioequivalence as a regulatory requirement in

generic medicines registration and lack of appropriately skilled inspectors and

monitoring to ensure the quality of generic medicine products contributes to this

mistrust (Nguyen et al. 2013). Lack of knowledge of generic medicines and mis-

conceptions that a cheaper price equates to poorer quality also contributed to low

acceptance of generics. In addition, promotional incentives for prescribers from

some pharmaceutical companies were reported to influence physician prescribing

behaviour, leading to recommendations for more expensive branded products.

Vietnam did not have any financial incentives to promote prescribing and dispens-

ing of generic medicines (Nguyen et al. 2013). In addition, the sub-optimal phar-

maceutical pricing regimes led to some generic medicines being more expensive

than their corresponding originator brands (Nguyen 2011).

18.12 Conclusion

Vietnam has made important economic progress since initiating the Doi Moi reform

in 1986 which has had a profound impact on the health care system. With a move

towards a market economy, Vietnam promoted free pricing of medicines. Pharma-

ceutical companies are free to set prices of their products based on market forces,

subject to stabilization by the State. Analysis of the vast number of legislative and

regulatory reforms demonstrates that, in recent times, substantial improvements

have been made in regulations of medicine prices in Vietnam. The legislative and

associated instruments in Vietnam were intended to ensure transparency of medi-

cine prices along the supply chain, through the mechanism of price declaration and

publication of price information. The initiatives, however, have been less
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successful than expected because they did not address all the preconditions neces-

sary for the regulations to operate effectively in practice. Additionally, some pro-

visions of the regulations were not monitored or effectively enforced.

Consequently, medicine prices remain high in Vietnam and research demonstrates

low paid workers would need to forgo more days of wages for courses of treatment

for acute or chronic illness than in comparable countries.

While appropriate legislation is pivotal to control medicine prices, it is insuffi-

cient as the only means to achieve change. Also critical is the enforcement of

legislation and ongoing monitoring. Further research is required to compare

between the published prices and the declared prices and to establish the best

mechanisms for government controls. The other challenge is the continual revision

of legislation and enforcement to cope with changes in the market which can occur

quite rapidly. Thus, more work is still needed to ensure reasonable medicines prices

in Vietnam that will provide affordable access for the population.
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˙
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˙
ˆnh vie

˙
ˆn. http://laodong.com.vn/Home/

Lung-doan-gia-thuoc-tai-hon-1000-nha-thuoc-benh-vien/20087/97241.laodong. Accessed

22 Dec 2008

Inspectorate of the MOH of Vietnam (2007) The inspection report No 317 of 2 May 2007

Ioannides-Demos L, Ibrahim J, McNeil J (2002) Reference-based pricing schemes: effect on

pharmaceutical expenditure, resource utilisation and health outcomes. Pharmacoeconomics

20(9):577–591

KEL (2010) PhRMA’s asks regarding special 301, drug pricing and reimbursement. http://

keionline.org/node/805. Accessed 19 May 2010

Ladinsky JL, Hoang TN, Volk ND (2000) Changes in the health care system of Vietnam in

response to the emerging market economy. J Public Health Policy 21(1):82–98

Larsson M (2003) Antibiotic use and resistance, assessing and improving utilisation and provision

of antibiotics and other drugs in Vietnam. Sciences Karolinska Institutet, Stockholm

McLaughin P (1997) Reference-based pricing of prescription drug. Can J Cardiol 13(1):31–32

MHBS (2010) Report on the pharmaceutical sector analysis. MHB Securities, Hanoi

Ministry of Health of Vietnam (1987) Circular No 16/BYT-TT of 7 July 1987 on guiding the

implementation of Decision of the Council of Ministers No 104-HDBT of 30 June 1987 on

retail prices of curative medicines, Hanoi

Ministry of Health Vietnam, Health Partnership Group (2011) Joint annual health review 2011.

Ministry of Health, Hanoi

MOH of Vietnam (2006) Circular 06/2006/TT-BYT of 16May 2006 guiding the import and export

of drugs and cosmetics. Ministry of Health of Vietnam, Hanoi

MOH of Vietnam (2009) Circular No. 22/2009/TT-BYT of 24 November 2009 on guiding

medicine registration. Ministry of Health of Vietnam, Hanoi

MOH of Vietnam (2011) Circular No 31/2011/TT-BYT on 11 July 2011 of Ministry of Health

issuing and guiding the implementation of the schedule of main medicines used in health

facilities, which are reimbursable by Public Health Insurance, 31/2011/TT-BYT, Hanoi

MOH of Vietnam (2013) United Proposal of National Medicines Policy in the period up to 2020

and the vision by 2030. Ministry of Health of Vietnam, Hanoi

MOH of Vietnam, Health Partnership Group (2008) Joint annual health review 2008: health

financing in Vietnam. Ministry of Health of Vietnam, Hanoi

MOH of Vietnam, State Pricing Commission (1989) Joint Circular No 440-TT/LB on 14 August

1989 of the Ministry of Health and the State Pricing Commission guiding the implementation

of medicine pricing policy

Mossialos E, Mrazek MF (2002) Data needed for developing and monitoring policies. In: Dukes

MNG, Haaijer-Ruskamp FM, De Joncheere CP, Rietveld AH (eds) Drugs and money—prices,

affordability and cost containment, 7th edn. IOS, Amsterdam, pp 15–27

MSH (2008) International drug price indicator guide. Management Sciences for Health. http://erc.

msh.org/mainpage.cfm?file¼1.0.htm&module¼DMP&language¼english. Accessed 6 Jan
2008

Nguyen TA (2011) Medicine prices and pricing policies in Vietnam. School of Public Health and

Community Medicine, The University of New South Wales, Sydney

Nguyen AT, Knight R, Mant A, Cao MQ, Auton M (2009) Medicine prices, availability, and

affordability in Vietnam. South Med Rev 2(2):2–9

18 Pharmaceutical Pricing Policies in Vietnam 341

http://www.gso.gov.vn/default_en.aspx?tabid=472&idmid=3&ItemID=7653
http://www.gso.gov.vn/default_en.aspx?tabid=472&idmid=3&ItemID=7653
http://www.gso.gov.vn/default_en.aspx?tabid=472&idmid=3&ItemID=7653
http://www.gso.gov.vn/default_en.aspx?tabid=472&idmid=3&ItemID=7653
http://www.gso.gov.vn/default_en.aspx?tabid=474&idmid=3&ItemID=7747
http://www.gso.gov.vn/default_en.aspx?tabid=474&idmid=3&ItemID=7747
http://www.gso.gov.vn/default_en.aspx?tabid=474&idmid=3&ItemID=7747
http://www.gso.gov.vn/default_en.aspx?tabid=474&idmid=3&ItemID=7747
http://laodong.com.vn/Home/Lung-doan-gia-thuoc-tai-hon-1000-nha-thuoc-benh-vien/20087/97241.laodong
http://laodong.com.vn/Home/Lung-doan-gia-thuoc-tai-hon-1000-nha-thuoc-benh-vien/20087/97241.laodong
http://keionline.org/node/805
http://keionline.org/node/805
http://erc.msh.org/mainpage.cfm?file=1.0.htm&module=DMP&language=english
http://erc.msh.org/mainpage.cfm?file=1.0.htm&module=DMP&language=english
http://erc.msh.org/mainpage.cfm?file=1.0.htm&module=DMP&language=english
http://erc.msh.org/mainpage.cfm?file=1.0.htm&module=DMP&language=english
http://erc.msh.org/mainpage.cfm?file=1.0.htm&module=DMP&language=english


Nguyen TA, Hassali MA, McLachlan A (2013) Generic medicines policies in the Asia Pacific

region: ways forward. WHO South-East Asia J Public Health 2(1):72–74

Nguyen TA, Knight R, Roughead EE, Brooks G, Mant A (2014) Policy options for pharmaceutical

pricing and purchasing: issues for low- and middle-income countries. Health Policy Plan.

doi:10.1093/heapol/czt105

OECD (2008) Pharmaceutical pricing policies in a global market. Centad. http://www.centad.org/

seminar/2.%20Price%20regulation/OECD%20Pharma%20pricing%20policies.pdf. Accessed

14 March 2011

Pham LS (2010) Proposal of management of supply, drug reimbursement from health insurance

following a centrally planned approach. Social Insurance Magazine. http://www.

tapchibaohiemxahoi.org.vn/index.asp?action_menu¼ChuyenMuc_Detail&BaiViet_

id¼1363&MucLuc_ID¼649. Accessed 10 Dec 2010

Segall M, Tipping G, Lucas H, Dung TV, Tam NT, Vinh DX, Huong DL (2002) Economic

transition should come with a health warning: the case of Vietnam. J Epidemiol Community

Health 56:497–505

Sepehri A, Moshiri S, Simpson W, Sarma S (2008) Taking account of context: how important are

household characteristics in explaining adult health-seeking behaviour? The case of Vietnam.

Health Policy Plan 23:397–407
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Chapter 19

Pharmaceutical Pricing in Europe

Sabine Vogler and Jaana E. Martikainen

Abstract How are medicine prices decided upon in European countries? Which

challenges do policy makers face? Which role do reimbursement aspects play in the

pricing process? Are there communalities and similarities between European coun-

tries? This chapter provides information on pharmaceutical pricing policies in 30

European countries, including all 28 European Union Member States. Key pricing

policies at ex-factory price level as well as in the supply chain will be presented.

Medicine price data will be provided as an illustrative snapshort.

19.1 Introduction

The right to health, including access to essential medicines, is a human right

(Hogerzeil 2004, 2006; Hogerzeil et al. 2006). To ensure access to essential

medicines, affordable prices are a major element, together with a rational selection

and use of medicines, sustainable financing and reliable health and supply systems

(World Health Organization 2004).

This is of relevance for all the countries the world over, no matter whether they

are low- and middle-income countries or high-income countries. European coun-

tries use the same principles in their pricing policies and funding strategies when

they aim to ensure providing their populations with safe, effective and high quality

medicines. Many European countries have universal coverage of health care and

they have advanced pricing policies. At the same time, they are continuously

adjusting their policies in order to achieve the policy aims, particularly in times

of economic hardship. This has been true especially during the recent years when
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Europe has been hit by the global financial crisis (Karanikolos et al. 2013;

Mladovsky et al. 2012; Stuckler et al. 2011; Vogler et al. 2011b).

European countries show overall similarities in pricing, as well as reimburse-

ment, though there are differences related to the specific policies (Vogler 2012c).

This chapter aims to offer an overview about pricing policies of medicines in the

out-patient and in-patient sectors in European countries. The purpose of this chapter

is not only to provide background information but also to contribute to an under-

standing needed when assessing medicine prices in Europe. Data of medicine price

comparison will be presented as illustrative examples. This chapter would provide a

snapshot of Europe pricing structure by providing a set of data.

19.2 Methodology

19.2.1 Scope of Countries

Europe has approximately 50 countries, the amount differs somewhat depending on

the used classification. As of 2014, 28 European countries are members of the

European Union (EU), with the latest candidate country, Croatia having acceded to

the EU in July 2013.

This European overview will focus on the 28 EU Member States, plus Switzer-

land and Norway, which are members of the European Free Trade Association

(EFTA) and have close links to the EU. Except for Bulgaria, Hungary and Romania,

which are upper-middle income economies, all remaining 25 EU Member States as

well as Switzerland and Norway are high-income countries according to the

classification of the World Bank (The World Bank 2014). Table 19.1 lists these

30 European countries of this chapter, listed in the order of their official abbrevi-

ation that we will use.

19.2.2 Data Sources

The information provided here is retrieved from published peer-reviewed articles

and from grey literature as well as from unpublished data sources, particularly from

information received directly from pricing policy-makers in the countries. A major

data source, particularly relevant to ensure recent data, is the Pharmaceutical

Pricing and Reimbursement Information (PPRI) network. This is a network of

competent authorities for pharmaceutical pricing and reimbursement of 42, mainly

European, countries (as of May 2014). A key aim of the PPRI network is to

exchange information and experiences on pharmaceutical pricing and reimburse-

ment policies (Vogler et al. 2014a). A major instrument to exchange information

among PPRI network members is the so-called PPRI network query that may relate

to specific policy questions (e.g. generic pricing policy (PPRI Network Members

2014)) and are regular queries such as the bi-annual ‘PPRI policy monitoring

queries’ to assess the policy changes in the European countries (WHO Collaborat-

ing Centre for Pharmaceutical Pricing and Reimbursement Policies 2014).
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Knowledge about pricing in hospitals in European countries was gained in

PPRI’s sister project Pharmaceutical Health Information System (PHIS) (Hoebert

and Mantel-Teuwisse 2011).

The information provided refers to the latest available date, as of the year 2014,

where possible.

Medicine price data shown in this chapter were provided by the Pharma Price

Information (PPI) service of Gesundheit Österreich GmbH (Austrian Health Insti-

tute) (Gesundheit Österreich GmbH).

This paper uses the terminology as defined in the glossary on pharmaceutical

terms developed by the WHO Collaborating Centre for Pharmaceutical Pricing and

Reimbursement Policies (WHO Collaborating Centre for Pharmaceutical Pricing

and Reimbursement Policies 2013).

19.3 Health Care Systems in Europe

The European countries offer universal coverage and provide at least basic health

care cost-free or against co-payments to the population. This is reflected in the

comparably high shares of public health expenditure. Figure 19.1 provides an

Table 19.1 Thirty European countries surveyed in this chapter

Country Abbrev.

Geographic

position Country Abbrev.

Geographic

position

Austria AT Central Ireland IE Western

Belgium BE Western Italy IT Mediterranean

Bulgaria BG Western Lithuania LT Nordic/Central—

Baltic

Switzerland CH Western Luxemburg LU Western

Cyprus CY Mediterranean Latvia LV Nordic/Central—

Baltic

Czech

Republic

CZ Central Malta MT Mediterranean

Germany DE Western The

Netherlands

NL Western

Denmark DK Nordic Norway NO Nordic

Estonia EE Nordic/Central—

Baltic

Poland PL Central

Greece EL Mediterranean Portugal PT Mediterranean

Spain ES Mediterranean Romania RO Central

Finland FI Nordic Sweden SE Nordic

France FR Western Slovenia SI Central—Balkans

Croatia HR Central—Balkans Slovakia SK Central

Hungary HU Central United

Kingdom

UK Western
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overview on the public funding of health expenditure in European countries. Most

European countries have at least two thirds, maybe even three quarters of health

expenditure publicly. However, the comparison to the year 2006 shows that, while

the proportion has increased in several countries, it has reduced in some others,

particularly countries (e.g. Ireland, Portugal, Hungary) which struggle with the

global financial crisis.

Health care systems are either tax funded or financed from social insurance

contributions, or a mix of both. In 19 European countries health care is organised

based on a National Health Service (NHS)/‘beverage system’, whereas 11 countries
have a social health insurance/‘Bismark system’ (Table 19.2). Central and Eastern

European countries (e.g. Hungary, Poland, Slovakia) have a social health insurance

which they implemented during the 1990-ties after their independence; before they

had a Shemasko model-based health care system.

HU
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Fig. 19.1 Share of public expenditure in percentage of total health expenditure in the European

countries in 2012, compared to 2006. Coverage: All European countries included in the OECD

Health Data 2014. CH Switzerland, IS Iceland, NO Norway, TR Turkey; for the other country

abbreviations see Table 19.1. No data on NL available; ES and PT¼ data as of 2011. Source:

OECD Health Data 2014 (OECD 2014)
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19.4 Pharmaceutical Systems in Europe

19.4.1 Competence at European and National Levels

Marketing authorization of medicines has been harmonized in the EU. The

European Medicines Agency (EMA) plays a key role supplemented by national

regulatory agencies in the Member States (see also Table 19.3). Pharmaceutical

pricing and reimbursement, however, is a national competence of the EU Member

States, although they have to comply with overall EU regulation. A major EU

provision in this context is the EU Transparency Directive (The Council of the

European Communities) that provides procedural rules (e.g. need of justification of

reason for the pricing and reimbursement decision by the competent authority,

possibility for appeal against the decision). A major requirement of the EU Trans-

parency Directive concerns time-lines: Competent authorities have to take a pricing

decision and a reimbursement decision within 90 days respectively, or in case of a

joint pricing and reimbursement decision within 180 days. The Transparency

Directive is currently under review.

19.4.2 Reimbursement and Funding

All European countries do a rational selection of medicines that are funded out of

public sources. The common term ‘essential medicine list’ (EML) is, however, not

generally used. European countries talk of a ‘positive list’, i.e. a list of medicines

that may be prescribed at the expense of a third party payer, or a ‘negative list’, its
opposite, for the out-patient sector. Positive lists are very common (applied, for

instance, in Belgium, France, Lithuania, Portugal, Slovakia), whereas negative lists

are only in place in Germany, Greece, Spain and UK (partially in addition to a

positive list). The reimbursement authority (cf. Table 19.3) decides on the appli-

cation of the marketing authorization holder whether a specific medicine is consid-

ered as reimbursable, i.e. eligible for public funding, or not. This decision is usually

based on a medical, pharmacological and economic evaluation. The number of

Table 19.2 Organisation of the health care system in Europe, 2014

Model Countries

National Health Service

(NHS)

CY, DK, ES, EL, FI, IE, IT, MT, NO, PT, SE, UK

Social Health Insurance

(SHI)

AT, BE, BG, CH, CZ, DE, EE, FR, HR, HU, LT, LU, LV, NL, PL,

RO, SI, SK

Source: Authors’ compilation based on PPRI Pharma Profiles (PPRI Network Members 2007-

2014a); updated and validated by PPRI network members
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medicines on the out-patient positive list varies between fewer than 1,000 medi-

cines (Cyprus, Estonia) to up to more than 9,000 medicines (Italy) (Vogler

et al. 2008). In some countries (e.g. Cyprus, Ireland, Malta) reimbursement eligi-

bility is linked to the population group.

In the in-patient sector, these lists of medicines for use in the hospital are

typically called Hospital Pharmaceutical Formularies (HPF). In many European

countries HPFs are decentralized at the level of the single hospitals, and the

hospital’s Pharmaceutical and Therapeutics Committee decides about the inclusion

of a medicine into this formulary.

In out-patient care, reimbursement eligibility of a medicine does not necessarily

imply full cost coverage by the public payer but patients are charged co-payments.

Austria, Croatia Denmark, Estonia, Finland, France, some regions in Italy, Poland,

Slovakia and UK charge a fee, and Denmark, Ireland, Malta (private sector) and

Sweden apply deductibles, i.e. an initial out-of pocket expense up to a fixed amount

or over a defined period of time by an insured person before partial or full cost

coverage by public or third party payer is reached. The most common co-payment

for reimbursable medicines is, however, the percentage co-payment. Except for

Austria, Germany, the Netherlands, Italy and UK, all other countries apply different

reimbursement and co-payments rates. Medicines are typically classified according

to the severity of the disease that they are intended to treat: Essential medicines, for

instance, are reimbursed up to 100 %, whereas medicines for less severe illnesses

are funded at lower percentage rates. Percentage co-payments may also be linked to

population groups (e.g. lower co-payments for vulnerable groups, e.g. in France,

Portugal). In Denmark and in Sweden the percentage co-payments are a kind of

deductible, and their rates decrease with patients’ increasing out-of-pocket expen-

diture within a calendar year.

In hospitals in European countries, patients do not co-pay for their medication.

In the European countries, pharmaceutical expenditure per capita in 2012 ranged

from USD 295 (in constant prices and at PPP; corresponding to € 212) in Denmark

and USD 311 (€ 223) in Estonia to USD 668 (€ 480) in Germany and USD

736 (€ 529) in Belgium. Since these data reflect the economic situation of a country,

the share of total health expenditure spent on medicines is another relevant indica-

tor in this respect. As Fig. 19.2 displays, there are again large variations: The share

of pharmaceutical expenditure as percentage of total health care expenditure ranges

from more than 30 % (Hungary) and around 25 % (Slovak Republic, Greece) to

around 9 % (Switzerland, Luxemburg) and 6–7 % (Denmark, Norway). The shares

tend to be higher in less affluent countries, in Central and Eastern European

countries, for instance.

19.4.3 Pharmaceutical Industry and Distribution

Some of the ‘big pharma countries’ are located in Europe. Europe’s ‘big five’ are
Germany, France, Italy, Spain and UK. In 2012, Europe’s research-oriented

19 Pharmaceutical Pricing in Europe 349



industry accounted for a total production of € 210 billion (leaders were Switzerland,

Germany, Italy, UK, Ireland and France), corresponding to a pharmaceutical

market value of € 163 billion (at ex-factory prices) and a total employment of

700,000 people (estimated data). In 2012, pharmaceutical industry invested € 30 bil-

lion in research & development (R&D) in Europe, which was higher than the

investment in the USA and it shows an overall increasing trend (EFPIA 2013).

In the European countries, despite a high share of public pharmaceutical

funding, pharmaceutical industry, wholesale and retail of medicines (with a few

exceptions, e.g. a few community pharmacies owned by municipalities in Italy) is

private. Pharmaceutical companies, wholesalers and pharmacies are private enter-

prises that conclude contracts with the public payers. Medicines are predominantly

dispensed to patients by community pharmacies. Doctors are allowed to dispense

prescription-only medicines to their patients in Austria, Cyprus, France, Hungary,

Hungary

Slovak Republic

Greece

Estonia

Poland

Slovenia

Portugal

Spain

Ireland

Belgium

Italy

France
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Germany

Finland

Sweden

United Kingdom
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Fig. 19.2 Share of pharmaceutical expenditure in per cent of total health expenditure in the

European countries in 2012, or latest available year. Coverage: All European countries included in

the OECD Health Data 2014. No data on Turkey available; UK¼ data as of 2008; the Netherlands,

Portugal and Spain¼ data as of 2011. Source: OECD Health Data 2014 (OECD 2014)
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Ireland, the Netherlands, Poland and UK even though only in Austria and in

Switzerland dispensing doctors are still relevant in quantitative terms (Vogler

et al. 2008; Kanavos et al. 2011a). In Cyprus, the Czech Republic, France, Hungary,

Lithuania, Malta, Norway, the Netherlands, Poland, Romania and in a few further

countries (Austria, Belgium, Germany, Italy, Portugal, Slovenia, UK) under spe-

cific conditions hospital pharmacies may act as community pharmacies and dis-

pense to out-patients (Vogler et al. 2010). In some countries (e.g. Ireland, Italy,

Portugal, Sweden, UK) some or all Over-the-Counter (OTC) medicines, which are

usually not reimbursed by public payers, may also be dispensed outside pharmacies,

e.g. in parapharmacies, grocery stores and at petrol stations (Vogler et al. 2012a;

Vogler 2014).

19.5 Competent Authorities

In some European countries, the responsibilities for marketing authorization, pric-

ing and reimbursement are split between three institutions (e.g. Austria), whereas

others countries (e.g. Italy) have one or two institutions that are in charge of these

tasks.

Marketing authorization and pharmacovigilance are typically the competence of

Medicines Agencies. Pricing is frequently the responsibility of the Ministry of

Health or Ministry of Social Affairs. A decade ago, the Ministry of Economics or

the Ministry of Finance used to be the pricing authority in some countries

(e.g. Czech Republic, Portugal), then this competence was transferred to the

Ministry of Health in some but not all countries. Reimbursement decisions tend

to be taken by the Ministry of Health and/or the social health insurance institution

(under the supervision of the Ministry of Health or Ministry of Social Affairs).

Pricing and reimbursement is frequently linked, particularly in those countries

where pricing and reimbursement decisions are taken in a joint process and/or by

one institution. Table 19.3 provides an overview of the relevant competent author-

ities for pharmaceutical competence. Some of the listed institutions are also in

charge of medical devices.

As a rule, pricing and reimbursement decisions are taken at national level and

are, with few exceptions, valid for the whole country. However, while funding for

medicines is decided at federal level, the actual payers of reimbursable medicines

are often located at regional level: the sickness funds (e.g. France, Poland) or the

regions (e.g. Italy, Sweden).

Health Technology Assessment (HTA) agencies, which assess (new) medicines

and have increasingly become important, particularly if value-based pricing (VBP)

is applied (see Sect. 19.5), are usually independent public institutions, not directly

involved in pricing and reimbursement decisions. Well-known HTA agencies in

Europe are NICE (National Institute for Health and Care Excellence) in England,

HAS (Haute Autorité de Santé/High Health Authority) in France and IQWiG

(Institut für Qualität und Wirtschaftlichkeit im Gesundheitswesen/Institute for

Quality and Efficiency in Healthcare) in Germany.
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19.6 Pricing in the Out-Patient Sector

19.6.1 Pricing at Ex-factory Price Level

Generally speaking, there is price control for reimbursable medicines in the

European countries; this means that government authorities set the price of a

medicine and/or indirectly influence it. For non-reimbursable medicines, which

are frequently OTC medicines, free pricing is permitted so that pharmaceutical

companies determine the price of the medicine they launch. In some European

countries price control applies to all medicines, and in others to specific groups of

medicines, e.g. to prescription-only medicines (see Table 19.4).

Prices are set at the ex-factory price level except for Cyprus, Denmark, Finland,

the Netherlands, Norway, Sweden and UK because these countries determine the

wholesale price.

In several European countries regulation provides for statutory pricing,

i.e. setting the price on a regulatory, unilateral basis. Only few European countries

(e.g. France, Italy) have price negotiations as the sole pricing procedure. In practice,

in many European countries statutory pricing is accompanied by negotiations,

particularly when it comes to reimbursement and (confidential) discounts may be

granted (Sect. 19.8).

Policy-makers can apply different criteria to decide on the price of a medicine. In

European countries, the key criterion in pricing decisions on new medicines is the

Table 19.4 Scope of price control for medicines at ex-factory price (or wholesalea) level in

European countries in 2014

Countries

Who decides on pharmaceutical prices?

State/authority

Pharmaceutical

company

CY, BE, EL, LV, LT, LU (6) All medicines –

AT, DE, DK, CH, CZ, EE, ES, FI, FR, HR, HU, IE,

IT, PL, SE, SK, SI, UKb (18)

Reimbursable

medicines

Non-reimbursable

medicines

BG, NL, NO, PT, RO (5) Prescription-only

medicines

Over-the-counter

medicines

MT (1) Medicines in the

public sector

Medicines in the

private sector

DKc (1) – All medicines

Note: This refers to on-patent medicines. Additional provisions are relevant for off-patent medi-

cines (cf. Sect. 19.9). Source: Authors’ compilation based on PPRI Pharma Profiles (PPRI

Network Members 2007-2014a), PPRI Posters (PPRI Network Members 2007-2014b), article on

Croatia (Vogler et al. 2011a), OBIG FP report on Romania (Leopold and Vogler 2010), PPRI/

PHIS database (PPRI Secretariat 2014a); updated and validated by PPRI network members
aCyprus, Denmark, Finland, the Netherlands, Norway, Sweden and UK do not set the price at the

ex-factory price level, but at the wholesale level
bUK has indirect price control via the Pharmaceutical Price Regulation Scheme (PPRS) that

regulates the maximum allowed profits for companies
cFree pricing but reimbursement limits (reimbursement prices) are regulated
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price of that medicine in other countries, or the ‘value’ of the medicines. The

practice of using the price(s) of a medicine in one or several countries to derive a

benchmark or reference price for the purposes of setting or negotiating the price of

the product in a given country is called external price referencing (or international

price benchmark), whereas pricing for new medicines based on the therapeutic

value which the medicine offers, usually assessed through health technology

assessment (HTA) or economic evaluation, is known under the concept of ‘value
based pricing’ (WHO Collaborating Centre for Pharmaceutical Pricing and Reim-

bursement Policies 2013; Leopold et al. 2012; Paris and Belloni 2013).

External price referencing (EPR) is a very common pricing policy in Europe. As

of 2014, 25 out of the 28 EU Member States (all but Denmark, Sweden and UK)

apply external price referencing, at least as a supportive tool, for new medicines

(see Fig. 19.3 for a map which also provides information on a few further European

countries). Typically, European countries refer to medicine prices of around three

to six countries, usually of similar or lower economic situation and sometimes

neighbouring countries. A few countries (e.g. Czech Republic, Slovakia) refer to all

other 27 countries of the European Union. While some countries (e.g. Austria,

Portugal) take the average price of the reference countries, others (e.g. Hungary,

Poland) take the lowest price in the basket as references or have some algorithm.

For instance, Norway, with a basket of nine countries, calculates the average of the

three lowest priced ones (Festöy et al. 2011). The change in the methodology of

EPR, particularly of the variety of the reference countries, was a rather frequent

Fig. 19.3 External price referencing in the European countries in 2014. Source: Authors’ com-

pilation based on PPRI Pharma Profiles (PPRI Network Members 2007-2014a), PPRI Posters

(PPRI Network Members 2007-2014b; Leopold et al. 2012), PPRI/PHIS database (PPRI Secre-

tariat 2014a); updated and validated by PPRI network members
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policy measure in recent years, probably in the response to the global financial

crisis, when reference countries were substituted by countries of lower economic

wealth to adjust for deteriorated economic situation in the country which applies

EPR (PPRI Network Members 2007-2014b; WHO Collaborating Centre for Phar-

maceutical Pricing and Reimbursement Policies 2014).

In addition, several European countries apply elements of value based pricing

(VBP) for new medicines, particularly when it comes to new high-cost medicines

with expected substantial therapeutic value. VBP for medicines means, broadly

speaking, that in the price setting for new medicines the value the medicine offers is

considered as assessed through health technology assessment (HTA) or economic

evaluation (Husereau et al. 2011). However, there is no widely accepted definition

as to what types of policies are in fact value based pricing systems. The OECD

recently assessed the value based pricing elements in 10 European and 14 other

OECD countries and concluded that all countries surveyed had a system in place

that assesses the added value of medicines (Paris and Belloni 2013). A narrower

understanding of VBP is that in addition to price setting of a medicine according to

its value this takes place in a system in which pricing and reimbursement decisions

are fully integrated. In such a case, VBP would be an alternative to EPR. According

to this narrow definition of VBP, only very few countries use VBP. Sweden

introduced VBP in 2002, and it applies three eligibility criteria in its pricing and

reimbursement decision: the human value principle, the need and solidarity princi-

ple and the cost-effectiveness principle (Redman and Köping Höggärd 2007).

England planned to implement VBP in 2014. While the new Pharmaceutical Pricing

Regulation Scheme (PPRS) which entered in force at the beginning of 2014,

embeds value assessment initiatives to be announced (Department of Health

2013), at the time of writing little is known about how the new pricing system

will look like in practice (a public consultation on value-based assessment by NICE

was closed end of June 2014).

19.6.2 Distribution and Taxes

In the European countries, regulation stipulates the maximum remuneration granted

to the stakeholders involved in pharmaceutical distribution—in principle, regula-

tion for pharmaceutical wholesalers and community pharmacies (in very few cases,

also regulation for dispensing doctors).

As stated above, Cyprus, Denmark, Finland, the Netherlands, Norway, Sweden

and UK set a medicine price at the wholesale level, and they do not have statutory

wholesale mark-ups. Wholesale margins are negotiated between the manufacturer

and the wholesaler, usually on a confidential basis. In these countries with no

statutorily regulated wholesale remuneration, ex-factory prices can, at best, be

calculated on the basis of an estimated average wholesale margin. Unlike wholesale

remuneration, all European countries but the Netherlands regulate the maximum

pharmacy remuneration. Wholesale and pharmacy remuneration regulation usually
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applies to all medicines, but is limited to reimbursable and prescription-only

medicines in some countries (Kanavos et al. 2011a).

Distribution remuneration can take different forms. Several European countries,

for example, opted for regressive wholesale and pharmacy mark-up or margin

schemes, which gradually decrease the add-ons for high-cost medicines. The

share of the price attributable to the distribution actors tends to be higher for

low-price medicines in regressive schemes.

In addition to classical linear or regressive mark-ups (add-ons) or margins,

pharmacy remuneration may also be designed independently from the price of the

medicine in a way that they grant a fee for service, such as in the Netherlands or in

the UK. Some European countries have combined a fixed fee per service (e.g. per

prescription dispensed) and a price-dependent funding (see Fig. 19.4) (Vogler

et al. 2014b).

Wholesale and pharmacy remuneration is typically regulated as maximum

remuneration. However, in practice, the maximum allowed pharmacy remuneration

corresponds to the actual remuneration. From a few Central and Eastern countries,

it is known that the maximum remuneration is not fully used, e.g. in the OTC sector,

which results in different prices of the same medicine across a country (Vogler

et al. 2008). This is also the case for medicines in a sector without regulation for

pharmacy remuneration. In France, for instance, prices of non-reimbursable med-

icines, with no regulated pharmacy remuneration, vary between pharmacies (per-

sonal communication).

Furthermore, the price of a medicine may be increased by duties and taxes,

which are known to account for a considerable part of the medicine price in middle-

and low-income countries (Cameron et al. 2009; Ball 2011; Levison and Laing

2003). In European countries, only the value-added tax is applied to medicines.

Fig. 19.4 Pharmacy remuneration in the European countries in 2014. Source: Vogler

et al. (2014b)
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Most European countries apply a value-added tax rate on medicines that is lower

than the standard rate. Some countries (e.g. France, Ireland, Sweden, UK) have

different VAT rates for reimbursable/prescription-only medicines versus

non-reimbursable/OTC medicines (Fig. 19.5).

19.6.3 Price Types

The usual price types for the out-patient sector are as follows:

• the ex-factory price (price set at the level of the manufacturer);

• the pharmacy purchasing price (price set at the level of the wholesaler); and

• the pharmacy retail price, also called ‘consumer price’ or ‘end price’ (set at the
level of the pharmacy).
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VAT on medicines standard VAT

Fig. 19.5 Value-added tax (VAT) on medicines in the European countries in 2014. Please note

that in FR, HR, LT and UK only the VAT rate for reimbursable medicines is displayed, in IE only

the rate for oral medicines, and in SE for prescribed medicines. Specification on different VAT

rates for different kind of medicines: FR: 2.1 % on reimbursable medicines, 10 % on

non-reimbursable medicines. HR: 5 % on reimbursable medicines, 25 % on non-reimbursable

medicines. IE: 0% on oral medicines, 23 % (external applications) and 13.5 % (low protein) on

non-oral medicines. LT: 5 % on reimbursable medicines, 21 % on non-reimbursable medicines.

SE: 0 % on prescribed medicines (prescription-only medicines and prescribed OTC medicines),

25 % on non-prescribed medicines. UK: 0 % on NHS medicines, 20 % on non-NHS medicines.

Source: PPRI/PHIS database (PPRI Secretariat 2014a); updated and validated by PPRI network

members
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The pharmacy retail price is sometimes also referred to as ‘public price’, to
indicate the price set for the public, i.e. consumers. We advise not using the term

‘public price’ because it could be misconstrued as a reference to the funding source

of a ‘public payer’.
In addition, the ‘reimbursed price’ or ‘reimbursement price’ refers to the max-

imum amount covered by public payers (usually social insurance or a national

health service). In European countries, the term ‘reimbursement price’ is not

explicitly indicated, except for Austria, which uses the term ‘sickness fund price’.
In other European countries, the reimbursement price can be derived from the

medicine price, usually the pharmacy retail price, by deducting the percentage

co-payments incurred by the consumers (all European Union Member States except

Austria, Germany, Italy, the Netherlands and UK have a specific percentage

co-payment, see above in Sect. 19.4). For instance, if the pharmacy retail price is

€ 100 and the reimbursement rate is 80 %, then the reimbursement price amounts to

€ 80. In this case, the patient is required to co-pay € 20, plus a prescription fee, if

applicable.

The reference price is a particular reimbursement price. A reference price system

is a reimbursement system in which identical or similar medicines (e.g. originator

medicines and generics) are clustered to a reference group, and a public payer

defines the maximum price (amount) that is reimbursed for all medicines clustered

to this group (WHO Collaborating Centre for Pharmaceutical Pricing and Reim-

bursement Policies 2013; Habl et al. 2008). A reference group can be clustered for

the molecule (Anatomical Therapeutic Chemical Classification level [ATC] 5), the

class (ATC Level 4) or the therapeutic area (ATC Level 3) (WHO Collaborating

Centre for Pharmaceutical Pricing and Reimbursement Policies 2013). The patient

is required to pay the difference between the reference price and the pharmacy retail

price, plus any further co-payments. For instance, in Portugal, the percentage

co-payment is also applicable to the reference price (Habl et al. 2008). As of

2014, 24 of the 30 surveyed countries had a reference price system in place.

19.7 Pricing in the In-Patient Sector

Hospitals are usually directly supplied by the pharmaceutical industry and, in some

cases, by wholesalers. Common procurement methods are tendering (usually done

by the hospitals, in some countries also central tendering) and direct negotiations

(Vogler et al. 2010, 2013b).

In contrast to the out-patient sector, only one official price type is applicable for

the in-patient sector. This price, which can be called ‘official hospital price’ in
international price comparisons (Vogler et al. 2010), generally corresponds to the

ex-factory price or, in the case of delivery by a wholesaler, to the wholesale price,

which includes the wholesale mark-up. Actual prices can be lower due to discounts

and rebates (see below Sect. 19.8).
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19.8 Role of Discounts and Similar Arrangements: Official

Versus Actual Prices

Discounts and rebates can be arranged both in the out-patient and in the hospital

sectors, and they are granted by the suppliers to the purchasers, which might be the

public payers or private distribution actors in the supply chain.

Discounted prices are especially known from the hospital sector. Large dis-

counts and rebates are offered on specific medicines to the hospitals. In some

European countries, cost-free medicines are permitted, so hospitals can obtain

medicines even at a price of zero Euro. Discounts and rebates, including a cost-

free supply, have been observed, particularly for medicines, where competitors

have come onto the market, and whose use might be required for long-term

treatment (Vogler et al. 2010, 2013b). As a result, the actual hospital price is of

greater relevance than official hospital prices, as the hospital’s pharmaceutical bill

is composed of what the hospital actually spends on medicines.

In general, particularly in the light of the global financial crisis, discounts and

rebates granted to public payers have increasingly been gaining importance.

According to a survey of European countries (Vogler et al. 2012b) as of 2011,

discounts and rebates are granted to public payers by pharmaceutical companies in

25 of the 31 European countries surveyed (out-patient sector in 21 countries and

in-patient sector in all 25 countries). The most common discounts and rebates are

price reductions and refunds linked to sales volume, but types such as in-kind

support, price-volume agreements (i.e. price is linked to the sales volume) and risk-

sharing agreements (i.e. payments by industry or price cuts are foreseen if the

expected therapeutic benefit cannot be achieved) are also in place. A mix of various

types of discounts and rebates is common. Risk-sharing and further managed-entry

agreements that attempt to manage uncertainty are on the rise in several European

countries, such as UK (patient access schemes), Italy, the Netherlands, Poland and

the Baltic States (Espı́n et al. 2011; Adamski et al. 2010).

With regard to discounts and rebates granted along the supply chain (e.g. from

wholesaler to pharmacies, from pharmacies to consumers), legal provisions may

either forbid them at all (e.g. Germany) or may stipulate specifications, e.g. the

maximum amount of discounts and rebates granted (Kanavos et al. 2011a). In

France, for example, pharmacies are permitted to obtain a maximum discount of

2.5 % on reimbursable medicines from wholesalers, whereas the limit is 17 % for

reimbursable generics (Lopes et al. 2011).

In general, discounts and rebates tend to be agreed on a confidential basis. As a

result, the actual prices are lower than the official list prices (at ex-factory or

wholesale price level). This has an important policy implication because, as

explained in Sect. 19.6, external price referencing is a major pricing policy in the

European countries, but countries refer to higher list prices.
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19.9 Generic Pricing Policies

Specific pricing policies as well demand-side measures apply related to generics

and are used in European countries (Table 19.5).

Several European countries require generics—and other ‘follower products’—to

be priced at a defined percentage lower than the originators—a policy called

‘generic price link’. This is a form in ‘internal price referencing’, i.e. the practice

of using the price(s) of identical or similar products in a country for pricing and/or

reimbursement decisions. The stipulated percentage at which generics have to be

priced lower than the originator and further methodological specifications vary

between the countries. Austria and Estonia, for example, specify that not only the

first ‘follower’, but also all additional followers and the original products are

required to lower their price. Since 2005, Norway has used the ‘stepped price

model’ (‘Trinnprismodellen’) to incrementally reduce the price of a medicine

according to pre-defined rates, depending on sales volumes. The first reduction

occurs after a medicine has lost patent protection.

Countries that do not have a generic price link policy but rather rely on

competition to reduce generic prices have been found to potentially have larger

price differences among generics, compared to countries with generic price link

policies (Vogler 2012a).

Generic pricing policies are supplemented by further, usually demand-side

measures, to increase generics’ uptake. Most European countries either have

generic substitution (i.e., the practice of substituting a medicine with a less expen-

sive medicine, often containing the same active ingredient(s)), or INN prescribing

(i.e., prescribing medicines by its active ingredient name instead of the brand name)

in place, however, usually on a voluntary and not mandatory basis (Vogler 2012b;

WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Poli-

cies 2014).

19.10 Price Reviews and Changes

In addition to determining the market entry prices, prices may be reviewed and

adjusted after the launch of a medicine. Price reviews can be undertaken together

with a reimbursement review; or reimbursement reviews are done as stand-alone

procedures. In France, for instance, any medicine included in the positive list will

be re-assessed after 5 years to decide whether the reimbursement status and

reimbursement level will be renewed. In addition, France had a few waves of

reimbursement reviews related to specific therapeutic classes (Lopes et al. 2011).

Reviews might be necessary to check whether the provisions agreed in specific

arrangements were met, e.g. in managed-entry agreements. In the stepped-price

system in Norway (cf. Sect. 19.9), the maximum reimbursement price level is

automatically reduced in stages (steps) following patent expiry, and prices are
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cut: the size of the price cuts depends on annual sales prior to the establishment of

generic competition and the time since competition had been established (Festöy

et al. 2011). Price reviews might be stipulated in external price referencing regu-

lation because during the first price comparison prices might not be available in all

reference countries but rather in high-price countries (particularly Germany) since

for strategic reasons medicines tend to be launched in high-price countries (Danzon

et al. 2005; Leopold et al. 2012; Kyle 2007; OECD 2008). In Austria, for instance,

the regulation provides that the average EU price can be determined if price data

from at least half of the Member States are available; otherwise an evaluation for

updated information is required every 6 months (with a total to up to two evalua-

tions) (Bundesministerium für Gesundheit 2008).

The legislation of some European countries requires to regularly review regu-

lated medicine prices (e.g. Portugal—on a annual basis (Teixeira and Vieira 2008)).

However, limited capacity may lead to authorities refraining from doing price

reviews, or other arrangements (e.g. price cuts agreed with the industry) might be

taken instead.

Limited capacity to monitor prices was suggested by an analysis on the impact of

price cuts in Greece and Spain on other European countries which refer to these

countries: It showed that the price reductions were not automatically translated into

price decreases in referencing countries as expected. One of the possible explana-

tions was that countries did not regularly monitor the medicines prices in the other

countries (Vogler et al. 2011c; PPRI Secretariat 2014b).

In addition to these regular price revisions, ad-hoc price reviews can be

performed, usually with the aim of price adjustments. This was observed in some

countries in recent times, particularly in response to the global financial crisis. Price

cuts were among the most common pharmaceutical interventions during the last

years (Vogler et al. 2011b). Between January 2010 and February 2011, Greece

applied quarterly price reviews followed by price cuts, and Lithuania imposed price

cuts of between 10 and 11 % on non-reimbursable medicines. Similar price cuts

were enforced in Portugal, Czech Republic and Iceland (Vogler et al. 2011b). In

Spain, prices of original medicines and orphan medicinal products were cut by

7.5 % and 4 % respectively (Martinez et al. 2010). In Finland, for cost-containment

reasons, prices of all reimbursed medicines not included in the reference price

system were cut by 5 % in February 2013 (KELA 2013).

19.11 Medicine Price Data

Based on what has been said previously, data of medicine prices are presented as

illustrative examples in this section. This is not intended as comprehensive infor-

mation but should provide a snapshot of European pricing structure.
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19.11.1 Medicine Price Comparison: An Example

Figure 19.6 highlights the differences in medicine prices in European countries:

The ex-factory prices per unit (e.g. per tablet, vial) of three medicines are compared

in 16 European countries. These are interferon beta 1a (with a median ex-factory

price per unit of € 191.5, bosentan with a median price of € 39.5 and the

combination product levodopa and decarboxylase inhibitor (DDCI) with a median

price of € 0.10). In order to compare products of these different price levels, data

are presented in an indexed way, with the median price taken as 100. In the case of

interferon beta 1a Greece displays the lowest price in this comparison, and Ger-

many the highest; the relevant countries are the Netherlands (lowest) and Denmark

(highest) for bosentan, and Belgium (lowest) and Sweden (highest) for levodopa

+DDCI. Overall, prices in Greece, Spain, Hungary and UK ranked rather low,

whereas prices in Germany, Sweden, Denmark and Austria were rather high. This

pattern of high-price and low-price countries was also shown in other price studies

on European countries (Brekke et al. 2010; Kanavos et al. 2011b; Kanavos and

Vandoros 2011; Leopold et al. 2013).

Data in Fig. 19.6 refers to on-patient medicines only, and to officially published

list prices that do not take into account discounts and rebates. The impact of

discounts and rebates as well as of patent expiry on medicine prices will be

shown in the following.
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Fig. 19.6 Ex-factory prices per unit of 3 medicines in 16 European countries, as of April 2013

(median price indexed as 100). Interferon beta 1a: n¼ 16; bosentan: n¼ 15, no data on Portugal

available, levodopa +DDCI (decarboxylase inhibitor): n¼ 15, no data on Spain available. Only

data of on-patent medicines (levodopa +DDCI also had generics on the market in some countries

at the time of the survey). In DK, FI, NL, SE and UK ex-factory prices are computed via average

wholesale margins since they are not regulated. Calculation of € for non-Euro countries (DK, HU,

SE and UK) with the exchange rate as of March 2013. Source: Pharma Price Information (PPI)

service of Gesundheit Österreich GmbH; analysis and presentation: the authors
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19.11.2 Discounts

As stated in Sect. 19.8, discounts and rebates granted by pharmaceutical industry to

third party payers are common in European countries. However, discounts and

rebates are usually not taken into consideration in price comparisons and price

setting decisions based on external price referencing since they are usually kept

confidential.

In Germany pharmaceutical industry is statutorily required to grant ‘manufac-

turer discounts’ to the sickness funds; these ‘manufacturer discounts’ are published.
Figure 19.7 shows the differences when such discounts are taken into consideration.

As example we chose ipilimumab, a high-cost medicine with a median ex-factory

price of 17,000 € per unit. Without considering discounts, Germany was one of five

countries that had the median price, and only UK had a slightly higher price per

unit. If the German ‘manufacturer discounts’were considered, the ranking changed,
and the ex-factory price in Germany was the lowest one in comparison. We

conclude that medicines prices are most likely to be, sometimes significantly,

different if discounts and rebates granted to third party payers were revealed and

could thus be considered.
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Fig. 19.7 Ex-factory prices per unit of ipilimumab (on-patent medicine) in 11 European coun-

tries, with and without the consideration of manufacturer discounts in Germany as of spring 2013

(lowest price indexed as 100). In DK, FI, NL and UK ex-factory prices are computed via average

wholesale margins since they are not regulated. Calculation of € for non-Euro countries (DK and

UK) with the exchange rate as of March 2013. Source: Pharma Price Information (PPI) service of

Gesundheit Österreich GmbH; analysis and presentation: the authors

19 Pharmaceutical Pricing in Europe 363



19.11.3 Generics: Price Dynamics After Patent Expiry

In European countries, the originator medicine tends to stay on the market when

generics come to the market. Figure 19.8 displays the differences in originator and

generic ex-factory prices for two medicines: the immunosuppressant

mycophenolate mofetil and the antidepressant venlafaxine. We see comparably

high price differences of, in some cases, more than 80–90 % in some European

countries, particularly in the Netherlands and UK, but also in Denmark and

Germany. For several years, these countries have been applying a range of mea-

sures to enhance generic uptake (see also Sect. 19.9), and these countries are also

known to letting generic competition work (Vogler 2012a). In Spain there is no

difference between the originator price and generic price for both selected medi-

cines. It might be speculated that the originator company lowered its price before

the market entry of competitors.

19.11.4 Further Price Levels

Figure 19.9 confirms that the add-ons (wholesale margin, pharmacy margin and

value-added tax) make up a relevant part of the final medicine price (pharmacy

retail price gross). Roughly speaking, the ex-factory price accounts for around 20 %

of the price, wholesale remuneration for another 20 %, and the pharmacy
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Fig. 19.8 Price differences between originator and comparable generics at ex-factory price level

per unit of two medicines in 16 European countries, as of June 2013 (in per cent). mycophenolate

mofetil: n¼ 16; venlafaxine: n¼ 15 (SE—only data for generics available, not for the originator).
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exchange rate as of May 2013. Source: Pharma Price Information (PPI) service of Gesundheit

Österreich GmbH; analysis and presentation: the authors
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Fig. 19.9 Shares of ex-

factory price (abbreviated:

ex-fact), pharmacy

purchasing price (PPP) and

pharmacy retail price (PRP)

net and gross of the total

medicine price of three

medicines in European

countries, as of April 2013

(in per cent). Interferon beta

1a: n¼ 13; IE, NL and UK

not included (no PRP in IE,

NL and UK); bosentan:

n¼ 11, BE, IE, NL, PT, UK

not included (no PRP in BE,

IE, NL and UK; no price

data in PT), levodopa

+DDCI (decarboxylase

inhibitor): n¼ 13; ES, NL,

UK not included (no PRP in

NL and UK; no price data in

ES). Only data of on-patent

medicines (levodopa

+DDCI also had generics

on the market in some

countries at the time of the

survey). In DK, FI, NL, SE

and UK ex-factory prices

are computed via average

wholesale margins since

they are not regulated.

Calculation of € for

non-Euro countries (DK,

HU and SE) with the

exchange rate as of March

2013. Source: Pharma Price

Information (PPI) service of

Gesundheit Österreich

GmbH; analysis and

presentation: the authors
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remuneration and the value-added tax for another 30 % respectively. However,

there are variations among the countries and the products. Many European coun-

tries have regressive wholesale and pharmacy remuneration schemes, and, as a

result, the relative shares of the ex-factory price are lower compared to other price

components. This is reflected in the examples shown, with levodopa +DDCI as a

low priced medicine (median¼€ 0.10 ex-factory price per unit) compared to

bosentan (median¼€ 39.5) and interferon beta 1a (€ 191.5). The data show

relatively high shares related to the pharmacy remuneration in Austria, France

and Italy, whereas this price component is comparably low in Germany and

Hungary, at least for higher priced medicines. The wholesale remuneration is

comparatively high in Greece. Though these are single examples, price analyses

for a larger basket of medicines, done by the PPI service, confirm this pattern.

19.12 Current Developments

Overall, European countries apply price control for medicines that are, at least

partially, funded by public payers. All European countries struggle to provide

equitable access to essential and, if possible, further medicines to their population

despite tight budgets. In addition, the global financial crisis hit hard some of the

European countries which had to impose austerity measures to comply with the

provisions of funding institutions. The recent and expected launch of high-cost

medicines, e.g. orphan medicines to treat rare diseases and oncology medicines, for

instance, has become a major challenge for all European countries.

EU Member States have the competence to nationally decide on their pharma-

ceutical pricing and reimbursement policies. The methodological details of the

selected practices differ but in general most European countries chose the same

pricing policy options. External price referencing is the major pricing policy in the

European countries. Even it was expected to come to an end soon (Seiter 2010), due

to its limitations, it apparently will continue to play a major role in the future to

come. At the same time, countries aims to achieve savings, which can be invested in

rewarding innovation and financing high-cost medication, through generic promo-

tion (generic pricing policies accompanied by demand-side measures) and the

increased use of health technology assessments and pharmaco-economic evalua-

tions to better assess the value, or added benefit, of new, particularly high-cost

medicines. However, value based pricing as the sole pricing policy is an exception

in European countries.

In order to have access to price information, pricing authorities have established

departments involved in accessing medicine prices or checking price data submitted

by the industry. In Austria, according to the General Social Insurance Law the

national public health institute Gesundheit Österreich GmbH (GÖG) is responsible

for checking at request the medicine price data submitted by industry to the Federal

Ministry of Health (Bundesministerium für Gesundheit 2008). To do so, GÖG has

established a Pharma Price Information (PPI) service (Gesundheit Österreich

GmbH) which provides independent medicine price information in 30 European

countries. Additionally, competent authorities of European countries have been
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involved in the development of a European price database, the so-called Euripid

database: After 4 years of European Commission funding (2009–2013), Euripid is

now maintained as joint effort of 24 EEA (European Economic Area) countries

involved, under the lead of the Hungarian Social Health Insurance institution OEP

and GÖG (Andert and Schröder 2011; Bouvy and Vogler 2013), updated informa-

tion based on personal communication).

In recent years, confidential discounts and rebates have increasingly become an

issue of debate. Pricing authorities are aware about distortionary effects on trans-

parency due to the rising use of discounts, rebates and further arrangements

(e.g. managed-entry agreements), and about the risk of overpaying when they

reference to list prices. In 2011, the European Social Insurance Platform (ESIP)

called for a transparent manner regarding ‘real’ prices, including price strategies of
pharmaceutical industry and rebates negotiated by Member States (ESIP and AIM

2011). In spring 2014, Germany changed their procedure of external price

referencing and reference to the ‘real’ discounted prices.

Another development with regard to pricing and procurement policies is an

increased awareness for procurement in the in-patient sector and for an improved

medicines management at the interface of the out-patient and in-patient sectors.

Typically, pricing authorities are solely in charge of out-patient pricing policies.

However, it has been increasingly acknowledged that the start of a therapy in

hospitals impacts the further medication in the out-patient sector (Björkhem-Berg-

man et al. 2013; Gallini et al. 2012; Schröder-Bernhardi and Dietlein 2002;

Stuffken 2011; Vogler et al. 2010, 2013a). To improve interface management,

cooperation initiatives and new funding models are required. There are few good

practice examples, e.g. joint reimbursement lists for the out-patient and the

in-patient sectors in European countries; these include joint reimbursement lists

and joint reimbursement committee in Stockholm County Council (Gustafsson

et al. 2011) and in Scotland (Herms and Rutledge 2002).
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remuneration in Europe]. Gesundheit Österreich Forschungs- und Planungsgesellschaft mbH,

Vienna

WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies (2013)

Glossary of pharmaceutical terms. Update 2014. Vienna

WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies (2014)

Pharmaceutical policy monitoring exercise with national competent authorities represented

in the PPRI (Pharmaceutical Pricing and Reimbursement Information) network. Bi-annually,

latest update: February 2014 (unpublished)

World Health Organization (2004) Equitable access to essential medicines: a framework for

collective action. WHO policy perspectives on medicines

370 S. Vogler and J.E. Martikainen

http://data.worldbank.org/about/country-classifications/country-and-lending-groups
http://data.worldbank.org/about/country-classifications/country-and-lending-groups
http://dx.doi.org/10.5639/gabij.2012.0102.020
http://dx.doi.org/10.2174/1876824520130426001
http://dx.doi.org/10.1016/j.hlpt.2014.01.001
http://dx.doi.org/10.1016/j.hlpt.2014.01.001


Chapter 20

UKHealth Technology Assessment and Value

Based Pricing

Emma E. Morrison and David J. Webb

Abstract All state funded healthcare providers have to ensure that they provide

value for money and avoid wasting money on less cost-effective interventions. The

National Health Service (NHS) is the largest public-funded healthcare service in the

world, and as a consequence has developed an international reputation for

Healthcare Technology Assessment (HTA). The challenge to provide safe, effec-

tive drugs on a budget has underpinned the development of cost-saving measures

including cost-utility analysis, providing an assessment of cost-effectiveness that

can successfully compare the societal value of disparate interventions and their

effect on disease states.

In this chapter, we discuss the evolution of HTA in the UK and how financial

pressures have driven a review of how we pay for drugs. Value Based Pricing

(VBP), and latterly Value Based Assessment (VBA), have been proposed as novel

approaches to updating drug pricing in the UK. These schemes aim to ascertain the

perceived value of a drug with reference to societal utility and reimburse drug

companies accordingly, with the aim of balancing affordability and innovation. We

address VBP methodology, cost-effectiveness thresholds, pricing, the need for

evidence and VBP experience beyond the UK. Rejuvenating our approach to

drug pricing and replacing an outdated system is an invaluable opportunity, yet

care must be taken not to inadvertently limit access to cost-effective drugs for those

who need them.

20.1 Drug Pricing

Providing public-funded healthcare is complex. Pharmaceutical companies (sellers)

need to price their products to cover the costs of drug discovery, development and

manufacture, marketing and further R&D, while at the same time providing a

sufficient return to investors. Healthcare providers (purchasers) want to provide a
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range of treatments at a price that offers good value for money and is affordable.

Patients (end-users) want access to safe and effective drugs, but are less concerned

about what this might cost. These concerns are asymmetric, and create tension,

mainly between healthcare services and patients.

Half the world’s spending on patent-protected drugs is in the US and conse-

quently the global pharmaceutical industry sets drug prices using the US as the

main reference market. Referencing is used to maintain consistent drug prices and

avoid parallel imports between countries. The US spends more money per capita on
health than in any other country, with this expenditure increasing at a greater rate

annually (Fig. 20.1). To avoid these financial challenges to effective healthcare

provision, many countries use a variety of cost-saving measures, including: high

generic use; employing formularies of preferred products; approval of cost-

effective drugs using health technology assessment (HTA); and patient access

schemes (PAS) to improve value for money. To this mix can now be added the

broader scheme of value based pricing (VBP).

20.2 The UK National Health Service

The National Health Service (NHS) is the UK healthcare structure, originally

created in 1948. Mainly funded by government through central taxation, the NHS

provides a comprehensive range of healthcare services, free at the point of use for
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residents of the UK. This service is comprised of four systems: NHS (England),

NHS Scotland, NHS Wales, and Health and Social Care in Northern Ireland.

The NHS is currently ranked as one of the best healthcare providers worldwide,

demonstrating a strong performance in equity, efficiency, quality of care and access

to services (Davis et al. 2014). Particularly of note is the delivery of effective, safe,

and patient-centered care, despite spending a comparatively low percentage of the

UK gross domestic product on health. After 60 years of operating as the largest

public healthcare system in the world, the UK serves as a price referencing

benchmark. The cost of a drug in the UK market has a far-reaching impact, beyond

that of sales generated locally, on healthcare markets worldwide. Among the EU

member states that use external reference pricing, the UK is the most frequently

referenced (Leopold et al. 2012) and, as a result, UK patients have benefitted from

early access to new drugs (Collier 2007).

20.3 Pharmaceutical Price Regulation Scheme

Although generic drugs make up almost 75 % of the prescriptions in the UK, they

cost much less than branded drugs, so expenditure on generics is only 35 % of the

total NHS spend on medicines (NHS Information Centre 2013). In 2012, spending

in NHS (England) was around £100,000 million ($174 billion), with 8 % spent on

drugs (NHS Information Centre 2013; HM Treasury 2012). Since 1957, expendi-

ture on branded therapeutics has been controlled by the Pharmaceutical Price

Regulation Scheme (PPRS) and the profit made by industry from patent-protected

drugs is agreed between the Association of the British Pharmaceutical Industry

(ABPI) and the Department of Health (DoH). This profit is renegotiated on a five-

yearly cycle. The scheme has come under increasing scrutiny over recent years and

a major report by the Office of Fair Trading (OFT) recommended reform, proposing

the PPRS was inadequate in containing costs and encouraging innovation. The OFT

backed a move away from price-control towards drug pricing on the value of the

potential health benefits provided (OFT 2007; Collier 2007).

20.4 Healthcare Technology Assessment

Distributive justice describes the philosophical approaches to societal resource

distribution. There are three contrasting approaches. Firstly, libertarianism

describes the concept that it is the responsibility of an individual to provide

healthcare for themselves and the responsibility of the state to ensure the means

to do so. This is largely achieved through private healthcare systems funded by the

individual, often through insurance schemes. Secondly, egalitarianism centres on

provision of all possible healthcare interventions to society, a clearly unaffordable

ideal. Lastly, utilitarianism is an approach focused on maximum efficiency of
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resource allocation. This approach provides the greatest benefit to the greatest

number but does not distinguish the needs of an individual. Total utilitarianism

overlooks areas of health inequality and does not allow resources to be channelled

towards rare diseases or orphan drugs, due to their usually high cost and low

contribution to population health. HTA uses a utilitarian approach but has the

ability to modify distribution of resources to target areas of perceived need. This

approach to HTA is the fairest at a societal level but does not address the rule of

rescue ‘the powerful human proclivity to rescue a single identified endangered life,
regardless of cost, at the expense of any nameless faces who will therefore be
denied health care’ (Osborne and Evans 1994).

HTA is most commonly undertaken using cost-utility analysis, although alter-

natives exist (Table 20.1). HTA is required to provide good value for money, and to

avoid spending on less cost-effective technologies that reduce the opportunity to

invest in those of greater value. Cost-utility analysis of a drug is most commonly

Table 20.1 Characteristics of different methods of HTA

Method

Unit of

cost

Effect

measured Evaluation Benefits Limitations

Cost-utility

analysis

Monetary Cost per

unit of

utility

i.e. QALYs/

DALYS

Cost of qual-

ity and quan-

tity of life

gained by an

intervention

Allows compar-

ison of disparate

measures

(‘apples and
pears’) and
combines more

than one aspect

of health

Complexity in

assessing effect

Cost effec-

tiveness

analysis

Monetary Natural

units (Life

years

gained/dis-

ease or

deaths

prevented)

Relative

effectiveness

to achieve

same

outcome

Intuitive Cannot be used

to compare

cost-

effectiveness

across different

disease states.

Only one out-

come is

measured

Cost-benefit

analysis

Monetary Monetary

units

Resource

consumption

to achieve the

same

outcome

Allows compar-

ison across

interventions

Cannot ascer-

tain quality of

life in monetary

value

Cost-

minimisation

analysis

Monetary Not appli-

cable, effect

is presumed

to be

equivalent

Least cost

comparison

of

programmes

with the same

effect

Straight-

forward

Few interven-

tions achieve

the same effect

Modified, with permission, from Polinder et al. (2011) (DALYs Disability Adjusted Life Years,

QALYs Quality Adjusted Life Years)
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calculated using Quality Adjusted Life Years (QALY); a measure of disease burden

that includes both the quality and the quantity of life gained. The QALY is used to

calculate the Incremental Cost Effectiveness Ratio (ICER)—the ratio of the change

in costs to incremental QALY gained with a therapeutic intervention, compared to

best existing therapy. Resources are limited in any public healthcare system and

QALYs assign equal social value to an intervention, aiming to overcome subjec-

tivity and allocate funds fairly. QALYs are ascribed to an intervention to facilitate

fair comparison of competing programmes across different diseases and

populations. They also enable comparison between new and established treatments.

QALY are ascribed a numerical value, 1 year of full health is given a numerical

value of 1, death a value of 0. Health state scoring systems (e.g. EQ-5D, HUI2,

SK-6D) are used to generate an estimate of QALY impact if not in full health.

EQ-5D, a self-reported questionnaire completed by patients using a choice-based

elicitation technique, is the health state utility value most commonly used by NICE

(Brazier and Rowen 2011). Concerns about validity exist in areas of healthcare in

which patients may have difficulty in responding meaningfully e.g. dementia or

extreme ill health (Brazier and Longworth 2011).

HTA can be additionally weighted to favour disease states or sub-populations. If

efficiency were to be the single driver for weighted QALYs, those contributing to

society through their higher productivity would be weighted higher than those who

contribute less; i.e. using a utility-weighted QALY (Dolan and Tsuchiya 2006).

Age is also a factor when considering utility: productivity of young adults would be

ascribed a higher utility than children or the elderly. An alternative approach is

equity-weighted QALYs, targeting healthcare towards defined subgroups, aiming

to improve the health of a population by raising the minimum health rather than

improving the average. Possible considerations include favouring low socioeco-

nomic subgroups (where multi-morbidity is high) or children.

The use of QALYs as an economic tool in HTA has been the subject of high

profile debates in both public and professional forums. QALYs cannot take into

account multi-morbidity or overall distribution of illness at a societal level. One

difficulty is ascertaining who can and should, fairly and independently, establish the

value of health and illness (Whitehead and Ali 2010).

20.5 The National Institute for Health and Clinical

Excellence and Associated UK Bodies

Evaluating economic evidence for a drug, and judging clinical and cost effective-

ness, is central to any publicly funded healthcare system. In the UK, three bodies

undertake HTA, providing clinical and cost effectiveness advice to their respective

NHS system. The National Institute for Health and Clinical Excellence (NICE) was

formed in 1999 to appraise the clinical use and cost-effectiveness of drugs and

currently provides advice for NHS (England) and Health and Social Care in

20 UK Health Technology Assessment and Value Based Pricing 375



Northern Ireland. NICE only appraises drugs, typically in the context of reviewing

management of a single disease, referred by the UK government’s Department of

Health (DoH). In Scotland, since 2002, the appraisal of all new drugs, including all

new formulations and indications, for which manufacturers seek a licence is

undertaken by the Scottish Medicines Consortium (SMC). In Wales, the All

Wales Medicines Strategy Group (AWMSG) appraises all newly licensed medi-

cines, formulations and indications not on the NICE work programme. NICE

decisions are mandated, whereas those of SMC are advisory. The SMC publishes

decisions more quickly than NICE. This has led to the use of single technology

assessment to hasten NICE’s decision-making process, but is still far slower,

especially for cancer drugs (Ford et al. 2012). In general, the outcomes of the

reviews at NICE, SMC and AWMSG are remarkably, and reassuringly, similar.

Where differences have occurred, these can generally be attributed to whether a

subset of the indication has been approved for a submission that has been rejected

by the other body, or in relation to variations in time to evaluation, because the

evidence base for evaluation usually grows over time, providing more confidence in

clinical effectiveness (Table 20.2) (Bennie et al. 2011; Cairns 2006). Since its

formation, NICE has gained a worldwide reputation for independence and objec-

tivity through application of rigorous analytical methodology to HTA, and SMC

has developed an assessment process that is sufficiently cost-effective to make

other countries consider adopting it. Decisions from both are widely ‘noted’ by

Table 20.2 Characteristics of the UK HTA agencies (AWMSG has a similar role to the SMC,

appraising all newly licensed medicines, formulations and indications not reviewed by NICE)

NICE SMC

Established 1999 2002

NHS system NHS (England) and NHS

Wales

NHS Scotland

Referrals Technologies referred by

the Department of Health

All UK newly licensed medi-

cines/formulations/indications

Meetings Twice monthly (in public) Monthly (closed meeting)

Number of technologies

reviewed in 2009 (Ford

et al. 2012)

21 66

Time to Decision (months)

(Ford et al. 2012)

Mean 21.40 (range 2–77) Mean 7.35 (range 1–44)

Budget in 2013/2014 (Wilsdon

et al. 2014)

£12 million £1 million

Approval rate (with or without

restriction; Ford et al. (2012))

91.1 % 80.4 %

Resubmissions Rare Encouraged when new evi-

dence emerges

Appraises Orphans Yes (no specific policy) Yes (uses ‘modifiers’)

Patient Access Schemes (2013) 42 46

Role of industry HTA information indepen-

dently assessed by NICE

HTA case from the manufac-

turer reviewed by SMC
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health services outside the UK. In part due to the UK’s application of HTA, UK

pricing of the most commonly prescribed branded products is now lower than

12 comparator countries (DoH 2012).

When the ICER is too high to allow a positive recommendation, ‘modifiers’ can
be used to allow greater flexibility in certain circumstances. In Scotland, these can

be used to allow acceptance of a higher ICER and a similar system exists for NICE.

SMC ‘modifiers’ include: substantial improvement in life expectancy; substantial

improvement in quality of life; a sub-group of patients who may derive extra

benefit, to which the drug can be targeted; absence of other therapeutic options;

possible bridging to definitive therapy; and licensed medications that are alterna-

tives to unlicensed products already established in clinical practice (SMC 2013).

The SMC may also accept greater uncertainty in the health economic evaluation of

orphan drugs, defined as a medicine ‘licensed for treating or preventing life-
threatening rare diseases affecting fewer than 5 in 10,000 people in the
European Union’ (EMA 2014a).

The cost effectiveness threshold is not a cut off: those drugs above threshold are

likely to be rejected and those below threshold are likely to be accepted; but the

threshold cannot be absolute. Distributive justice and clinical judgement usually

prevail, and the threshold should instead be considered a sigmoid shaped cost-

acceptability curve (Rawlins 2013). NICE currently uses a threshold of £20,000 per

QALY ($34,000), a limit that is considered by many to be too high. Estimations of

the marginal cost of a ‘life year’ saved is quite low, at around £8,000 ($13,600) for
circulatory disease and £13,100 ($22,270) for cancer (Martin et al. 2007); this

discrepancy likely reflects palliative intervention in the latter situation. Using a

higher cost per QALY benchmark causes a displacement of cost, with the funding

ultimately having to be withdrawn from another area of healthcare. However, since

the QALY threshold has remained unchanged since 1999, not reflecting changes in

inflation over the same period, in relative terms the threshold has drifted down

substantially.

20.6 Patient Access Schemes

Patient access schemes (PAS) enable price reductions for drugs otherwise refused

by HTA agencies on grounds of poor cost-effectiveness. A PAS is proposed by a

pharmaceutical company and agreed with the appropriate authority, with the aim of

improving cost-effectiveness, and enabling a positive recommendation.

In 2002, NICE conducted an appraisal of acetate glatiramer and beta-interferon

for multiple sclerosis, ultimately refusing the drugs on the basis that the cost per

QALY was estimated at £380,000–780,000 ($646,000–1,326,000) (NICE 2002).

This decision was overturned by government following media coverage, and much

lobbying from pharma and patient organisations, with the resultant multiple scle-

rosis ‘risk sharing scheme’ costing £50–100 m ($85–170 million) per year (Raftery

2010). Bortezomib, in 2007, was similarly refused by NICE on the basis that it
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substantially exceeded the cost per QALY threshold. In response, Johnson and

Johnson, its manufacturer, agreed to ‘payment by result’, with the cost reimbursed

to the NHS if the patient did not have an adequate response to treatment (Garber and

McClellan 2007). Treatment failure was defined by failure to achieve a 25 % drop

in serum M protein by the fourth cycle (Breckenridge and Walley 2008). Techni-

cally at least, this enabled the drug to be stopped earlier in non-responders,

improving the cost-effectiveness of the intervention.

These proposals heralded the advent of PAS in 2009, two different types of

which are currently in use: finance-based schemes, where the NHS receives a

discount, and performance-based schemes, where the reimbursement is based on

agreed clinical outcomes. Companies can propose finance-based schemes involving

price cuts, which may take the form of a simple discount through to more complex

offers of free stock at various stages of patient treatment. Alternatively, patient

targeting can be used, with refunds provided if a patient fail to respond to treatment,

improving cost effectiveness by correlating price to clinical outcome. At present,

NICE have 42 PAS, 29 of which are simple discounts (NICE 2014a). SMC has

46 PAS, 43 of which are simple discounts. Crucially, discounts due to PAS are

confidential, so drug companies can maintain the higher ‘list price’ in other

countries.

Performance-based schemes involve clinical criteria for a ‘positive’ outcome

proposed by the manufacturer. These schemes are intended to address issues of

inadequate clinical evidence of benefit at the time of approval (Towse 2010).

Approaches include a risk-sharing scheme in which price adjustment occurs in

response to evolving evidence of benefit in clinical practice, in a manner

pre-approved by NICE; a rebate scheme in which the list price of a drug will revert

to a pre-agreed lower range if it does not perform as expected in clinical practice

(the company consequently also pays a rebate); and a discounted introductory price

in which the discount is lost if the company delivers evidence to support the list

price of the drug. Performance-based schemes are unlikely to be effective for the

NHS because they are dependent on physicians reporting treatment failures (Webb

2011). Even IT-based systems using hospital coding and measurement of outcome

have proven to be ineffective (Green and Wintfeld 1993), so reporting by medical

staff seems unrealistic and unfair. Evidence from drug safety surveillance has

already identified lethargy as a principal factor associated with spontaneous

under-reporting (Lopez-Gonzalez et al. 2009).

In 2010, when the UK government established the Cancer Drugs Fund with the

government bill Equity and Excellence—Liberating the NHS (DoH 2010a), £200 m

($340 m) per year of governmental funds were allocated to support use of cancer

drugs rejected by NICE due to high cost per QALY, a move not supported by the

views of the UK general public (Linley and Hughes 2013). Later, in 2011, NICE

relaxed the cost-effectiveness criteria affecting end-of-life-drugs, raising the QALY

threshold for patients with a short life expectancy, if the intervention would likely

extend life by more than 3 months. This decision was based on the assumption that

the UK public would favour HTA weighted towards patients receiving end-of-life

care. However, this assumption is being increasingly challenged (Collins and
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Latimer 2013; Shah et al. 2014). Whilst patient access to these medications is much

improved, government intervention to amend the standard NICE process has

evolved into an expensive experience. It is sobering to reflect that the Multiple

Sclerosis Risk Sharing Scheme, the Cancer Drugs Fund and the end-of-life decision

making scheme have together cost the NHS almost £1,000 million ($1.7 billion),

equivalent to 10 % of the annual NHS spend on drugs (Raftery 2013).

20.7 Value Based Pricing (VBP)

In 2007, a VBP system for drugs was proposed (OFT 2007) to provide a broader

definition of value, update the current model of NICE appraisal, replace PPRS and

staunch the fierce criticism surrounding negative decisions by NICE affecting

access to new medicines. New arrangements were made to address these issues

and bring prices and benefits in line, prioritising a move away from a drugs budget

and towards a health budget (Sussex 2012).

20.8 What Are the Principles of VBP?

When framing VBP, the UK Health Secretary, Andrew Lansley said ‘we will move
to an NHS where patients will be confident that, where their clinicians believe a
particular drug is the right and most effective one for them, then the NHS will be
able to provide it for them’ (Boseley 2010; Webb 2011). The value of a drug would

be derived from the effect of expenditure for each drug on overall utility at a

societal level. Pharmaceutical companies would then be reimbursed according to

this perceived value of the drug. The VBP approach aimed to overhaul HTA by

rewarding additional factors that offer added value to society. These included wider

societal benefit (such as the ability to return to work and benefit to carers), unmet

clinical need, innovation and burden of illness (defined as ‘as the number of QALYs
lost by a patient because of their condition’ (NICE 2014b)).

The original UK VBP scheme was to be spearheaded by a Commission on the

Value of Medicines, comprising NICE, SMC, AWMSG and the MHRA, and for

HTA to be done by NICE, SMC and AWMSG (OFT 2007). Once a drug price had

been determined by the Commission, the DoH would approach the manufacturer

and negotiate a price, although it was anticipated the Commission would eventually

subsume this step. This approach was consistent with a single UK price for

medicines (Webb 2011).

Conceptually, the VBP approach has merit; accounting for direct and indirect

benefits of therapy that are not captured using more traditional assessments of cost-

effectiveness. Such VBP is designed to avoid high costs for drugs that have only

moderate benefits, to encourage innovation, to provide a stable environment, and
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give an incentive for the pharmaceutical industry to focus drug development in

areas of unmet clinical need (Webb 2011).

20.9 Key Issues

The perceived benefits of VBP, though desirable, remain largely theoretical in

clinical practice. What evidence we do have of advantages from VBP are largely

limited to case studies and have to be interpreted accordingly. The risks of VBP,

similarly limited by lack of evidence, pose a threat to its implementation. Concerns

that a new VBP system might undermine the better-established cost-benefit frame-

work could ultimately be its greatest weakness (Dixon et al. 2011).

20.9.1 VBP Methodology

Consideration of burden of illness, wider societal benefits, and a judgement of

future productivity and resource consumption, are additions to the concept of value,

yet concerns exist regarding the methodology underpinning VBP (Claxton

et al. 2008). The ‘wider societal benefit’ criterion represents a constitutional

problem for most state-funded healthcare systems (Raftery 2013). Firstly, the

NHS constitution is clear that services are dictated by clinical need and not by an

individual’s ability to pay (DoH 2013). If social utility becomes a ‘modifier’ for
value, inevitably public funds will be channelled towards those with the potential

for employment, skewing the system to favouring an individual’s future income.

Secondly, cost implications of future employability are very different depending on

the methodology used (Claxton et al. 2008). It seems inevitable that some diseases

and treatments will be favoured. Drugs extending survival in highly dependant

states will accrue a higher cost per QALY in comparison to treatment that enables

employment or reduced care requirements (Raftery 2013). This is particularly

relevant if survival, but not productivity, improves. For example, a patient with

dementia requiring fewer carers due to treatment would be prioritised over a patient

with cancer, who may survive longer but not experience a change in resource

consumption.

Where VBP is deployed, care will have to be taken to ensure that treatments

currently available to patients remain accessible (DoH 2010b). This is difficult if

consistent value is to be ensured. Clearly these inequalities and their unintended

consequences resulting in removal or denial of treatment would lead to painful and

difficult discussions with any patient or family. This has been resolved in the UK by

reviewing only new drugs with the new VBP system, enabling access to medica-

tions accessed on the old HTA analysis for an interim period (DoH 2010b).
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20.9.2 Cost Effectiveness Threshold

The responsibility of assessment authorities like NICE is to reliably signal what is

of value. At present, it is the responsibility of the manufacturer to present a body of

evidence and a fixed price for their drug. NICE’s decision-making is therefore

limited to agreement, refusal or limiting use to a defined subgroup but notably these

decisions must be at this fixed price. The VBP scheme centres on reimbursement of

the drug company of the value perceived by the healthcare provider. The price is

negotiable and, as a result, could result in more drugs being made available to more

patients. Under the VBP system, manufacturers may price to the upper cost

threshold, resulting in a higher ICER. Conversely, drugs currently refused due to

above-threshold ICERs may become available due to price negotiation. The net

resultant effect would be greater availability of drugs at the detriment of increasing

average cost per QALY (Webb and Walker 2007). Pricing to threshold would

therefore result in either fewer total QALYs available to the health service, or a

higher total drugs spend.

The cost-effectiveness threshold has a pivotal role in any healthcare assessment

system. This system has to be rigorous, transparent and based on independent

scientific analysis (The Health Committee 2008; Raftery 2013), criteria not always

seen in practice. Only if this is ensured, can any disputes between assessment

authority and manufacturer be resolved through explicit scientific questioning and

further investigation (Claxton et al. 2008). Although a VBP scheme would result in

refusals and restricted use, the responsibility would be appropriately shared

between industry (for not accepting the value of the drug ascribed by HTA), and

the assessment authority (for not being able to afford the wider use of drugs).

20.9.3 Pricing and Need for Evidence

There is no clear consensus on the type of evidence required for the value of a drug

to be derived, or whether it can be effectively derived after it has been is approved

for use. If the information gathered might have a negative effect on perceived value,

positive initial guidance would clearly influence a manufacturer’s incentive to

gather further information. A VBP scheme would need a dynamic approach to

on-going evaluation, with mandatory participation. In this circumstance, cluster

control groups within the national framework would be unethical, because they

would result in variation of patient access to treatment. Use of placebo, and

recruiting patients to large blinded trials, would be impractical on the scale

required. The onus therefore should be on drug companies to collate information

and, as evidence emerges, VBP decisions would be reviewed; so-called ‘coverage
with evidence development’ (Hutton et al. 2007). If clinical effectiveness and value
cannot be proven in practice, then the price of the drug ought to be reduced,

reflecting the lack of certainty surrounding its cost-effectiveness (Claxton
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et al. 2008). Furthermore, the quality of the evidence should be taken into account

when initial pricing decisions are made, favouring drug companies that invest in

high-quality clinical trials over those that do not (Claxton 2007).

This issue of accessing new drugs in a timely manner under conditions of

acknowledged uncertainty is addressed by adaptive licensing (AL). AL provides

a flexible approach to drug regulation by ensuring evolving information of benefit

and harms in clinical practice. This would involve prospectively planned, stepwise

evaluation and licensing of a new drug to target areas of doubt and improve clinical

knowledge (Eichler et al. 2012). The European Medicine Agency (EMA) is cur-

rently undertaking a pilot project to explore the AL approach in clinical practice

(EMA 2014b). Caution must be exercised with this regard as early licensing and

shortened review times have been associated with negative outcomes, including

drug safety withdrawal from market (Darrow et al. 2014). Furthermore, previous

experience in implementing drug withdrawals from clinical practice, due to lack of

proven efficiency, resulted in public opposition and delay in implementation (FDA

2011).

20.9.4 Value of Innovation

In Canada, 80 % of the rise in drug expenditure between 1998 and 2003 was

attributed to ‘me-too’ drugs, new medicines that ‘didn’t offer a substantial improve-

ment over existing drug products’ (Morgan et al. 2005). One of the principal drivers

for changing to VBP is to encourage innovation whilst containing cost. The

pharmaceutical industry is concerned that relinquishing price freedom to the reim-

bursement system of VBP would favour breakthrough drugs over more incremental

innovation (ABPI 2011). Me-too drugs have arguably improved cost effectiveness

over recent decades. As an example, the ICER for antihypertensive therapies has

decreased to an extent that the initial breakthrough drug would not be available

today using current HTA criteria (Refoios Camejo et al. 2012); the reduction of the

ICER likely reflecting a combination of reduced rate of adverse drug reactions,

improved clinical effectiveness and industry competition. The clinical potential of

an innovative technology cannot be fully recognised at the outset and attempts to do

so could result in paying twice, once for innovation and then again for the additional

clinical benefit (judged by clinical effectiveness), and may encourage investments

that are not worthwhile (Claxton et al. 2008). If a drug is innovative enough to

change outcome for patients, this benefit should already by captured using HTA

approaches without any additional reimbursement for innovation.

Engagement between drug companies and government is clearly pivotal to

inward investment, allowing a drug company’s host nation to benefit from this

profitable industry. Of particular note in the UK, countries that play host to drug

companies also need to balance the costs of healthcare against the revenue from

national industry. Drug pricing in the UK is used as a reference range for Europe,

with patients often benefitting from earlier access to novel therapies (Collier 2007).
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Pricing reform in the UK may result in this reference price being driven down,

consequently causing a delay in, or even avoidance of, companies seeking a UK

licence. This would be particularly relevant if the incremental benefit afforded by

the drug was felt to be small (Taylor and Craig 2009), and, ultimately, could

adversely affect UK patients.

In the UK, the Department for Business, Innovation and Skills (BIS) supports the

UK science and research industry to help economic growth. £4,600 million ($7,820
million) per annum funding for research, development and innovation is invested

through funding for science, appropriated by BIS between different sectors (Depart-

ment for Business, Innovation and Skills 2014). On this basis, and given the remit of

the NHS, it is hard to see why it should be asked to fund innovation, beyond the

benefit it brings to patients.

20.10 Value Based Assessment

Despite early enthusiasm about VBP from DoH and ABPI, the initial proposals

have evolved into something very different: value based assessment (VBA). VBP

would have been a radical departure from currently negotiated pricing whilst VBA

consists of only two new factors (burden of illness and wider societal benefits)

added to the existing mix. DoH has attempted to estimate burden of illness using

patient surveys, but the results have been viewed as inconsistent (Raftery 2012). Of

note, patient surveys have underpinned one of the principal constraints of QALYs:

failure to capture aspects of health in some disease states. Wider societal benefits

will be assessed from demographic estimates provided by the DoH (Raftery 2013).

VBA will only affect new drugs launched after 2014 and will include a 5-year

pricing deal, including a initial 2-year price freeze agreed with the relevant phar-

maceutical company. The pharmaceutical industry responded critically to these

proposed changes, stating ‘a critical opportunity has been missed to improve the
health of the British public . . . [and] has failed to break down the barriers which are
currently preventing patients from being treated with the most cutting edge and
effective new medicines available’ (Kearney et al. 2013).

In June 2013, the UK Government handed control of VBA to NICE, whilst the

DoH retained control of price negotiation, meaning little change to the current UK

HTA scheme. This has followed the Health and Social Care Act 2012, evolving the

responsibilities of NICE to incorporate social care, a change hallmarked by

rebranding to the National Institute for Health and Care Excellence (still NICE).

Standards and guidance for social care are provided using an evidence-based

model. This move underlines the potential for NICE to oversee quality-standards

outside healthcare and provide guidance on wider social issues.

The delay in implementation of a UK VBP scheme has led to speculation that it

may never materialise (Fernando and Moss 2013). Certainly, it seems to have been

less political support since the replacement of Andrew Lansley as Secretary of State

for Health.
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20.11 Experience Elsewhere

The Act for Reform of the Pharmaceutical Market for Medicinal Products

(Arzneimittelmarkt-Neuordnungsgesetz; AMNOG) was introduced in Germany in

2011. This represented a move to VBP as a cost-saving measure, similar to a rebate

PAS. Under the new system, Germany’s branded drugs can be launched at a free

market price for 1 year, time in which pharmaceutical companies have to prove the

value of new pharmaceuticals in clinical practice when compared to existing

offerings. If, at the end of a year, the threshold of value is achieved on this evidence,

companies can charge a premium; if not, prices are set in line with drugs achieving

a similar effect, which includes cheaper generics. Following implementation of

VBP, the price of patent protected drugs in Germany dropped significantly,

resulting in a knock-on effect on the rest of Europe as reference prices were driven

down. This has been met with accusations of inequality from the pharmaceutical

industry (The Economist 2013). As a consequence of the drop in patent-protected

drug prices, some companies have refused to seek a German market licence (Cullen

2011).

The Swedish healthcare system was updated in 2002 and includes a reimburse-

ment scheme. Following its introduction, an intrinsic problem with under-

prescribing has emerged from the Swedish system, highlighting the difficulties in

VBP implementation. Reimbursement decisions are taken at a national level, but

decisions on indication are undertaken regionally. This has resulted in restricted

prescribing, due to regional cost containment concerns, for indications in which the

drug has proven value (Persson et al. 2012).

VBP remains largely theoretical, and pivotal conclusions have been drawn from

a handful of case studies. One seminal study concluded that VBP allowed for

effective risk-sharing of investment (between healthcare services and industry)

and sufficient patient access to pharmaceuticals (Willis et al. 2010). The experience

from Sweden would certainly suggest an overall cost saving following national

implementation of VBP but, during this time, similar patterns of reduced drug

expenditure were seen in European countries not using VBP (European Commis-

sion 2012). Reallocation of revenue will undoubtedly occur with VBP but this does

not necessarily translate into saving in overall spend, especially if there is pricing to

the threshold (Webb and Walker 2007).

Given diverse approaches to implementation, VBP in other countries has

afforded little insight as to how a UK system could be shaped and the effects it

could have. The pharmaceutical industry will certainly closely monitor the devel-

oping situation in Europe, alongside patient groups concerned about limiting access

to health technologies and higher drug bills.
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20.12 Future Focus

The opportunity to replace an out-dated pricing system with a newer, value based

one still has attractions. Healthcare provision has already benefited from HTA and

PAS, but improvements could be made. Significant benefits in reduced drug spend,

enhanced innovation and diversion of development to areas of unmet clinical need,

could result from a VBP scheme. Although the concerns surrounding VBP may be

occasionally construed as scaremongering, the dangers of compromising the

established healthcare system cannot be understated and concern about this risk

may undermine future reform. The pharmaceutical industry is clearly concerned

about adverse effects on profitability, and may obstruct such developments. Ulti-

mately, the risk of such a scheme would be shouldered by the patient and could

adversely affect public health.
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Chapter 21

Drug Prices and Incentives to Innovation

by the Pharmaceutical Industry

Rosella Levaggi and Paolo Pertile

Abstract In the recent past, pharmaceutical expenditure has been steadily increas-

ing, but the productivity of the sector—measured as the number of New Molecular

Entities (NMEs)—has been decreasing. In this chapter we review and analyse the

price regulation policies that are currently used by regulators worldwide and we

will describe the salient features of these policies from a public health point of view.

We will also discuss this in terms of their impact on innovation.

21.1 Introduction

Total expenditure for drugs across OECD countries in 2011 was estimated over

USD800 billion, accounting for around 17 % of current health spending, with large

variations across countries. Between 2000 and 2009, average spending on pharma-

ceuticals rose by around 50 % in real terms (OECD 2013), although it declined

slightly in the following years because of the economic crisis.

Pharmaceutical price regulation is very heterogeneous across countries and

includes, for example, direct price regulation through a negotiation process

(e.g. France and Italy) and indirect price regulation through limits on reimburse-

ment under social insurance programmes (e.g. Germany and Japan) (Danzon and

Chao 2000; Capri and Levaggi 2007). The market is far from perfectly competitive

even in systems where the role of the public sector is more limited. For instance, in

the US pharmaceutical companies need to lobby big insurance companies to list

their drugs among those that are reimbursable.
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Regulatory objectives are characterized by the trade-off between incentives to

R&D investments for the industry and value for money for consumers. Regulatory

solutions also seem to be changing over time; bargaining processes between the

industry and the regulator, with uncertain outcomes, tend to be replaced by more

transparent mechanisms with more predictable outcomes, such as reference pricing

(Dickson and Redwood 1998), cost-effectiveness thresholds (Jena and Philipson

2008; Appleby et al. 2009), value based schemes and risk sharing agreements

(De Pouvourville 2006; Cook et al. 2008; Adamski et al. 2010; Appleby

et al. 2009).

The use of regulation, whatever the form it takes, is the subject of some

controversy. Opponents argue that strict regulation may adversely affect incentives

to develop new and better products because producers are not adequately reim-

bursed for the investments needed to bring new drugs to the market (Danzon and

Chao 2000). The sharp decrease in the productivity of R&D spending from the

industry is often referred to as evidence. In 2003, pharmaceutical companies

invested more than US$33 billion in R&D worldwide compared to about US$13
billion just a decade before, but the number of new molecular entities (NMEs)

approved by the Food and Drug Administration (FDA) in the US declined from

53 in 1996 to only 26 in 2010 (PhRMA 2011). DiMasi et al. (2003) report evidence

of an increasing trend in the average R&D cost of new drugs. More recently,

Pammolli et al. (2011) have empirically investigated the decline in productivity

of the pharmaceutical industry since 1990 and argued that pricing mechanisms may

be responsible for this decline.

On the other hand, public health care expenditure growth is a major concern for

policy makers across industrialised countries. In Europe, where about 75 % of

pharmaceutical expenditure is public, Governments are responding to the budgetary

pressure resulting from the price dynamics with more stringent price regulation

(Carone et al. 2012; Panos et al. 2010; OECD 2011).

The trade-off between access to new health care technologies and expenditure

affordability has been extensively investigated by the literature. In most of these

contributions the availability of innovations is taken as a fact. However, the body of

empirical literature referred to above suggests that this should not be taken as

granted.

In this chapter, we are taking a closer look at regulation by comparing several

approaches to price regulation. In particular, we will study price setting through

listing and we will compare it with other instruments such as the use of cost

effectiveness thresholds, value based pricing and risk sharing arrangements. Our

analysis aims to highlight the properties of alternative regulatory policies with

respect to the balance between short-run objectives such as expenditure control

and long-run incentives to investment in R&D.
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21.2 The Problem Faced by the Regulator

The market for new drugs is not perfectly competitive for several well-known

reasons.1 The demand side is characterized by uncertainty on the effectiveness of

the drug and patients’ inability to translate their need for improved health into the

demand for a specific treatment. The ensuing agency relationship between the

patient and the physician2 means that choice of the drug is largely entrusted to

the latter, with a possible distortion of the market. Finally, the presence of a form of

insurance (either private or public) means that patients do not pay for drugs directly.

On the supply side, the market competition is limited by patents and severe

restrictions and controls in the production and marketing process. The combination

of all these market failures makes it closer to the monopoly-monopsony model than

to perfect competition.

Regulation takes place in a highly uncertain environment, and involves several

agents with different levels of information. The distinction between efficacy and

effectiveness is fundamental for a better understanding of the problem. Efficacy is

the theoretical improvement in health that can be obtained through health care. For

drugs, efficacy corresponds to the impact on relevant patient outcomes, as observed

in a clinical trial. Effectiveness is the actual impact that will be experienced by

patients receiving the treatment through the real medical practice. Ideally, the

effectiveness of a new drug should be very close to its efficacy. What is observed

in practice is that effectiveness is often lower than efficacy. In some cases, the

difference is unexpectedly large.3 This complicates the task for the regulator,

because pricing is usually decided on the basis of efficacy, but the actual benefit

for patients depends on effectiveness. This source of uncertainty can well be

asymmetric: in fact the industry may have better information than the regulator

on the likely gap between efficacy and effectiveness. The reported efficacy of the

drug increases the probability of being listed and, possibly, of obtaining a high

price.

The number of patients to consider eligible for the use of the new drug is, at least

to some extent, an additional choice that the pharmaceutical company has to make.

A larger number of patients may reduce the probability of approval, due to the

increased impact on the insurer’s budget. However, conditional on adoption, it also
increases profits.

Let’s consider the case of a new drug that is about to be launched on the market

and should be made available to n patients. To keep the example simple we assume

that the efficacy of the drug is the same for all patients eligible for the treatment and

that it does not depend on the number of patients actually treated. Due to

1 Zweifel et al. (2009), Chap. 12.
2 See Barigozzi and Levaggi (2008) and references therein.
3 There may be several reasons for this, including patient compliance, interactions among different

drugs in patients with co-morbidities and the behaviour of physicians that may prescribe drugs also

to patients that will not fully benefit from the drug.
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uncertainty on effectiveness, the benefit of the drug may vary in the range (0,B) with
an expected value equal to b. The monetary value of one unit of the health benefit is

equal to λ, so that λbn is the total expected health gain, in money terms. Since we

assume, without loss of generality, that there are no other drugs that can treat these

patients, this is also the monetary value of the incremental benefit. Let’s also

assume that the marginal cost to produce the drug is c. Before this, the company

has paid I, which is the cost of developing the new product.

The price level defines how the gains—monetary and related to better health

outcomes—are split between consumers and the industry. The first component is

defined as consumer surplus and can be written as:

S ¼ λb� pð Þn;

while the second (producer surplus) is the profit for the pharmaceutical company:

Π ¼ p� cð Þn� I:

A price close to λb means that there is hardly any gain for patients, whereas the

company profits are comparatively large.4 On the other hand, a price very close to

cmeans that the industry will make a limited profit and may not be able to cover the

sunk investment I. This raises the issue of whether a sufficient incentive is provided
to the industry to make further investments in R&D.

The regulatory framework is complicated by additional considerations:

• the potential gap between efficacy and effectiveness that was discussed above,

on which the company could be better informed;

• the asymmetry of information between the regulator and the industry. The

willingness to pay for health gains may be private information to the regulator,

while c and I can be observed only by the industry.

In this framework, defining an optimal policy for adoption and pricing of new

products is very difficult. Below we present some of the solutions that are currently

used by regulators in different countries, and discuss the main implications of the

choice.

21.3 Pricing Through Listing

The schemes used to list new drugs are country-specific mechanisms whose essen-

tial features are the following:

4Of course, patients are often insured. In this case the argument remains valid, although the cost

will be borne by the insurer.
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• the pharmaceutical company faces uncertainty on the decision made by the

regulator

• a lower Incremental Cost-Effectiveness Ratio (ICER) and a lower expected

impact on budget positively affect the probability of success (Zaric and O’Brien
2005)

The industry applies for listing and proposes a price; the regulator may accept it

or not. The decision depends on the value of the ICER. Assuming that no alternative

treatment exists for the patient, the ICER can be written as

ICER ¼ p

b

As mentioned in Levaggi (2014), we assume the existence of a range of values of

the ICER such that the probability of the drug being approved is positive, but the

regulator could still decide not to list it. If the drug is too costly, the regulator has no

interest in reimbursing it because consumer surplus goes to zero. The upper limit of

the range is:

T ¼ λb

b
¼ λ

Let the lower limit of the range be denoted by the parameter β, which is set by the

regulator. If the ICER is less than β the regulator always lists it. For prices in the

range pλ< p< pβ the regulator may agree to list the drug or not, and the probability

is directly related to the distance between the ICER proposed and λ. Let’s assume

that the probability of being listed can be described by the following function

Pr ¼ λ� cE
λ� β

;

where cE ¼ p
A=2. The probability is equal to zero for ICER¼ λ. In this case the price

of the new drug is so high that society would not have any benefit, and the drug is

not listed. For ICER¼ β the drug is such good value for money that the regulator

always lists it. In this environment the industry will ask for the price that maximises

its expected profit.

Barros and Levaggi (2011) and Levaggi (2014) showed that this system is not

welfare maximizing, although it allows a price to be set such that the benefits from

innovation are equally split between patients and the industry. The reason is that the

regulator, in the quest to avoid the industry tasking for the maximum price, ends up

not listing some drugs which are good value for money. This second best strategy

has been referred to in the literature5; in some contexts it may be the only second

5 See Dulleck and Kerschbamer (2006). For applications to health care see Barigozzi and

Levaggi (2008).
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best option for the regulator, but in the market for drugs there may be better

alternatives.

This system has several drawbacks: it lacks transparency, its outcome depends

on the bargaining abilities of the actors, it may lead to relevant differences in the

payment for unit of effectiveness across drugs, and it may not guarantee good value

for money. This may lead regulators to delay listing in order to reduce uncertainty

and get better value for money (Griffin et al. 2011).

21.4 Value Based Pricing

Value-based pricing is a strategy which sets prices primarily on the value, perceived

or estimated, to the customer rather than on the cost of the product or historical

prices. These schemes are far from new; Loeb and Magat (1979) have suggested

their use for public utility while Gravelle (1998) has presented possible application

to drug pricing. In this section we will present different ways that have been used by

regulators to implement these schemes.

21.4.1 True Value Based Schemes

In this case, the price is set according to a “pure” value based scheme and the price

of the new drug strictly depends on the (incremental) cost-effectiveness of the new

drug. The price of the new drug will then be

p ¼ vλb

where vλ is the maximum price the regulator is willing to pay for a unit of

effectiveness and v< 1. Danzon et al. (2013) show how value based schemes can

be used to determine the price of new drugs at international level. In particular, vλ
depends on the income of each country and the level of insurance. The price will be

higher the higher the income and the lower the elasticity of demand, which in this

model is related to the level of insurance protection (either private or public).

21.4.2 C/E Threshold

The idea behind C/E threshold schemes is to reduce the uncertainty and the welfare

loss deriving from listing processes (see Sect. 21.3). As we noted in the previous

section, listing has some important drawbacks: it forces the regulator to deny listing

to some drugs even if they are good value for money; the price may be significantly

affected by the bargaining power of the parties negotiating. In this case, the
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regulator only sets a level of the ICER beyond which it will not grant listing, thus

eliminating the uncertainty which is typical of the listing process. If we use the

notation of the previous section, the maximum ICER is equal to λ; hence the

maximum price will be

pmax ¼ λb

Any price below this level will grant the industry listing, i.e. the reimbursement

of the new drug. The industry can then set the price of the new drug as in the listing

process, but in this case it knows that if it asks p< pmax listing will be granted.

However, if the industry was granted this price, all the benefit from introducing

the new drug would be turned into profit for the industry. For this reason, the

regulator may set a lower threshold level, ρλ (with 0� ρ� 1). The scheme reduces

the uncertainty with respect to the listing process, as long as ρλ can be observed by

the industry. R&D costs do not play any explicit role in this framework (Jena and

Philipson 2008, 2009). This means that different drugs with the same effectiveness,

but potentially very different production/research costs, would be paid the same

price. This may provide an incentive for the industry to invest in R&D only in the

most profitable areas. One way to tackle this problem would be to tailor thresholds

to the type of drugs. In other words, the regulator may decide a specific ρ for each

sub-market, but this process is highly discretionary.

21.5 Risk Sharing

Once the drug has been introduced, almost all regulatory systems require greater

effort in the post-marketing monitoring of drugs, not only from a purely medical

perspective (De Pouvourville 2006). Public authorities, in fact, schedule procedures

to control the drug for possible side effects. Until recently only few regulators had

verified the real ex post value for money of the drug. This failure to verify efficacy

and volume ex post creates perverse effects on the regulatory system. The industry,

in fact, may have an interest in overestimating the efficacy and underestimating the

number of people that will benefit from the drug in the listing process, as long as

these parameters are not monitored ex-post by the regulator.

In general, verifying the discrepancy between efficacy and effectiveness may be

very costly because of the number of patients involved and the tests needed to

determine the drug’s effectiveness. In areas where the patient’s response to a drug

can be objectively measured, such as oncology, monitoring may be less compli-

cated than in others. In Italy, for instance, a specific registry for expensive cancer

drugs has been created and for some of these drugs a variety of risk-sharing

schemes are applied.6 The patient is registered in the website and treatment is

6 See http://antineoplastici.agenziafarmaco.it/
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initially paid for by the Italian NHS (Servizio Saniario Nazionale). If treatment fails

(disease progression or unacceptable toxicity at or before the agreed time), the

pharmaceutical company reimburses (money or corresponding amount of drug) the

whole delivered treatment or a set percent of it. An example for the UK is Janssen-

Cilag’s Velcade (bortezomib, see NICE 2007) in which patients who demonstrate a

50 % response rate at first relapse are eligible to continue treatment on the NHS,

otherwise the manufacturer refunds the NHS. Adamski et al. (2010) review the

principal agreements in this area and argue that there are two types of risk sharing:

performance-based and financial-based contracts.

Performance-based contracts focus on the effectiveness of the new drug,

whereas risk-sharing financial-based agreements involve expenditure

considerations.

A performance-based risk-sharing agreement can be illustrated in the following

way. The industry proposes to sell the new drug at a price p, but ex post, if the level
of effectiveness e falls below a threshold d, a rebate on the price is applied and the

firm has to pay back pk so that the price is

p 1� kð Þ e < d,
p e � d;

�

where d is the benefit on which the price is determined, e is the ex post benefit of the
drug, which lies in the interval [0,B], p is the price asked by the industry and k is the
rebate on the price asked by the regulator if the effectiveness falls below d.
Assuming a uniform distribution for e in the range [0,B], the expected price

under this scheme is defined by:

pR ¼ p� kp

ð d

0

1

B
de ¼ p 1� k

d

B

� �

The formula is asymmetric since the industry pays a penalty if the ex post

effectiveness falls short of the declared level, but it will not be rewarded if the

drug is more effective than declared. The reason for this asymmetry mainly depends

on the consideration that the industry may have better information than the regu-

lator on the likely effects of the drug, hence it has a strong advantage in setting this

parameter.

Towse and Garrison (2010) show that, from a purely economic point of view,

most of these schemes should in fact be classified as risk shifting agreements since

they are in fact designed to reduce the price paid for the drug. The industry may

prefer this scheme to a straightforward price reduction for several reasons. In some

markets the pharmaceutical company has a high incentive to show similar

ex-factory prices across countries in order to assure an homogeneous pricing policy.

Therefore, they are willing to accept the imposition of “undisclosed” discounts/

rebates which are part of the non-transparent risk-sharing agreement. The final

result of the scheme (i.e. whether it is risk sharing or risk shifting) is mainly
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determined by the negotiation rules the regulator foresees. If, as seems to happen in

several countries, risk sharing is used to increase the probability of listing new

drugs, the effect of risk sharing agreements are less clear-cut than the present

literature seems to suggest.

In order to evaluate the impact of risk sharing it is necessary to study its effect on

price (Barros 2011) and on the expected profits of the industry and it is also

necessary to distinguish between an uncertain listing process and value-based

schemes where the uncertainty on the listing basically disappears.

Barros and Levaggi (2011) shows the effects of risk sharing on an uncertain

listing process. In general, the expected price paid under risk sharing is lower than

without this scheme, hence supporting Towse and Garrison (2010) argument.

However, the expected profit may be larger under risk sharing. In particular, if

the rebate for not hitting the target level of efficacy is sufficiently small and the

listing process takes account of the rebate, the expected profit for the industry may

be larger under this scheme.

Levaggi (2014) analyses the effects of a switch from an uncertain listing process

to a value-based pricing scheme with risk sharing. In this case, risk sharing may be

necessary in order to grant value for money to consumers. The interesting result of

this paper is that if the rebate on the price is chosen appropriately, both consumer

surplus and expected profit may be greater than under listing, i.e. value-based with

risk sharing may be considered a Pareto improvement. In general, risk sharing

should be inversely related to the price of the new drug, i.e. the schemes for drugs

whose marginal production cost is relatively high should involve lower rebates.

21.6 Effects on Innovation

As discussed in Sect. 21.2 overall efficiency requires the price of the innovation to

be neither too high, in which case patients who could benefit from a treatment might

have no access to it, nor too low, because this would weaken the incentive to invest

in R&D by the industry. The search for a balance between these competing

objectives is sometimes referred to as the trade-off between static efficiency—

ensuring access to the innovation—and dynamic efficiency—creating the condi-

tions for innovation in the future. Although social insurance systems like those

operating in most developed countries allow mitigation of this trade-off by allowing

the patient not to face the full cost of the treatment Lakdawalla and Sood (2009), the

complexity of the framework is such that an efficient regulatory policy is hard to

characterize. Most of the literature on pharmaceutical regulation has focused on

static efficiency, thus neglecting the implications for dynamic efficiency.

Among those contributions that have tried to explore the relationship between

the two efficiency dimensions, Filson (2012) studies the welfare impact of phar-

maceutical price controls by contrasting the US, where non-regulated market prices

prevail, with most of the other countries that control prices. Price controls have

mainly three types of impacts: they have short-term (positive) effects on consumer
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(patient) welfare; they tend to reduce the market value of pharmaceutical compa-

nies; they reduce the incentive to invest in new R&D projects. Filson (2012)

concludes that in his baseline scenario consumers in the United States tend to be

better-off without price regulation: long-term losses in static efficiency due to

regulation outweigh short-term gains in static efficiency. One interesting consider-

ation emerging from this analysis is that different countries may find different

positions with respect to price regulation more or less convenient, depending on

how important the pharmaceutical industry is in that country. Long-term benefits

from one country abandoning price controls accrue to consumers in other countries,

because they will benefit from the future flow of new products, without bearing the

short-term costs of abandoning price regulation. This may induce some countries to

free-ride on others.

Other contributions in the literature have focused more specifically on the

impact of the specific regulatory regimes that were previously discussed. Jena

and Philipson (2008) highlight the central role of the threshold value of (λ) in

determining the allocation of surplus between consumers and producers and hence

the incentive to invest in R&D. Danzon et al. (2013) show that with universal

insurance, value-based prices can be second-best static and dynamic efficient

within and across countries. In their model the price of the drug is different across

countries and it reflects the different willingness/ability to pay of each nation. If the

prices are set correctly, their method allows drugs to be introduced at the appro-

priate time (when their marginal benefit is equal to the marginal cost) and the price

differentials are proportional to the different level of benefit each country receives

through the adoption of a new drug.

One of the main concerns arising from the spreading of risk-sharing agreements

like those described in Sect. 21.5 is related to their impact on the incentive to invest

in R&D. In particular, some authors have observed that these agreements should

rather be seen as forms of risk-shifting, because the price can only be adjusted

downward (Towse and Garrison 2010). They have also been interpreted as warran-

ties provided by the firm on the true effectiveness of the new product (Cook

et al. 2008). Cook et al. conclude that risk-sharing agreements may reduce the

attractiveness for the firm to invest in the development of new products, and lead to

under-supply of innovation for consumers. Levaggi et al. (2013) use a dynamic

stochastic model to compare the impacts of regulating through cost-effectiveness

thresholds versus risk-sharing agreements on four policy objectives: making effec-

tive products quickly available to patients; ensuring that innovations adopted are

good value for money; providing incentives to R&D investment by the industry;

reducing the risk of true effectiveness of the new drug in clinical use falling below

the level reported at the time of adoption. While risk-sharing agreements, by their

very nature, cope better with the last objective, it has been shown that either scheme

can do better with respect to the other policy goals, depending on the parameters

that define how tight regulation is under the two schemes. Risk-sharing agreements

can grant earlier access to innovation for patients without weakening the incentive

to invest in R&D if regulators agree to reimburse new products whose cost-
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effectiveness ratio is above the threshold value of the cost-effectiveness ratio they

set for reimbursement.

To summarize, although some recent contributions in the literature have

extended the analysis to long-term impacts of pharmaceutical regulation on R&D

investments, the area still looks under-explored with respect to its relevance. One

reason for this might also be the challenges set by empirical analysis of the link

between regulation and R&D investments. Therefore, better data availability would

be another important step to take with a view to improve understanding of the

mechanisms at work in this area.

21.7 Conclusions

In the recent past several attempts have been made to study the relationship between

pricing policies and innovation. The empirical literature seems to conclude that

stricter regulatory rules (such as the use of internal reference prices) may have an

adverse impact on innovation. From a theoretical point of view the literature on this

subject is rather scant and while the general link between price and incentive to

innovation is well understood (a higher price will lead to greater innovation), the

effects that specific regulatory setting have on innovation are less clear. Our

contribution has reviewed and interpreted some of the most recent regulatory

schemes in the light of their effects on the listing process, price setting and

incentives to R&D. One of the principal features of the market for new drugs that

is often overlooked is that having a drug approved is only the first step towards

having a market. Only after third payers agree to reimburse, then only the drug will

be profitable. In this respect, it should be noted that the listing process has changed

considerably in the recent past and it has become more transparent. In this new

environment, uncertainty on the listing process and the price is considerably

reduced. This is per se a positive factor which may increase expected profits. The

model proposed in this paper shows that firms react to changes in the regulation

system; from an empirical point of view it should however be noted that due to the

presence of sunk investment costs and to the lengthy process of research and

development of new drugs, the impact is only visible after a number of years. For

this reason any change involving drug pricing policies should be carefully studied

before being enforced.
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Chapter 22

The Pharmaceutical Policy Environment

and Pharmaceutical Pricing Policies

Christine Y. Lu

Abstract Pharmaceutical pricing policies are an important component of the

pharmaceutical policy environment given their role in the financial sustainability

of the health system. This chapter outlines several key domains of the pharmaceu-

tical policy environment within which pharmaceutical pricing policies exist. Every

country has its unique mix of laws, regulations, policies, management strategies and

support systems for pharmaceutical products. These guide provisions relating to the

manufacturing, importing, marketing, labeling, distribution, prescribing, dispens-

ing, and pricing of pharmaceutical products.

22.1 Introduction

When medicines are available, affordable, safe, efficacious, and appropriately used,

they can save lives, prevent and cure diseases, reduce debilitation from chronic

diseases, enhance quality of life for patients and caretakers, increase independence,

and reduce the overall costs of treatment (World Health Organization 2004). Access

to essential medicines is part of the fundamental right to health (World Health

Organization 2011). Fundamental human rights guide public policies and national

judicial systems (World Health Organization 2011), including those pertaining to

the pharmaceutical sector.

Pharmaceutical policy making serves multiple, often competing, objectives that

must be balanced with one another to arrive at the policy mix that best reflects the

priorities of each country (Schweitzer 1997). Many countries face increasing

pharmaceutical expenditure growth, which has exceeded both economic growth

and growth in the health sector as a whole (World Health Organization 2011;

Organisation for Economic Cooperation and Development 2008). Given this,

there is often a tension between the objective of ensuring affordable access to

effective medicines and strong pressures for cost-containment. A major challenge
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in the pharmaceutical policy environment is the inherent trade-off between static
efficiency (that is, consumer welfare is maximized by getting the most health value

from today’s expenditures) and dynamic efficiency (that is, the R&D incentives

serve to generate innovative alternatives in the future) (Schweitzer 1997; Organi-

sation for Economic Cooperation and Development 2008). Adding to the complex-

ity is the fact that pharmaceutical policies in one country stand to affect not only

innovation, but also the prices and availability of medicines in other countries

(Organisation for Economic Cooperation and Development 2008). Inevitably,

pharmaceutical policy making is, to a certain degree, influenced by political and

economic environment within a particular country as well as political and economic

relations between countries. Considering the impact of policies in terms of only one

objective would therefore be unsatisfactory and biased.

Globally, over 100 countries have established a national medicines policy

(World Health Organization 2011; Hoebert et al. 2013). The overarching goal of

a national medicines policy is to promote equity (fairness in access), efficiency

(delivery of the maximum level of service given a certain level of resources), and

sustainability (the ability to provide continued benefits without depending upon

external support) of the pharmaceutical system (World Health Organization 2001).

The national medicines policy is a political commitment to good governance

practices, demonstrating how the government will ensure that efficacious and safe

medicines of good quality are affordable, accessible and rationally used. It also

aims to ensure transparency and accountability (World Health Organization 2001;

Management Sciences for Health 2012). Transparency is essential to minimize the

influence of political pressures and personal favors in the decision-making process

and to make the government accountable for its actions. Transparency also adds

credibility and authority to communications and actions from the government. The

national medicines policy also provides a framework for coordinating communica-

tion and activities of all parties involved: the government, manufacturers,

importers, distributors, health professionals, and consumers (World Health Orga-

nization 2001; Management Sciences for Health 2012).

Each country has a unique mix of laws, regulations, policies, management

strategies and support systems pertaining to pharmaceutical products (World Health

Organization 2011; Management Sciences for Health 2012). These guide provi-

sions relating to the manufacturing, importing, marketing, labeling (including

language), distribution, prescribing, dispensing, and pricing of pharmaceutical

products, as well as the licensing, inspection, and control of personnel and facilities.

Laws, regulations, and policies can have important impact on the availability of

products in the market, and the diffusion and volume of use in practice (World

Health Organization 2011; Management Sciences for Health 2012). Below dis-

cusses several key domains of the pharmaceutical policy environment within which

pharmaceutical pricing policies exist.
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22.2 Intellectual Property Laws

Intellectual property laws have important influence on the availability and afford-

ability of medicines in an era of increasingly globalized trade (Management

Sciences for Health 2012; Smith et al. 2009). The Agreement on Trade-Related

Aspects of Intellectual Property Rights (TRIPS) is a set of global trade rules to

monitor and enforce the protection of intellectual property rights among member

countries of the World Trade Organization (Management Sciences for Health 2012;

Smith et al. 2009).

Intellectual property rights guarantee the inventor both a period of market

exclusivity and a monopoly price through patent rights, which aim to foster

innovation that benefits the society (Management Sciences for Health 2012;

Smith et al. 2009). These allow inventors the rights to exclude unauthorized

production and sale of a product for a defined period of time. Intellectual property

rights also play a very influential role in manufacturers’ strategic decisions, includ-
ing applications for marketing and for coverage and reimbursement under insurance

programs. Market exclusivity rights provided by a patent allow high prices, which

generate profits that fund the R&D necessary to bring new pharmaceutical products

to the market (Smith et al. 2009). Because of higher prices during the patent

term, patent rights and the market exclusivity period have important impacts

on pharmaceutical expenditures (Management Sciences for Health 2012; Smith

et al. 2009). When a patent expires, generic products enter the market and force

prices down through competition.

22.3 Market Authorization

The use of ineffective, poor-quality, or harmful medicines can have negative

consequences such as therapeutic failure, exacerbation of disease, resistance to

medicines, and even death. To protect public health, most governments have

established laws and regulations and national regulatory authorities to ensure that

the manufacture, trade, and use of medicines are regulated appropriately and that

the public has access to accurate information on medicines. This includes assess-

ment of individual pharmaceutical products for quality, safety, and efficacy before

they are registered (World Health Organization 2011; Organisation for Economic

Cooperation and Development 2008; Management Sciences for Health 2012).

Registration (also known as licensing or marketing authorization) is the manda-

tory approval by a government agency before a drug can be sold, offered for sale,

distributed or possessed for the purposes of sales, distribution or use. These policies

may affect the registration of new products, deregistration, restrictions on registered

drugs (e.g., clinical indication), and changes in classification (e.g., over-the-coun-

ter, behind-the-counter, prescription drugs) (World Health Organization 2011;

Organisation for Economic Cooperation and Development 2008; Management

Sciences for Health 2012).
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Marketing authorization policies affect the timeliness of availability of new

pharmaceutical products. Such policies are important determinants of manufac-

turers’ strategic decisions with respect to the national market, and of national

pharmaceutical expenditures. The time from application for market authorization

to approval varies between countries. Countries invest in market authorization

reviews differently, which result in differences in the thoroughness and the length

of time for reviews. These all influence how soon new products would be launched

on the market. A well-designed fast-track procedure can ensure priority medicines

are reviewed in a timely fashion. In European Union countries, market access for

some original drugs is less dependent on the capacity of the national authority

through enhanced collective activity. However, because many generic drugs are

produced for local markets, they heavily rely on prompt decisions regarding

bioequivalence and substitutability from national regulatory authorities (World

Health Organization 2011; Organisation for Economic Cooperation and Develop-

ment 2008; Management Sciences for Health 2012).

22.4 Pharmaceutical Financing Strategies

Pharmaceutical financing is crucial to ensure access to essential medicines for all

segments of the population. Financial sustainability of a health system is achieved

only when resources are in balance with costs and that resources are sufficient to

support a basic quality of care for a given level of demand for health care services.

When demand surpasses available resources, stakeholders may need to accept a

decline in quality of care, or policies must be implemented to improve efficiency,

control demand, and/or increase financial resources. Pharmaceutical financing

should focus on ways to improve efficiency and to ensure that demand is appropri-

ate rather than emphasize methods to increase financial resources (Management

Sciences for Health 2012; World Health Organization 2012).

Because of the scarcity of resources, payers, sellers, and consumers make

choices about how resources will be used to maximize efficiency; these choices

mean that using a resource in one way makes it no longer available for alternative

uses. Health care demand may be virtually unlimited. Health systems often control

demand through combinations of several approaches: increase cost to the patient,

impose rationing or other administrative controls, provide alternatives, increase

waiting time, decrease quality of services, and provide education (Management

Sciences for Health 2012; World Health Organization 2012).

Pharmaceutical financing is not different from health financing. Funding options

for pharmaceuticals in general include: public sources (local and national govern-

ment revenues), user fees (e.g., direct payment by patients, that is, fee for service),

health insurance (social insurance, private insurance), voluntary financing (e.g.,

employer provided health care), donor financing (e.g., bilateral and multilateral

grants), and development loans (Management Sciences for Health 2012).
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22.5 Pharmaceutical Pricing Policies

The interaction of manufacturers (supply) and consumers (demand) determines the

price of goods and services, including pharmaceutical products, and how respon-

sive (elastic) both supply and demand are to changes in price (Organisation for

Economic Cooperation and Development 2008; Management Sciences for Health

2012). For instance, buyers will be less sensitive to higher prices for medicines that

are considered essential and that the buyer must obtain, whereas medicines that are

not considered essential will likely have more elastic prices. The pharmaceutical

market is complex. Beyond manufacturers and consumers, there are often third

party intermediaries such as insurers who act on behalf of consumers to obtain

better prices. Also, medicines have certain traits that set them apart from other

consumer products; for example, consumers need expert advice from prescribers to

make appropriate choices between using and not using medicines and which

product to use.

Pharmaceutical pricing policies are an important component of the pharmaceu-

tical policy environment given their role in the financial sustainability of the health

system. They are one of the tools by which policy makers affect the price, volume

and mix of products used in a country. These are policies that determine the price

that is paid for drugs such as price control and negotiations, rebates, generic

substitution policies, reference pricing, international benchmarking, volume-

based pricing, procurement policies, and pharmacoeconomic analyses (Organisa-

tion for Economic Cooperation and Development 2008; Management Sciences for

Health 2012; Aaserud et al. 2006). Governments can intervene drug prices by

regulating taxes and the different markups along the pharmaceutical supply chain

(e.g., manufacturer price, wholesale price, retail price, dispensed price), which can

substantially affect the costs to consumers (World Health Organization 2011;

Organisation for Economic Cooperation and Development 2008; Management

Sciences for Health 2012).

22.6 Coverage Schemes

Almost all countries have established mechanisms to subsidize the purchase of

pharmaceuticals for some or all of their populations. The overall goal is to enable

affordable access to pharmaceuticals to allow consumption by reducing out-of-

pocket costs paid by the consumer (Organisation for Economic Cooperation and

Development 2008; Management Sciences for Health 2012).

Coverage schemes by insurers and public institutions play an important role in

influencing pharmaceutical expenditure, price levels and consumption patterns

(World Health Organization 2011; Organisation for Economic Cooperation and

Development 2008; Management Sciences for Health 2012). Many countries have a

single, universal scheme that serves as the primary form of prescription drug
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coverage for the country’s residents. In some of these countries, a share of the

population purchases private health insurance that top up existing coverage by

subsidizing pharmaceuticals not included in the basic coverage scheme and cover-

ing some or all of the cost-sharing that would otherwise be paid out-of-pocket (e.g.,

Australia) (Organisation for Economic Cooperation and Development 2008).

Instead of a single, universal scheme, some countries have multiple forms of

basic prescription drug coverage; for example, the United States and Canada,

both of which have competing private health insurance plans and publicly financed

coverage for eligible population groups (Organisation for Economic Cooperation

and Development 2008). There is substantial variation between countries in the

extent to which private health insurance finances medicines.

Following are some key differences between coverage schemes in countries

(World Health Organization 2011; Organisation for Economic Cooperation and

Development 2008; Management Sciences for Health 2012).

• The market power of payers through coverage schemes. Countries may choose

to adopt a single, universal scheme for pharmaceutical coverage that maximizes

equity and the prospects for cost control, or a pluralistic system of pharmaceu-

tical coverage that maximizes consumer choice. This distinction is important

because it influences the market power of payers. A single payer have greater

power to obtain lower prices from pharmaceutical sellers, as compared to a

system in which the national market features multiple, independent schemes.

However, competing insurers may be able to be more or less active in their

purchasing to meet the demands of their members.

• The scope of drug coverage. Countries differ in the extent to which they provide
coverage for pharmaceuticals available on the market. The most comprehensive

schemes (“open formulary”) cover any drug approved for marketing in the

country when it is prescribed by an authorized practitioner (Organisation for

Economic Cooperation and Development 2008; Management Sciences for

Health 2012). Sometimes, certain categories of products will be explicitly

excluded. A variant of this approach is the “negative list” that indicates which

products are not covered. Most third-party payers commonly define a list

(“positive-list” or formulary) of pharmaceuticals that are subsidized in part or

in full (Organisation for Economic Cooperation and Development 2008; Man-

agement Sciences for Health 2012). Many have established processes for health

technology assessment to appraise and make decisions on which drugs are to be

covered. In some cases, virtually all medicines that are proposed for coverage

are subsidized once a decision on price has been made. In other cases, payers

formally select products based on criteria such as effectiveness and cost-

effectiveness (‘value-for-money’) and evaluate whether expected additional

health benefits of a new drug justify its additional cost compared to therapies

already covered. For most countries, the scope of coverage usually differs for

medicines dispensed in hospitals and medicines prescribed by a physician in the

outpatient setting (Organisation for Economic Cooperation and Development

2008; Management Sciences for Health 2012).
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• Restrictions on reimbursed drugs. There are often administrative controls on the

prescribing of reimbursed drugs to promote rational use of medicines and/or to

control costs (Green et al. 2010). Prior authorization requirements are commonly

used, for example, based on medical specialty, diagnostic requirements, and

prior use of alternative treatments. Reimbursements for patients are reduced or

denied if the restrictions are not followed.

• Cost-sharing mechanisms. Many coverage schemes have established the level of

cost-sharing for pharmaceuticals, through which patients are required to con-

tribute to the costs of the medicines they use. Cost-sharing requirements are

commonly used to moderate demand for services (by increasing consumer price

sensitivity) and shift the burden of financing to patients. Cost-sharing may take

the form of fixed or variable copayment amounts, co-insurance rates, or fixed

user charges (Organisation for Economic Cooperation and Development 2008;

Management Sciences for Health 2012; Austvoll-Dahlgren et al. 2008). Exemp-

tions from cost-sharing requirements are sometimes accorded to vulnerable

population groups, particularly for beneficiaries of social assistance, disabled

people and those with serious and/or chronic diseases (Organisation for Eco-

nomic Cooperation and Development 2008; Management Sciences for Health

2012).

• Financial protection against high costs. Schemes also differ in the extent to

which they offer protection against the risk of excessive out-of-pocket expendi-

ture associated with the treatment of catastrophic or chronic illnesses through a

defined patient expenditure limit. Differences between schemes in levels of

cost-sharing and financial protection policies influence the total out-of-pocket

spending and whether and how out-of-pocket expenditures may be limited

(World Health Organization 2011; Organisation for Economic Cooperation

and Development 2008; Management Sciences for Health 2012).

22.7 Policies Targeting Medication Use

Medicines can endanger health and waste resources when used incorrectly or

unnecessarily (World Health Organization 2011). Rational use of medicines, as

defined by the World Health Organization, requires that “patients receive medica-

tions appropriate to their clinical needs, in doses that meet their own individual

requirements, for an adequate period of time, and at the lowest cost to them and

their community” (World Health Organization 2012). To optimize use of medicines

and quality of care and to control costs, governments and insurers may seek to

influence the volume and mix of pharmaceuticals used. Policies may target physi-

cians, pharmacists, and/or patients (Lu et al. 2008).

Many policies have been implemented to influence prescribing behavior in order

to improve care, such as clinical practice guidelines, prescriber feedback, quality

improvement initiatives, restrictions on reimbursement, and guidelines on educa-

tion and promotional activities. There are also policies that influence prescribing by
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means of financial incentives and disincentives such as pay-for-performance pro-

grams (Organisation for Economic Cooperation and Development 2008; Green

et al. 2010; Lu et al. 2008; Sturm et al. 2007).

Countries have attempted to increase the use of generic drugs through generic

dispensing policies that allow pharmacists to substitute a generic drug for the

prescribed medicine, when the patient agrees and the physician does not object.

Varying by countries, laws and policies also regulate who can sell medicines, and

regulate ownership, location and numbers of pharmacies (Organisation for Eco-

nomic Cooperation and Development 2008; Management Sciences for Health

2012; Aaserud et al. 2006).

The most common approach targeting patients is policies that regulate out-of-

pocket payments for medicines to influence patient demand. These include fixed or

relative copayments, prescription caps, and deductibles (Austvoll-Dahlgren

et al. 2008). Many schemes use differential copayments to steer use towards

products that are less costly for the payer. Prohibition of direct-to-consumer

advertising by law in some countries also influences consumer demand for medi-

cines. Provision of drug information or patient education may also be used to

influence medication use (Organisation for Economic Cooperation and Develop-

ment 2008; Management Sciences for Health 2012).

The pharmaceutical policy environment is inherently complex. This is no

surprise given its multiple, often competing, objectives that must be carefully

balanced with one another as well as the local and external political and economic

influences. This chapter does not attempt to summarize them all here, nor cite a

complete list. It is important to recognize that pharmaceutical pricing policies

sit within multiple domains of the pharmaceutical policy environment and their

contribution to the pharmaceutical sector.
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