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5Clinical Governance and Risk 
Management for Medical 
Administrators

Sarah Michael and Erwin Loh

Learning Objectives
By the end of this chapter, the learner should be 
able to understand:

•	 Fundamental elements of Clinical Governance 
in Health Services, including the structures, 
processes and frameworks that articulate the 
key roles, responsibilities and accountabilities 
at all staff levels from Board, management and 
clinicians, and enabled by robust data, culture, 
education and training and a continuous learn-
ing environment.

•	 Current literature relating to Clinical 
Governance and Risk Management.

•	 Elements of clinical governance which signifi-
cantly impact medical staff.

•	 The value of medical engagement in clinical 
governance and techniques to improve 
engagement.

•	 The role of the Medical Administrator within 
a Clinical Governance system, as patient 
advocate on the Executive and translator 
between clinicians and management.

Introduction
One of the fundamental roles that Medical 
Administrators can lead in health care is that of 
Clinical Governance.

There are a number of books, journal articles 
and position papers outlining best-practice clini-
cal governance, which will be briefly discussed 
in Sect. 5.1. However, this chapter will also focus 
on the role of the Medical Administrator in these 
systems, particularly if you are the senior execu-
tive in the health care organisation with ultimate 
Clinical Governance responsibility—Sect. 5.2. 
This chapter will also tailor the discussion to 
focus on medical staff issues—Sect. 5.3, framed 
around which of the National Safety and Quality 
Health Service Standards (NSQHSS) are particu-
larly relevant for medical staff, how to you 
engage medical staff, in Sect. 5.4, and where 
there needs to be a different approach to senior 
medical staff and junior medical staff.

This chapter will also have an Australian focus 
and use state-based examples from Victoria. 
However, the core principles should be translat-
able to other states and countries. Please refer to 
your own state-country-based documents for 
subtle differences.

Please also note that Clinical Governance is a 
very broad concept, and inter-relates with 
Performance Development and review, supervi-
sion of junior staff, credentialing and scope of 
clinical practice—Sect. 5.5. In addition, clinical 
governance is part of a continuum of improving 
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patient care, as a down-stream component to 
experimental and translational research for 
improving patient care. These areas are covered 
in other chapters, so they will be referred to as 
they relate to the overall framework.

5.1	� Structures, Systems 
and Processes for Clinical 
Governance

Clinical Governance arose in the late 1990s from 
the United Kingdom to ensure high-quality care 
is integrated with the same level of importance as 
financial control and service performance [1], 
defined Clinical Governance as “a system through 
which NHS organisations are accountable for 
continuously improving the quality of their ser-
vices and safeguarding high standards of care by 
creating an environment tin which excellence in 
clinical care will flourish” [1].

The purpose of a Clinical Governance 
Framework is to ‘set, monitor and improve the 
performance of the organisation and communi-
cate the importance of the patient experience and 
quality management to all members of the work-
force … [to] maintain and improve the reliability, 
safety and quality of patient care, and improve 
health outcomes for patients’.

From a practical perspective, this means the 
systems to ensure that clinical care provided to 
patients is as safe, effective and appropriate as 
possible.

The science of quality improvement and 
Clinical Governance has emerged over the last 
few decades, ignited by the publication of To Err 
is Human by the Institute of Medicine in 1999, 
highlighting medical errors and the impact on 
patient safety [2] in the United States. The 
Quality in Australian Health Care Study in 1995, 
demonstrated that 16.6% of admissions studied 
were associated with an adverse event that 
resulted in disability or a longer hospital stay for 
the patient and was caused by healthcare man-
agement. In addition, 51% of those adverse 
events were considered preventable [3].

There are countless examples of poor 
Clinical Governance leading to poor patient 

outcomes, with a number of high-profile fail-
ures including Paediatric Cardiac Surgery at 
Bristol Royal Infirmary Public Inquiry in 2001 
(Final report, 2001), chaired by Professor Ian 
Kennedy, and the Mid Staffordshire NHS 
Foundation Trust Public Inquiry, chaired by 
Robert Francis (Final Report, 2013). Russell 
and Dawda summarise the key recommenda-
tions identified of national and international 
inquires is that what goes on in hospitals is 
about patients, and the quality and safety of 
patient care must be placed by all parties – gov-
ernments, bureaucrats, clinicians, and adminis-
trators  – above all other aims. Patient care is 
their fundamental, core duty. That does not pre-
clude efforts to reduce costs, increase efficien-
cies, and restructure and reform systems, but 
these efforts cannot be at the expense of provid-
ing best quality safe care [4].

The importance of Clinical Governance is as 
relevant in 2022 as over the couple of decades, 
with the Targeting Zero: Report of the Review of 
Hospital Safety and Quality Assurance in Victoria 
in 2016, commissioned by the Minister of Health 
following the discovery of a cluster of tragically 
avoidable perinatal deaths at Djerriwarrh Health 
Services [5]. The recommendations from the 
review include:

•	 Clear expectations for boards of all hospitals 
to have safety and quality as a core focus,

•	 Increased Board skill mix in “substantive 
clinical governance and consumer 
representation,

•	 All hospitals should be held to account for 
improving safety and quality of care, regard-
less of their size or sector,

•	 The flow of information in the health system 
must ensure deficiencies in care are identified 
and focus attention on opportunities for 
improvement,

•	 All hospitals should have access to indepen-
dent clinical expertise to help identify defi-
ciencies in care and focus attention on 
opportunities for improvement,

•	 Increased performance assessment framework 
from state department,
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•	 Clinical leaders must be engaged to strengthen, 
direct, and lead efforts to improve safety and 
quality of care,

•	 Stronger focus on improving patients experi-
ence of care.

There are also a growing body of literature of 
specific initiatives to improve patient outcomes, 
such as antibiotic stewardship and hand hygiene 
to reduce rates of Methicillin Resistant staphylo-
coccus aureus [6], or reduction in hospital-wide 
mortality and out-of-ICU cardiac arrest as a 
result of introduction Rapid Response Teams [7].

In addition, a landmark study, titled Deepening 
Our Understanding of Quality Improvement in 
Europe (DUQuE), involved a multi-methods 
study across eight European countries studying 
the effectiveness of quality improvement systems 
in hospitals. The DUQuE study demonstrated 
strong associations between quality management 
and clinical effectiveness of care, and to a less 
extent for patient safety culture [8]. The 
Deepening Our Understanding of Quality 
Improvement in Australia (DUQuA) study is in 
the final stages of implementation, with 32 hospi-
tals, 4000 sets of data and feedback from almost 
1900 participants across all states within 
Australia, mirroring the methodology of the 
European study, available at the DUQuA internet 
site 2017. At the time of publication, the DUQUA 
results were yet to be released.

Leggat and Balding [9], in their qualitative 
study on the implementation of quality systems 
in Australian hospitals, conducted interviews and 
focus groups with 270 board members, manages 
and staff. Leggat and Balding found that quality 
was consistently described as an extra set of tasks 
to do, rather than a means to creating sustained, 
safe, quality care, and that there was a lack of 
understanding of how to effect change in the 
complexity of hospitals that has led to boards and 
senior managers to execute a technical, top-down 
approach based on compliance and reactive risk.

Health care organisations are increasingly 
analysing the most appropriate mechanisms for 
reducing unwarranted variation in care, as high-
lighted via mechanisms such as the Australian 
Atlas of Healthcare Variation (Australian Atlas of 

Healthcare Variation Fourth edition 2021). 
Further, some Australian health services are 
exploring the concepts of high-reliability organ-
isations, as lead by John Hopkins Medicine in the 
United States, of fractal-based quality manage-
ment [10], and actively organising for a culture of 
high reliability where the organisation is con-
stantly adapting, tweaking and solving smaller 
problems as they emerge, preventing more wide-
spread failures and improving safety [11]. High 
reliability has been termed the third wave of 
innovation in patient safety, following from that 
of technical advances and standardising proce-
dures [12].

The first section of this chapter briefly outlines 
the fundamental principles for exemplary Clinical 
Governance structure, systems and processes that 
Medical Administrators should ensure are imple-
mented effectively in their organisations.

5.1.1	� Principles of Implementing 
Clinical Governance at 
a Health Service Level

At health services, patient safety and quality 
improvement are an integral part of our culture. 
Organisations should facilitate the provision of 
the highest standard of patient safety, quality and 
risk management through a robust and effective 
Clinical Governance Framework that includes 
monitoring clinical outcomes, clear lines of 
accountability for clinical care, an effective pro-
cess for identifying and managing risk and mon-
itoring and addressing problems in 
performance.

The Clinical Governance Framework should 
be underpinned by the domains outlined in the 
National Model for Clinical Governance [13].

The five components of the Clinical 
Governance Framework are as follows:

	1.	 Governance, leadership and culture—Inte-
grated corporate and clinical governance sys-
tems are established and used to improve the 
safety and quality of health care for patients.

	2.	 Patient safety and quality improvement 
systems—Safety and quality systems are 
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integrated with governance processes to 
actively manage and improve the safety and 
quality of health care for patients.

	3.	 Clinical effectiveness—The workforce has 
the right qualifications, skills and supervision 
to provide safe, high-quality health care to 
patients.

	4.	 Safe environment for the delivery of care—
The environment promotes safe and high-
quality health care for patients.

	5.	 Partnering with consumers—Systems are 
designed and used to support patients, carers, 
families and consumers to be partners in 
healthcare planning, design, measurement 
and evaluation; elements of this component 
include:

	 (a)	 Clinical governance and quality improve-
ment systems to support partnering with 
consumers.

	 (b)	 Partnering with patients in their own 
health literacy.

	 (c)	 Partnering with consumers in organisa-
tional design and governance.

State health departments have established 
governing bodies to provide oversight of Clinical 
Governance within individual jurisdictions. 
These include but are not limited to the Clinical 
Excellence Commission in NSW and Safer Care 
Victoria.

The components of the frameworks across 
these jurisdictions are relatively similar and 
should be adapted by the health services within 
the relevant jurisdiction.

A Clinical Governance Framework should 
also be supported by:

–– Role accountabilities within the Executive and 
management hierarchy – this will depend on 
the size and nature of the organisation. Often 
the Executive responsibility for Clinical 
Governance aligns with the Chief Medical 
Officer/Medical Administration portfolio.

–– A committee and reporting structure that 
encompasses all clinical units and which 
reports ultimately to the Executive and the 
Board. This may have separate structures for 
unit-based or Division-based Clinical 
Governance but might also have specific com-

mittees established for specialised purposes, 
such as Medication Safety, Preventing harm 
from Falls. The size and complexity of the 
committee structures will be dependent on the 
organisational size and speciality.

5.1.2	� Roles and Responsibilities

Clinical Governance is a shared responsibility 
that functions at all levels of the organisation and 
includes a programme of review and improve-
ment at every point from the Board, to the 
Executive, the management team, clinicians and 
non-clinical staff.

The Board is responsible for oversight of the 
Clinical Governance Framework. Their role 
includes demonstrating a commitment to good 
governance and supporting an open and transpar-
ent management culture.

The Chief Executive Officer and the 
Executive are responsible for leading the organ-
isation in a manner that is fair, open and chal-
lenging and demonstrates a commitment to good 
Clinical Governance. They must ensure that the 
appropriate systems and processes, including 
policies and procedures, are in place to support 
excellence in clinical care and patient safety, to 
report and manage incidents and facilitate con-
sumer feedback. In addition, they are responsi-
ble for establishing a risk management 
framework that facilities the identification, mon-
itoring and management of risks to the organisa-
tion, patients, staff and visitors. They must 
ensure a positive and timely organisational 
response to change.

Directors and Medical Directors of Clinical 
Service Units and Business Units are responsi-
ble for ensuring that the Clinical Governance 
Framework is appropriately applied within their 
areas. This includes that policies and procedures 
are maintained, that work practices are compliant 
with organisational standards and that risks are 
reviewed and remedial action completed. They 
need to ensure that staff are appropriately trained 
and qualified to meet the requirements of their 
role in clinical practice. Directors must ensure 
that systems for reviewing clinical outcomes are 
maintained, and performance issues are addressed.
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Unit/Department Heads and Managers are 
responsible for applying the Governance 
Framework within their areas of accountability. 
This means establishing clear lines of account-
ability within their unit or department for the 
quality and safety of the services provided. 
Organisational policies and procedures must be 
maintained and embedded into local practice, and 
quality business plans should include work plans 
for continuous improvement in systems and con-
tent of care. Managers at this level are required to 
ensure that incident management systems are 
appropriately applied, and a systematic response 
to local issues and performance improvement 
occurs. Managers should also ensure that appro-
priate opportunities for training, education and 
performance review are provided. All staff should 
embrace the responsibility for risk management 
at a local level.

Clinical Staff are expected to comply with 
policies and procedures that apply to their area of 
practice, report incidents that have or could 
impact on patient safety and be mindful of legis-
lative requirements in undertaking their role. 
They should have a clear scope of practice 
expressed in their position description, supported 
by an appropriate credentialing process. Staff 
should participate in regular performance reviews 
with their manager, have regular review of their 
scope of practice, and seek access to appropriate 
ongoing education and training. Clinical staff 
must engage in the organisation’s systems and 
processes for monitoring service delivery and ini-
tiatives to improve care delivery.

Consumers should be encouraged and sup-
ported to be active participants in decisions 
regarding their health care through the provision 
of appropriate information on the clinical care 
provided, the informed consent process and 
opportunity to provide feedback on the care they 
receive.

These roles and responsibilities should also be 
explicit in Position Descriptions, and the staff 
should be performance managed against their 
accountabilities.

Bismark et  al. explored the role of board in 
Clinical Governance in 2013, which surveyed the 
Board Chair, Quality Committee Chair and two 

members of the board in all 85 Victorian Health 
Services. Most boards reviewed medication 
errors and hospital-acquired infections at least 
quarterly (77%), externally benchmarked perfor-
mance (50%) with other health services. As such, 
the Board members need to understand quality 
and safety frameworks, with 90% of those sur-
veyed in Bismark’s study indicating that addi-
tional training in quality and safety would be 
advantageous [14].

5.1.3	� Clinical Governance 
Committee Structures

The Clinical Governance Framework should be 
supported by Committee Governance struc-
tures, that facilitates an integrated model of 
decision-making, consumer participation, clini-
cal effectiveness and risk management across 
all areas of the organisation by bringing 
together different areas of responsibility to 
achieve shared plans.

The Committee structure seeks to ensure that 
safety, quality and risk management should be 
embedded into the organisation’s daily business 
by building quality structures that operate across 
the organisation and address key issues such as 
medication safety, mortality and morbidity 
review and the monitoring of new technologies 
through various standing committees.

These committees enact the domains of 
Clinical Governance in a practical sense. The 
structure should also ensure that there is appro-
priate governance for each of the NSQHSS.

The terms of reference for each committee 
should reflect the specific nature of their work 
and their delegated role for clinical safety and 
quality. Committee documentation should also 
include:

•	 Minutes and Agendas for all meetings.
•	 Risk Assessment of key Risks relevant to the 

committee.
•	 Action plan developed against the key risks.
•	 Actions register, to ensure actions are docu-

mented with person responsible and time-
frames for completion of actions.
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Fig. 5.1  Example of Committee structure for Clinical Governance. Source: author

As part of the terms of reference of all key 
Governance Committees, Committees should be 
reviewed annually or biannually. This ensures 
that the terms of reference and membership of the 
committee remain relevant and that the commit-
tees consider their effectiveness against their 
roles and responsibilities.

The structure and size of the committees will 
depend on the organisation size, speciality 
breadth, and need for cross-campus and acute, 
sub-acute and community representation.

Figure 5.1 provides an example Committee 
structure for Clinical Governance.

The specific roles of the committee hierar-
chies are outlined below:

5.1.3.1	� Board-level Clinical Safety 
and Quality Committee

Usually a sub-committee of the Board, the 
Committee is a forum for in-depth review of 
quality issues at a governance level. This com-
mittee should include representatives from the 
Board, including members with clinical experi-
ence, Board members as consumer representa-

tives, executive staff, senior medical and nursing 
staff. The Subcommittee may also include non-
Board consumer and community representatives, 
who represent the diverse cultural and commu-
nity backgrounds of the health service 
catchment.

The committee:

•	 Provides the strategy and direction for quality 
and safety within the health service.

•	 Monitors compliance with key quality and 
safety projects, organisation-wide clinical 
indicators, complaints and incident data, 
patient satisfaction results and other key qual-
ity indicator data.

•	 May receive updates on quality assurance 
activities such as accreditation, credentialing, 
clinical registry results, clinical audit, and leg-
islative compliance activity.

5.1.3.2	� Executive Level Quality 
and Safety Committee

The Executive level Quality and Safety 
Committee takes an organisation-wide oversight 
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of Clinical Governance. Specific accountabilities 
usually include accreditation compliance, 
organisation-wide quality and safety, enterprise 
risk management, credentialing and 
organisation-wide indicators to ensure quality, 
safety and appropriate clinical risk management. 
The membership usually includes the Executive, 
Clinical Service Unit Directors, Medical 
Directors and representatives from other key 
directorates such as Pharmacy, Allied Health and 
Radiology. Often Executive level committees 
also have community or consumer 
representation.

5.1.3.3	� Cross Organisation Quality 
and Safety Committees

There are a number of committees that have a 
specific role in the Governance of a particular 
clinical risk/quality issue. Some of these commit-
tees are time limited. Most organisations have 
aligned such committees to the 
NSQHSS.  Examples of these committees 
include:

•	 Clinical Governance.
•	 Partnering with Consumers.
•	 Preventing and Controlling Healthcare 

Associated Infections.
•	 Medication Safety.
•	 Comprehensive Care (including Falls 

Prevention, Pressure Injury, and Nutrition).
•	 Communicating for Safety.
•	 Blood Management.
•	 Recognising and Responding to Acute 

Deterioration.
•	 Clinical Policies and Procedures Committee.
•	 New Technology and Clinical Practice 

Committee.

5.1.3.4	� Division Level or Unit Level 
Quality and Safety Committees

A range of speciality committees may be appro-
priate, depending on the size and complexity of 
the organisation. These committees have often 
arisen from mortality and morbidity committees 
at speciality level.

5.1.4	� Enablers of Exemplary Clinical 
Governance

The following enablers of good clinical gover-
nance are essential to support clinicians and man-
agers in determining the priorities for the 
organisation.

•	 Capability framework.
•	 Education strategy.
•	 Project support/administrative support.
•	 Data management.

For brevity reasons, this chapter will not cover 
in-depth the capability framework, education, or 
project support enablers but will comment on 
data management.

5.1.5	� Data Management to Support 
Clinical Governance

5.1.5.1	� Key Performance Indicators
Hospital-wide clinical performance indicators 
should be reported at key clinical governance 
committees. Indicators are measured against past 
performance and linked to strategies to reduce 
rates of adverse events.

Example indicators include:

•	 Clinical indicator suite.
•	 Complaints data such as the number and type of 

complaints, completion of review within time-
frames, implementation of recommendations 
arising from complaints within timeframes.

•	 Incident data such as the number of incidents, 
number of incidents with harm ISR1/2 or 
SAC1/2, HS1/2 completion of incident 
reviews within timeframes, and 
implementation of recommendations arising 
from incidents within timeframes.

•	 Medication Safety key performance indicator 
suite.

•	 Jurisdictional performance indicators such as 
hand hygiene rates, infection surveillance 
rates, aged care quality indicators.
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•	 Benchmarked data such as Hospital-Acquired 
Complications (HACs).

•	 Patient experience and outcome measures 
(PREMS and PROMS).

5.1.6	� Benchmarking

Health services should participate in a range of 
benchmarking activities including infection con-
trol monitoring such as MyHospitals website, 
various national clinical benchmarking databases 
and clinical registries such as the Australian and 
New Zealand Society of Cardiac and Thoracic 
Surgeons database and the Health Roundtable. In 
addition, health services should consider 
approaching other similar health services to com-
pare practices, processes, and outcomes to ensure 
that their practice is consistently reviewed against 
current industry standards and opportunities for 
improvement are identified.

The key is to determine what depth and 
breadth of data should be reviewed at the various 
levels of the organisation. Figure  5.2 outlines 

principles for data management at the various 
committee levels.

It is also important to consider the nature 
and format of data presentation, to assist 
decision-makers and clinicians. High-level 
trends can be tracked over time with 
Statistical Process Charts/Run charts, with 
control limits to highlight those varying from 
controls.

Alternatively, heat maps or traffic light sys-
tems can be used to identify indicators that have 
flagged beyond their limits.

5.1.7	� Implementing a Clinical 
Governance System

Implementing a clinical governance system 
which involves all the aforementioned compo-
nents requires using appropriate change manage-
ment principles including:

•	 Establish the right Clinical Governance sys-
tem and processes for the organisation.

What sort of Quality Data should the
committees look at?

Executive Committee

Quality and Safety
Committee

Program level Quality
and Safety Committees

Site Ward/ Area/ Unit
level

• Trends and overview, tracking against yearly/monthly targets
• Quality and safety only one component

• Trends and overview yearly/ monthly targets
• Flags for exception
• Representative of all Programs and all National Standard areas

• Case details for all cases
• Unit-level detail weekly
• HR details per individual

• Mortality and Morbidity Committee has individual case details for all cases for
  month
• Program level has trends and overview of Program, case details for cases of note
  only for month, HR trends only

Fig. 5.2  Principles of levels of Data at various committees
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•	 Develop a change management and a commu-
nication strategy.

•	 Implement the system.
•	 Evaluate the system.

There are an extraordinary large number of 
diagnostic, mapping and measurement method-
ologies available to support the implementation 
of a clinical governance system. Examples 
include:

•	 Systems thinking [15].
•	 Improvement Science, with Testing and 

Learning Cycles  – Plan, Do, Study, Act 
(PDSA) Cycles [16].

•	 Patient safety measurement tools [17].

Incident Investigation tools. Most state health 
departments provide training and tools for clini-
cians on incident investigation tools including 
but not limited to Root Cause Analysis, London 
Protocol, Cluster analysis and AcciMap. The 
choice of tools and methodologies used by the 
organisation will be guided by the state depart-
ment guidelines, organisation’s culture and exist-
ing systems, and the context of the specific 
clinical situation being reviewed.

From practical experience, it is important to 
be aware of the types of recommendations gener-
ated from case review and improvement science, 
and the cultural context of the organisation that 
requires the change. Recommendations should 
be Specific, Measurable, Assignable, Realistic, 
and Time-related (S.M.A.R.T.) where possible 
[18], and of as few as possible to address the root 
cause of the incident. Raj Behal in his Safety 
Steps framework outlines a 100-point Treatment 
Plan, which classifies recommendations 
according to a hierarchy of effectiveness for 
removing or controlling the hazard. Removing 
the hazard, or addressing the human factors con-
tributing to the incident is rated more effective 
than management controls or managing culture 
[19].

Most quality improvement projects arise due 
to a perceived gap in performance and patient 
outcomes. By necessity, there will need to be 

changes to address the gap. However, all quality 
improvement projects need to consider the work-
load impacts on the clinicians and frontline staff. 
As Hayes, Batalden and Goldmann (2015), state 
that years of study of innovation diffusion, 
change management and behaviour change have 
demonstrated that increasing workload demands, 
especially when not understood, perceived to be 
unneeded, or felt unlikely to lead to improve-
ment, leads to change fatigue and resistance cyni-
cism, burnout and turnover. In addition, if true 
and sustainable improvement in outcomes is to 
be realised, we must, at all levels of the system, 
understand and aim to embed a work smarter, not 
harder approach and limit the workload – includ-
ing improvement-related workload  – on those 
charged with delivering care.

5.1.8	� An Integrated and Consistent 
Approach to Clinical 
Governance

Once all of the elements, roles, committees, poli-
cies and frameworks are implemented, it is essen-
tial to reflect on whether all of the elements are 
integrated, and consistent.

5.1.9	� A Specific Comment 
on Accreditation for Medical 
Administrators

	1.	 All Australian Health Services are required to 
comply with an accreditation process. The 
National Safety and Quality Health Service 
Standards were first introduced in 2013, and 
are mandatory for all public and private, 
acute, sub-acute, day procedure and multi-
purpose health services. The Standards were 
updated in 2017. The National Standards are 
designed to protect the public from harm and 
to improve the quality of health service provi-
sion. The eight NSQHS Standards provide a 
nationally consistent statement about the level 
of care consumers can expect from health ser-
vices and include: Clinical Governance.
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	2.	 Partnering with consumers.
	3.	 Preventing and controlling healthcare-

associated infections.
	4.	 Medication safety.
	5.	 Comprehensive Care.
	6.	 Communicating for Safety.
	7.	 Blood management.
	8.	 Recognising and responding to clinical dete-

rioration in acute health care.

In addition, most health services participate in 
a range of specialist accreditation programmes, 
including Aged Care Standards, National 
Association of Testing Authorities Accreditation 
Review (NATA), Professional Medical College 
Accredited programmes (e.g. Royal Australasian 
College of Physicians for Physician Training) 
and the Department of Health/Commonwealth 
Health and Ageing programmes.

The new national standards are clinically 
based and are relevant and tangible for clinicians 
on the front line. It is also:

•	 Risk-based approach: the organisation will 
need to be able to demonstrate that key ser-
vices have been, identified the highest risk 
risks and put in place plans to manage.

•	 Compliance-based: organisations need evi-
dence to demonstrate compliance with poli-
cies and guidelines state.

•	 Consumer Focussed: based on the concept 
that consumers are a partner in the planning 
and delivery of health care.

There are also Accreditation Standards in 
Australia for Mental Health National Standards, 
Community Standards, and Aged Care Standards 
and Clinical Trials Standards.. The principles for 
compliance/accreditation remain the same; how-
ever, the details of these are beyond the scope of 
this chapter.

The Governing Body (usually the organisa-
tion’s Board) is required to submit an annual 
Attestation to their accrediting agency. The 
Attestation process is outlined in Fact sheet 7 
from the ACSQHC, defining attestation as “a for-
mal process that involves authorised officers of a 
health service organisation confirming compli-

ance, in this case to the NSQHS Standards. This 
is in the form of a written affirmation”.

Each Health Service is required to undergo an 
Accreditation every 3  years by an independent 
body to assess compliance with the safety and 
quality standards.

When a health service organisation has shown 
it meets all of the NSQHS Standards, it is awarded 
accreditation. If an action is not met at the first 
assessment by the accrediting agency, the health 
service organisation has 60 business days to 
make improvements. If at the final assessment, 
the action is still not met, the health service 
organisation will not be awarded accreditation. 
All actions must be met to achieve accreditation.

If a health service organisation is not awarded 
accreditation, various sanctions may apply 
depending on the extent and the type of actions 
that were not met. These sanctions may include 
administrative oversight by the regulator, loss of 
licences and/or loss of funding. Any health ser-
vice organisation that does not achieve accredita-
tion must undergo a reassessment of all eight 
NSQHS Standards within 12 months to continue 
to be able to operate.

5.1.10	� Clinical Risk Management 
for Medical Administrators

Clinical Risk Management (CRM) is an approach 
to improving the quality and safe delivery of 
health care by placing special emphasis on iden-
tifying circumstances that put patients at risk of 
harm; and acting to prevent or control those risks. 
Clinical Risk Management should be part of a 
broader organisational risk management system, 
which integrates the management of organisa-
tional, financial, occupational health and safety, 
plant, equipment and patient safety risks. The 
organisation should have in place a systematic 
approach to minimising risk and improving the 
quality of clinical care. This should include com-
pliance with relevant legislation, the reporting 
and investigation of incidents and risks and the 
implementation of strategies to reduce the occur-
rence of adverse events and improve patient 
safety.
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The clinical risk management system at a 
health service should utilise a range of strategies 
to mitigate and manage risk and improve the 
quality of clinical care. These include:

5.1.11	� Risk Register

A Risk Register is a comprehensive repository 
for the documentation of identified risks arising 
out of the operations of the organisation. The pri-
mary purpose of a risk register is to act as a 
decision-making tool in managing risks. In this 
regard, it helps inform strategic planning pro-
cesses and prioritisation of resources.

5.1.12	� Policies and Procedures

Health Services should have a range of policies 
and procedures, which set out expectations in 
relation to staff behaviours/actions and specific 
clinical intervention. Policies should be devel-
oped through a rigorous Governance process and 
have a strong evidence base. Each policy should 
have an identified owner and a clearly defined 
review date.

5.1.13	� Incident Management System

Any occurrence that is not consistent with the 
routine care of the patient or functioning of the 
health service is reported. This includes any event 
or circumstance that could have or did result in 
unintended harm, suffering, damage or loss to an 
individual, patient, or staff, the organisation, 
facilities or property. There are multiple Incident/
Risk Management systems in use across Australia 
including RiskMan, RL Datix, VHIMS, IMMS 
and many others. These are primarily web-based 
incident reporting system, which enable inci-
dents to be entered on-line. Incidents are risk-
rated and high-level incidents are then escalated 
to ensure appropriate notification and action to 
reduce the likelihood of reoccurrence.

The severity of the incident will guide the 
level of review. High-level incidents (ISR/SAC/

HS 1 or 2), which result in significant patient 
harm or death, are reviewed through structured 
case review or incident investigation methodol-
ogy (like RCA) to identify critical points, and 
root causes of the incident. Recommendations 
are developed to address the identified vulnera-
bilities and contributing factors.

Trends of incidents can also be monitored 
over time, including analysis of groups/clusters 
of incidents for patterns in patient cohorts, to 
assist with identifying risk reduction strategies to 
reduce the occurrence of incidents, or to reduce 
the level of harm from incidents. Appropriate 
sampling [20] of incidents can allow meaningful 
analysis of contributory factors to incidents, 
whilst ensuring high yield from quick, efficient, 
manageable analysis.

Medical staff reporting of incidents is his-
torically low compared to other health profes-
sional groups in the literature. Studies have 
identified that doctors are reticent to embrace 
incident reporting systems, with United States 
and Australian experience of physicians 
reported only 1.9–2.9% [21, 22] and 5% [23] 
of incidents, respectively. Key barriers to 
reporting incidents by medical staff have been 
shown to be a lack of feedback on outcomes 
and too long to complete incident reports 
[24].

Benn et al. [25] identified a number of key fac-
tors for successful feedback from incident report-
ing systems: the role of leadership, the credibility 
and content of information, effective dissemina-
tion channels, the capacity for rapid action and 
the need for feedback at all levels of the organisa-
tion. Pham et  al. [26] also recommend several 
strategies to maximise the value of incident 
reporting systems, including:

	1.	 Making reporting easier,
	2.	 Making reporting meaningful to the 

reporter,
	3.	 Make the measure of success system changes, 

rather than events reported,
	4.	 Prioritise which events to report and investi-

gate, do it well,
	5.	 Convene with diverse stakeholders to enhance 

their value.
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Throughout incident/adverse event review, 
Medical Administrators should also be cognisant 
of the staff distress and concern that can arise 
from being involved with an incident resulting in 
patient harm. Most health professionals do not 
undertake their work to harm patients. Harrison, 
Lawton and Steward [27] survey of doctors’ 
experience of adverse events identified a signifi-
cant impact personally and professionally, with 
76% of respondents believing this had affected 
them personally, 74% reporting stress, 68% 
reporting anxiety, and 63% lower professional 
confidence. The ACSQHC Open Disclosure 
Standard 2013, note that Clinicians (and the non-
clinical workforce) may be affected by being 
involved in an adverse event, and may require 
emotional support and advice in the aftermath of 
the incident. The organisation should ensure that 
these staff have formal and informal support pro-
cesses and provide facilities for debriefing for 
those involved in an adverse event. In addition, 
information on the support systems for clinicians 
who are distressed by an adverse event include 
Doctors’ Health.

Advisory Service, medical defence organisa-
tions, professional and collegiate associations 
and employee assistance schemes.

Medical Administrators should ensure there 
are targeted strategies within their organisations 
to ensure medical staff are aware of incident 
reporting systems, encouraged to report appro-
priate incidents, supported through the process, 
following best practice processes for respectful 
management of adverse events, and are provided 
timely feedback of the outcomes of reviews on 
patient care.

5.1.14	� Sentinel Event Reporting

All Australian States are required to establish 
Sentinel Event Reporting system from health 
services to the local jurisdiction. The ACSQHC 
Sentinel Event List (Version 2) 2020, defines a 
Sentinel Event as “a particular type of serious 
incident that is wholly preventable and has 
caused serious harm to, or the death of, a 
patient”. These events are considered “wholly 

preventable” in the context of preventative bar-
riers being available to stop the event from 
occurring.

To be classified a sentinel event, a strict set of 
criteria need to be met:

•	 The event should not have occurred where 
preventive barriers are available

•	 The event is easily recognised and clearly 
defined

•	 There is evidence the event has occurred in the 
past.

The ACSQHC defines “serious harm” when, 
as a result of the incident, the patient:

•	 Requires life-saving surgical or medical inter-
vention, or

•	 Has shortened life expectancy, or
•	 Has experienced permanent or long-term 

physical harm, or
•	 Has experienced permanent or long-term loss 

of function.

The 10 revised National Sentinel Events 
defined in 2020 include:

	 1.	 Surgery or other invasive procedure per-
formed on the wrong site resulting in serious 
harm or death.

	 2.	 Surgery or other invasive procedure per-
formed on the wrong patient resulting in seri-
ous harm or death.

	 3.	 Wrong surgical or other invasive procedure 
performed on a patient resulting in serious 
harm or death.

	 4.	 Unintended retention of a foreign object in a 
patient after surgery or other invasive proce-
dure resulting in serious harm or death.

	 5.	 Haemolytic blood transfusion reaction 
resulting from ABO incompatibility result-
ing in serious harm or death.

	 6.	 Suspected suicide of a patient within an acute 
psychiatric unit or acute psychiatric ward.

	 7.	 Medication error results in serious harm or 
death.

	 8.	 Use of physical or mechanical restraint 
resulting in serious harm or death.
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	 9.	 Discharge or release of a child to an unau-
thorised person.

	10.	 Use of an incorrectly positioned oro- or 
nasogastric tube resulting in serious harm or 
death.

Each state health jurisdiction will have report-
ing guidelines, templates for health services to 
complete for any sentinel events reported.

5.1.15	� Clinical Review Panels

Medical staff have an important role to play in 
promoting a culture of safety by championing 
incident reporting initiatives and participating in 
multidisciplinary teams that analyse adverse 
events and promote change [28]. To facilitate this 
engagement, many larger health services have 
established clinical panels, alternately called 
Mortality and Incident Review Committees, with 
broad representation to review such incidents and 
develop recommendations. The panels should 
usually review significant clinical events that

	1.	 Undergo a formal incident investigation and 
or,

	2.	 Involve multiple units or departments.

The role of the panel is to facilitate the identi-
fication of deficiencies in the system that contrib-
uted to the occurrence of these events in an open 
and transparent manner, and to develop recom-
mendations for improvements in the systems of 
care. The panels should complement existing 
unit-level case review mechanisms.

5.1.16	� Legislative Compliance

Most health services have a legislative compli-
ance responsibilities register that clearly articu-
lates executive and management responsibility 
for ensuring compliance with relevant health-
related legislation to support risk reduction 
across the organisation. Tools to audit policy and 
practice on a regular basis to assess compliance 
and identify areas requiring remedial action 

should support the register. In addition, updates 
to legislation should be reviewed regularly to 
ensure appropriate amendments are made if 
required.

Health services should also be familiar with 
other reporting requirements including but not 
limited to special committees investigating 
deaths following surgery and anaesthesia, mater-
nal and perinatal committees etc.

5.1.17	� Medico-Legal

Through the management of medico-legal cases, 
potential clinical risk issues, such as the occur-
rence of a clinical incident, may be identified. As 
appropriate, these should be referred by medico-
legal services or relevant clinical governance/risk 
Management team for investigation and follow-
up. Additionally, all inpatient deaths reported to 
the coroner and outpatient deaths where Coronial 
review of the organisation’s provision of care is 
undertaken should be similarly referred. On com-
pletion of cases, all Coronial findings and, in the 
case of litigation any recommendations provided 
by the appointed legal team arising from the case 
should be routinely distributed to the Risk 
Management team, the Chief Medical Officer 
and relevant Clinical Units. Monitoring of the 
compliance with Coronial reporting is valuable 
to ensure appropriate cases by junior doctors are 
being referred for review [29].

5.1.18	� Complaints or Concerns 
About Clinicians

Health services should ensure there are processes 
to raise concerns or complaints about clinician 
performance, which included a clear process for 
reporting concerns, appropriate investigation and 
response pathways and an avenue for anonymous 
reporting. Australian Health Practitioners 
Regulation Agency (AHPRA) also has manda-
tory reporting requirements for any clinicians 
undertaking notifiablte conduct (see AHPRA 
intranet site for details of Mandatory reporting 
criteria).
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5.1.19	� External Reviews

Most health services engage external providers to 
conduct auditing of health service clinical and 
corporate governance frameworks. The impor-
tance of independent clinical reviewers on sig-
nificant case reviews has been a key 
recommendation arising from the Review into 
Djerewarra Health Service [5].

5.2	� The Medical Administrator 
as the Executive Oversight 
for Clinical Governance

Medical Administrators, are in a unique role to 
significantly influence and improve patient care 
via overseeing clinical governance in the organ-
isation [30, 31]. In a survey of Directors of 
Medical Services in Victorian metropolitan 
health services, 12 of the 14 (85.7%) Medical 
Administrators were responsible for Clinical 
Governance as part of their role [30, 31].

Medical Administrators on the Executive of 
Health Services (usually in Chief Medical Officer 
or Executive Director Medical Services roles [30, 
31], advocate on behalf of the patient and for 
clinical governance on the Executive. By virtue 
of their position on the Executive team, Medical 
administrators can ensure that all decisions, 
financial, strategic, operational, occupational 
health and safety, have consideration for the 
impacts on patient safety.

In her 2011 study of the association between 
physician leaders and hospital performance 
Goodall concluded that there is a strong positive 
association between the ranked quality of a hos-
pital and whether the CEO is a physician or not 
(p < 0.001), reinforcing the importance of medi-
cal leadership in quality outcomes for patients. A 
study in Iran also found a similar association 
existed ([32]).

It is however difficult to oversee all of the clin-
ical governance elements by one individual. 
Appropriate delegation of roles and responsibili-
ties across the clinical governance spectrum to 

other Executives and senior leaders within the 
organisation will assist with an integrated matrix 
of accountabilities for clinical governance. Other 
members of an executive leadership team who 
may share responsibilities include leads of clini-
cal governance, nursing, allied health, operations 
and human resources/people and culture.

It is the role of the medical administrator to 
ensure the framework, policies and procedures 
are developed, implemented, monitored and eval-
uated. In addition, the medical administrator 
should ensure that they have enough knowledge 
depth of the subject matter to validate clinical 
assumptions presented by the clinicians, whilst 
providing a broader guidance on the orgnaist-
aional position, risks and drivers.

Medical administrators also have a role to 
coach and mentor Heads of Units, Clinical 
Service directors and medical leaders within their 
organisations in clinical governance structures. 
By the nature of the professional hierarchy [30, 
31], the Medical Administrator is trusted by the 
clinician, and can act as the interlocutor between 
the clinicians and the executive to prevent any 
potential disconnect between management and 
clinicians within the clinical governance 
framework.

Monitoring of the frameworks can be chal-
lenging, as there is a need to balance the patient 
safety aspects with the operational and corporate 
imperatives. The Institute for Healthcare 
Improvement (2013) outlines the principles of 
High-impact Leadership that can assist Medical 
Administrators to form the balance between cor-
porate and clinical governance needs including:

	1.	 High-impact leadership requires the adoption 
of new mental models. That is how leaders 
think about challenges and solutions.

	 (a)	 Individuals and families are partners in 
their care.

	 (b)	 Compete on value, with continuous 
reduction in operating costs.

	 (c)	 Reorganise services to align with new 
payment systems.

	 (d)	 Everyone is an improver.
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	2.	 High-Impact Leadership Behaviours or what 
leaders do to make a difference.

	 (a)	 Person-centredness: Be consistently 
person-centred in word and deed.

	 (b)	 Frontline engagement: be a regular, 
authentic presence at the front line and a 
visible champion of improvement.

	 (c)	 Relentless focus: remain focussed on the 
vision and strategy.

	 (d)	 Transparency: require transparency 
about results, progress, aims and 
defects.

	 (e)	 Encourage and practice systems think-
ing and collaboration across 
boundaries.

	3.	 High-Impact Leadership Framework where 
leaders need to focus their efforts.

	 (a)	 Driven by persons and community.
	 (b)	 Create vision and build will.
	 (c)	 Develop capability.
	 (d)	 Deliver results.
	 (e)	 Shape culture.
	 (f)	 Engage across boundaries.

5.3	� Areas of Clinical Governance 
with Relevance for Medical 
Staff

The following areas are particularly relevant for 
medical staff

•	 National Standards.
•	 Credentialing and Scope of Practice – how to 

describe the clinical scope undertaken by our 
medical staff, how to document and formally 
recognise the qualifications and experience of 
our medical staff.

•	 Introduction of New Clinical Services, 
Procedures and Other Interventions  – how to 
ensure that these are linked to credentialing and 
scope of clinical practice assessments, evalua-
tion of new products, and research ethics.

•	 Peer review and clinical audit – how to moni-
tor our patient outcomes within the scope of 
practice for the health service.

•	 Performance management – how to ensure we 
have opportunities to optimise the ability to 
provide the best patient care.

As Credentialing and Scope of Practice, 
and Performance management of medical 
staff is addressed in other chapters of this 
book, the detail is beyond the scope of this 
chapter. Of note however is the credentialing 
and scope of practice implications for intro-
ducing new technologies or clinical practice. 
The proactive participation of senior medical 
staff at all stages of the introduction of new 
technologies is paramount, and can ensure 
safe, appropriate and effective patient care as 
a result. However, as illustrated by Dwyer 
et al. [33] doctors are not necessarily aware of 
the importance of their participation in these 
processes, and the organisation and such com-
mittees need to be promoted to all medical 
staff.

This conclusion of this chapter will therefore 
focus on the elements of Accreditation, Peer 
Review and Clinical Audit/Mortality and mor-
bidity review, Hospital Standardised Mortality 
Ratio, and Clinical Registries.

5.3.1	� National Standards

The NSQHS Standards aim to protect the public 
from harm and to improve the quality of health 
service provision. They provide a quality assur-
ance mechanism that test whether relevant sys-
tems are in place to ensure that expected 
standards of safety and quality are met. Medical 
administrators, should be familiar with the entire 
suite of standards, however Table 5.1 below out-
lines the elements particularly relevant for medi-
cal staff.
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Table 5.1  NSQHSS elements relevant for medical staff

Standard Element
Standard 1—Clinical Governance Leaders at all levels in the organisation set up and use clinical 

governance systems to improve the safety quality of health care for 
patients

Governance, leadership and culture 1. The governing body:
 �� (a) �Provides leadership to develop a culture of safety and quality 

improvement, and satisfies itself that this culture exists within the 
organisation

 �� (b) �Provides leadership to ensure partnering with patients, carers and 
consumers

 �� (c) �Sets priorities and strategic directions for safe and high-quality 
clinical care, and ensures that these are communicated effectively 
to the workforce and the community

 �� (d) �Endorses the organisation’s clinical governance framework
 �� (e) �Ensures that roles and responsibilities are clearly defined for the 

governing body, management, clinicians and the workforce
 �� (f) �Monitors the action taken as a result of analyses of clinical 

incidents
 �� (g) �Reviews reports and monitors the organisation’s progress on safety 

and quality performance
Organisational leadership 2. �The health service organisation establishes and maintains a clinical 

governance framework, and uses the processes within the framework 
to drive improvements in safety and quality

3. �The health service organisation considers the safety and quality of 
health care for patients in its business decision-making

Clinical leadership 4. Clinical leaders support clinicians to:
 �� (a) �Understand and perform their delegated safety and quality roles 

and responsibilities
 �� (b) �Operate within the clinical governance framework to improve the 

safety and quality of health care for patient
Measurement and quality improvement 5. �The health service organisation uses organisation-wide quality 

improvement systems that:
 �� (a) �Identify safety and quality measures, and monitor and report 

performance and outcomes
 �� (b) �Identify areas for improvement in safety and quality
 �� (c) �Implement and monitor safety and quality improvement strategies
 �� (d) �Involve consumers and the workforce in the review of safety and 

quality performance and system
Risk management 6. The health service organisation:

 �� (a) Identifies and documents organisational risks
 �� (b) Uses clinical and other data collections to support risk assessments
 �� (c) Acts to reduce risks
 �� (d) �Regularly reviews and acts to improve the effectiveness of the risk 

management system
 �� (e) Reports on risks to the workforce and consumers
 �� (f) �Plans for, and manages, internal and external emergencies and 

disasters
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Table 5.1  (continued)

Standard Element
Incident management systems and open 
disclosure

7. �The health service organisation has organisation-wide incident 
management and investigation systems, and:

 �� (a) �Supports the workforce to recognise and report incidents
 �� (b) �Supports patients, carers and families to communicate concerns or 

incidents
 �� (c) Involves the workforce and consumers in the review of incidents
 �� (d) �Provides timely feedback on the analysis of incidents to the 

governing body, the workforce and consumers
 �� (e) �Uses the information from the analysis of incidents to improve 

safety and quality
 �� (f) �Incorporates risks identified in the analysis of incidents into the 

risk management system
 �� (g) �Regularly reviews and acts to improve the effectiveness of the 

incident management and investigation systems
Performance management 8. �The health service organisation has valid and reliable performance 

review processes that:
 ��  (a) �Require members of the workforce to regularly take part in a 

review of their performance
 �� (b) Identify needs for training and development in safety and quality
 �� (c) �Incorporate information on training requirements into the 

organisation’s training system
Credentialing and scope of clinical 
practice

9. The health service organisation has processes to:
 �� (a) �Define the scope of clinical practice for clinicians, considering the 

clinical service capacity of the organisation and clinical services 
plan

 �� (b) �Monitor clinicians’ practices to ensure that they are operating 
within their designated scope of clinical practice

 �� (c) �Review the scope of clinical practice of clinicians periodically and 
whenever a new clinical service, procedure or technology is 
introduced or substantially altered

10. The health service organisation:
 �� (a) �Conducts processes to ensure that clinicians are credentialed, 

where relevant
 �� (b) �Monitors and improves the effectiveness of the credentialing 

process
Evidence-based care 11. The health service organisation has processes that:

 �� (a) �Provide clinicians with ready access to best-practice guidelines, 
integrated care pathways, clinical pathways and decision-support 
tools relevant to their clinical practice

 �� (b) �Support clinicians to use the best available evidence, including 
relevant clinical care standards developed by the Australian 
Commission on Safety and Quality in Health Care

Variation in clinical practice and health 
outcomes

12. The health service organisation has systems to:
 �� (a) Monitor variation in practice against expected health outcomes
 �� (b) �Provide feedback to clinicians on variation in practice and health 

outcomes
 �� (c) Review performance against external measures
 �� (d) Support clinicians to take part in clinical review of their practice
 �� (e) �Use information on unwarranted clinical variation to inform 

improvements in safety and quality systems
 �� (f) �Record the risks identified from unwarranted clinical variation in 

the risk management system
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Medical Administrators should ensure they 
are familiar with the remaining seven standards 
and the aligned governance requirements for 
each criteria.

Standard 2—
Partnering with 
consumers

Ensure systems are designed 
and used to support patients, 
carers, families and 
consumers to be partners in 
healthcare planning, design, 
measurement and evaluation
 �� • �Healthcare rights and 

informed consent
Standard 3—
Preventing and 
controlling healthcare-
associated infections

Describe, implement and 
monitor systems to prevent, 
manage or control 
healthcare-associated 
infections and antimicrobial 
resistance, to reduce harm 
and achieve good health 
outcomes for patients
 �� • Surveillance
 �� • �Standard and 

transmission based 
precautions

 �� • Hand hygiene
 �� • Aseptic technique
 �� • Invasive medical devices
 �� • Workforce immunisation
 �� • �Reprocessing reusable 

devices
 �� • �Antimicrobial 

stewardship
Standard 4—
Medication safety

Describe, implement and 
monitor systems to reduce 
the occurrence of medication 
incidents and improve the 
safety and quality of 
medication use
 �� • �Medicines scope of 

practice
 �� • �Medication 

reconciliation
 �� • Adverse drug reactions
 �� • Medication review

Standard 
5—Comprehensive 
care

Set up and maintain systems 
and processes to support 
clinicians in delivering 
comprehensive care, 
including systems to prevent 
and manage specific risks
 �� • �Designing systems to 

deliver comprehensive 
care

 �� • �Collaboration and 
teamwork

 �� • �Clinical assessment

Standard 6—
Communicating for 
safety

Set up and maintain systems 
and processes to support 
effective communication 
with patients, carers and 
families, between 
multidisciplinary teams and 
clinicians and across health 
services
 �� • �Correct identification 

and procedure matching
 �� • Clinical handover
 �� • �Communicating critical 

information
 �� • �Documentation of 

information
Standard 7—Blood 
management

Describe, implement and 
monitor systems to ensure 
the safe, appropriate, 
efficient and effective care of 
patients’ own blood, as well 
as other blood and blood 
products
 �� • �Optimising and 

conserving patients’ own 
blood

 �� • �Prescribing and 
administering blood and 
blood products

 �� • Reporting adverse events
Standard 8—
Recognising and 
responding to acute 
deterioration

Set up and maintain systems 
for recognising and 
responding to acute 
deterioration
 �� • �Recognising acute 

deterioration
 �� • Escalating care
 �� • �Responding to 

deterioration

Although there is clearly a strong role for 
nursing leadership in the successful implementa-
tion of the NSQHSS [34], there are a number of 
NSQHSS that benefit from specific medical staff 
involvement:

	1.	 Clinical Guidelines and pathways.
	 (a)	 Ensure medical staff provide leadership 

for the development of evidence-based 
guidelines and pathways relevant to the 
organisation.

	 (b)	 Ensure medical staff provide oversight of 
regular review and update of the guide-
lines and pathways.
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	 (c)	 Ensure medical staff participate in audit-
ing compliance against the guidelines at 
the front line.

	2.	 Infection Prevention.
	 (a)	 Particularly lead by Infectious Diseases 

consultants across the full suite of areas.
	3.	 Medication Safety.
	 (a)	 Particularly lead by Clinical Pharma

cology and Physicians across the full 
suite of areas.

	4.	 Blood Transfusion.
	 (a)	 Particularly lead by Haematology across 

the full suite of areas.
	5.	 Clinical Deterioration.
	 (a)	 Requires a broad representation of medi-

cal staff across the organisation, 
particularly from Emergency Department, 
Intensive Care Unit, medical physicians 
on the ward, surgeons on the ward and in 
theatre, sub-acute and community 
physicians.

	 (b)	 Require senior leadership for policy 
development and development of strate-
gies, requires junior medical staff involve-
ment to explore and clarify the frontline 
medical staff issues for managing deterio-
rating patients, particularly those at 
end-of-life.

	6.	 Falls prevention –.
	 (a)	 Reduction of number of falls  – how to 

rationalie medications that can contribute 
to falls, early identification and manage-
ment of delirium as a risk factor for falls,

	 (b)	 Reduction of the harm caused by falls – 
appropriate anticoagulation, minimise 
duration and dosing for the clinical sce-
nario, identification and management of 
osteoporosis.

	7.	 Pressure Injuries.
	 (a)	 Optimise skin integrity and nutrition, 

with early identification and management 
of conditions leading to poor skin integ-
rity such as diabetes and vascular 
disease.

	 (b)	 Pressure care intra-operatively or during 
procedures.

	8.	 Clinical Handover.

	 (a)	 Structures and processes for shift to shift 
junior doctor handover.

	 (b)	 Structures and processes for medical 
handover at transitions throughout the 
patient journey from Emergency 
Department to ward, ICU to ward, acute 
to sub-acute services, on discharge to 
community.

5.3.2	� Clinical Audit

Clinical audit aims to improve patient care and 
outcomes and the effectiveness and efficiency of 
processes by evaluating the services provided 
and patient outcomes against previous and identi-
fied best practice. Clinical audit forms part of a 
suite of tools within the clinical governance 
framework that ensure a systematic process to 
monitor clinical effectiveness and manage clini-
cal risk.

Clinical units and specialities should under-
take a range of audit activities as part of their 
quality improvement and review activities.

All clinical units and departments that under-
take clinical activity should be required to have 
regular, structured clinical audit of patient out-
comes. The clinical audit should:

•	 Be supported by available patient data,
•	 Provide opportunity for all staff within the 

unit or area to contribute,
•	 Provide opportunity for multidisciplinary 

review of patient outcomes as appropriate,
•	 Provide an opportunity for all units or areas to 

contribute and report their clinical audit activ-
ity to their relevant Division or Specialty 
Quality Committee, within the organisation’s 
Clinical Governance framework,

•	 Contribute to external agencies for the rele-
vant speciality, including clinical registries 
and Department of Health registries.

Maureen Bisognano, previous Chief Executive 
of the Institute for Healthcare Improvement, has 
four questions she always asks when visiting a 
hospital:
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	1.	 Do you know how good you are?
	2.	 Do you know where you stand relative to the 

best?
	3.	 Do you know where the variation exists?
	4.	 Do you know the rate of improvement over 

time [35]?

These four questions can be adapted quickly 
by clinical leaders to form the basis of clinical 
audit processes within their units.

Clinical audit should be an integral part of any 
Quality Improvement project.

Clinical audit should include areas of:

•	 Known areas of patient safety risks, in align-
ment with the NSQHSS.

•	 Areas of risk for the organisation are identi-
fied through incident reporting systems.

•	 Compliance with ACSQHC clinical care 
standards.

•	 Areas of variation identified by Clinical 
Registries or external peer-reviewed reports.

In addition, a number of organisation-wide 
audits should be conducted regularly, with the 
results being reported through the clinical gover-
nance committee structure. The information from 
audit activity is used to identify areas where 
improvement is required to increase compliance 
with required standards.

5.3.3	� Clinical Unit-Based Morbidity 
and Mortality

All clinical units and departments that undertake 
clinical activity should be required to have regu-
lar, structured clinical audit of patient outcomes.

This may include review of the following 
cases:

•	 Deaths.
•	 Significant complications of care.
•	 Serious adverse events and sentinel events.
•	 Triaging clinical deterioration cases and 

reviewing a proportion to investigate causes.

This clinical audit may also include the fol-
lowing concepts:

•	 High volume or high-risk procedures or 
conditions,

•	 Patient outcomes, for example, effectiveness 
of treatment,

•	 Appropriateness of treatment, e.g. in align-
ment with Choosing Wisely recommendations 
from Professional Colleges (e.g. Australian 
College of Emergency Medicine Choosing 
Wisely recommendations 2015),

•	 Conditions where the evidence is unclear and 
multiple treatment options are possible,

•	 New or emerging technologies within their 
patient groups,

•	 Right diagnosis [36], right treatment, and 
timeliness of treatment.

For specific specialties, the following may be 
relevant:

•	 Waiting list rates, day or surgery admission 
rates, unplanned returned to theatre rate for 
surgical or procedural units.

•	 Results of procedures in alignment with 
reporting requirements for the New 
Technologies and Clinical Practice 
Committees.

•	 Results of procedures and outcomes for areas 
with identified Extended Scope of Practice 
under the Credentialing and Scope of Practice 
Framework.

•	 Administrative data set indicators such as 
unplanned readmissions to hospital within 
28  days, unplanned return to Intensive Care 
Unit rate, median length of stay, seclusion 
rates in mental health.

•	 Mental Health follow-up post-discharge.

For morbidity review, units who participate in 
Clinical Registries should include morbidity data 
as part of their registry. Complications can also 
be analysed using hospital-acquired diagnoses 
from routine hospital data (CHADx), as outlined 
by [37].
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Table 5.2  Categories of deaths (expected occurrence and 
care management issues)

Categories Description
Category 
1

Expected death with no care management 
issues

Category 
2

Expected death with care management 
issues

Category 
3

Unexpected death occurred despite taking 
all necessary preventative measures

Category 
4

Preventable death where steps may not 
have been taken to prevent it

Category 
5

Unexpected death resulting from a medical 
intervention

Category 1 deaths do not require any further review
Category 2 deaths with care management issues can be 
managed within the local unit
Category 3,4,5 deaths require review beyond unit level

For Mortality reviews, all deaths should be 
classified according to a consistent classification 
system to facilitate those deaths requiring further 
review beyond unit level. An example classifica-
tion system used in Brigham and Women’s 
Hospital, Boston [38], are outlined in Table 5.2.

The treating clinicians and peers within the 
speciality should review all deaths, with exter-
nal peer review for certain categories of deaths 
(such as Surgical Mortality via jurisdictional 
frameworks such as Victorian Audit of Surgical 
Mortality). Further organisational review will 
be required if there are any of the above issues 
identified. Conceptually the levels of review of 
deaths to provide robust and transparent review 
beyond the individual speciality, including 
external registries or external reviews if 
required.

Reporting of Medical Audit Activities should 
occur via Division or Specialty Quality 
Committee or relevant Division of Medicine or 
Division of Surgery relevant for the 
organisation.

All clinical units should provide an annual 
summary report of their audit activities to the 
management team outlining:

•	 A description of the process for clinical audit 
within their unit.

•	 Results of any Clinical Registry reports, 
including any areas of variation, and improve-
ments in care as a result.

•	 Patient outcomes including:
•	 Evidence of results of patient outcomes in the 

areas audited, including performance against 
benchmarked best practice.

•	 Identification of areas of variation.
•	 Improvements in care and learning opportuni-

ties as a result of the audit, including innova-
tions in practice and improvement strategies.

5.3.4	� Clinical Registries

The establishment of Clinical Registries has 
accelerated during the past decade. Registries pro-
vide a clinically credible means for monitoring 
and benchmarking healthcare processes and out-
comes, identifying areas for improvement, and 
driving strategies for improving patient care [39]. 
In addition, clinical registries are used to assess 
changes in clinical practice, appropriateness of 
care and health outcomes over time [40]. The 
American Heart Association Policy Statement in 
April 2011 called for expanding the application 
for existing and future clinical registries, with 
well-designed clinical registry programmes pro-
viding important mechanisms to monitor patterns 
of care, evaluate healthcare effectiveness and 
safety, and improve clinical outcomes [41].

Clinical registries are databases that system-
atically collect health-related information on 
individuals who are:

•	 Treated with a particular surgical procedure, 
device or drug, for example, joint 
replacement.

•	 Diagnosed with a particular illness, for exam-
ple, stroke; or.

•	 Managed via a specific healthcare resource, 
for example, being treated in an intensive care 
unit.

Clinical Registries usually encompass patients 
treated by a single medical specialty group, for 
example, the Melbourne Interventional 
Cardiology Group involves patients treated by 
credentialed Cardiologists only, and hence colla-
tion of information for the registry is direct from 
the treating clinicians to the Registry.
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Information in clinical registries is captured 
on an ongoing basis from a defined population. 
Clinical registries provide the most suitable and 
accurate method of providing monitoring and 
benchmark data and provide the greatest poten-
tial to improve healthcare performance across 
institutions and providers [42]. The focus of clin-
ical registries is to capture data that reflects real-
world clinical practice in large patient populations 
[43]. The data from clinical registries do not 
replace the need for traditional randomised con-
trolled trials. Instead, registries and trials are 
complementary approaches [43].

Clinical Registries have high participation 
rates from clinicians, as outlined by Retegan and 
colleagues of the Victorian Audit of Surgical 
Mortality (VASM), with a survey of 257 individ-
ual stakeholders demonstrating a 95% agreed 
participation rate amongst Victorian Fellows of 
the Royal Australasian College of Surgeons [44]. 
The analysis of VASM-reported cases has also 
led to further understanding of cross-speciality 
differences with clinical management issues [45]. 
High participation rates were also identified in 
the Australian and New Zealand Intensive Care 
Society Centre for Outcomes and Resource 
Evaluation Registries, with 197 adult ICUs (75%) 
of Australian ICUs contributing to the registry 
[46].

It is expected that units that contribute to an 
external peer-reviewed Clinical Registry will:

•	 Review the results in a timely manner.
•	 Identify and analyse and variations for clinical 

relevance and impact.
•	 Integrate improvements in care or learning 

opportunities into the unit’s quality improve-
ment process.

•	 Report and feedback to relevant CSU Quality 
Committee for the organisation of the results, 
variations and actions required annually.

A study of Clinical Registry use in a major ter-
tiary teaching hospital identified a very high level 
of medical staff participation, but a lack of sys-
tematic reporting of registry data into quality 
committees beyond unit level, and utilisation of 

such data to reflect upon practice and drive qual-
ity improvement [47].

Other National Standards that benefit from 
medical staff involvement.

5.4	� Medical Engagement 
in Clinical Governance

Twigg et al. have highlighted the importance of 
nursing leadership for successful quality and 
safety; however, Medical Staff engagement in 
patient safety is essential for high-quality 
patient’s outcomes. The Institute for Healthcare 
Improvement [48] outlines the principles for 
engaging medical staff in the quality agenda and 
includes the following aspects outlined below in 
Table 5.3.

The degree to which you involve doctors in 
quality initiatives involves striking a balance 
between ensuring there is the right amount of 
engagement and medical input while being cong-
nisant that clinicians are very busy. It is critical to 
think about determining what is required from 
medical staff, and best to arrange time with the 
right medical staff.

There are excellent examples in the literature 
on how to best engage doctors in quality and 
safety. The following are some reflections from 
practice:

5.4.1	� Senior Medical Staff

•	 Senior medical staff are required for leader-
ship of quality projects, advice and guidance 
on policy or guideline development, advice on 
strategic priorities for the organisation or 

Table 5.3  Institute for Healthcare Improvement princi-
ples for engaging medical staff in the quality agenda [48]

1. Discover common purpose
2. Reframe values and beliefs
3. Segment the engagement plan
4. Use “engaging” improvement methods
5. Show courage
6. Adopt an engaging style
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linkages with community partners, such as 
research institutes. Collaboration across units 
for certain patient cohorts also required Heads 
of Units or senior medical leadership.

•	 Senior medical staff are also essential for 
any outpatient processes, as the predomi-
nance of outpatient clinics is delivered by 
senior doctors. Any quality improvement 
initiatives involving theatre, surgical proce-
dures operations also require Surgical or 
Anaesthetic senior medical staff 
involvement.

•	 Introduction of any new electronic clinical 
information technology systems requires both 
senior and junior medical staff, for varying 
views on the practicalities of the system and 
how this will affect the workflows of patient 
care.

5.4.2	� Junior Medical Staff

•	 The approach to engaging junior medical staff 
needs to be tailored differently than that of 
senior medical staff because of their differing 
understandings and confidence regarding 
patient safety. However, engaging with the 
junior staff is essential for understanding the 
practicalities of day-to-day patient care.

5.4.3	� Committee Involvement

Medical Administrators should strongly consider 
including some representation of the Senior 
Medical Staff on their peak Clinical Governance 
or equivalent Committee. Where local Boards 
exist, inclusion of senior medical staff is highly 
recommended. Veronesi et  al. in [49], in their 
study of NHS hospital trusts performance mea-
sures from the Healthcare Commission and Dr. 
Foster, and comparing the proportion of physi-
cians on hospital Boards, there was a significant 
and positive association between a higher per-
centage of clinicians on boards and the quality 
ratings of service providers, with lower morbid-
ity rates.

From practical experience, the following 
observations have assisted with successful rela-
tionships with medical staff:

•	 Medical staff do not respond well to being told 
to comply with regulations without explana-
tion of the reasons, as they value autonomy 
and independence.

•	 Checklists are challenging for medical staff, 
as they are aware that although a majority of 
patients follow routine care, often there are 
exceptions based on patient needs or clini-
cal conditions, and require treatment 
regimes to be adapted for the individual’s 
needs.

•	 Even if the medical staff must comply with 
something from a patient safety perspective, 
they respond better if they are able to be pro-
vided with an opportunity to provide advice 
on how they will comply.

•	 If the medical staff do not agree with action 
that will be implemented, they appreciate 
knowing that the change will be evaluated 
robustly, and their views are recorded and 
used as part of the evaluation.

•	 Meet the medical staff on their terms, in their 
office. They are the experts with years of 
experience in their field, and treat them with 
the respect that their experience deserves.

•	 Avoid asking doctors to criticise or comment 
on areas beyond their scope.

•	 As most clinicians have full schedules 
throughout the day, meetings often have to be 
scheduled before hours, after hours, or at 
lunchtimes. If you are inviting medical staff at 
lunchtime, consider feeding them, as you will 
more likely engender higher levels of support 
and engagement.

•	 Consider multiple avenues for seeking feed-
back. Examples include:
–– One-on-one interviews for guided leader-

ship advice from particular specialties, 
such as Head of Infectious Diseases for 
Antibiotic Stewardship strategies, or Head 
of General Surgery to define extended 
scope of practice and credentialing require-
ments for General Surgery.
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–– Workshops on specific quality issues with a 
variety of different clinicians seeking mul-
tidisciplinary advice or endorsement.

–– Trial or simulation environments when 
introducing a new change that may impact 
practice, for example the introduction of an 
electronic medication prescribing 
platform.

–– Organisation-wide electronic surveys for 
views on topics such as patient safety cli-
mate survey, junior medical staff feedback 
on rostering and safe hours.

5.5	� The Inter-Relationship 
of Clinical Service, Scope 
of Practice and Patient 
Outcomes

As highlighted earlier, medical staff often appre-
ciate an explanation of the drivers for certain 
quality improvement initiatives, and how the 
concepts relate in the global view. Credentialing 
and scope of practice frameworks require evalua-
tion and monitoring of compliance. Clinical audit 
is a mechanism to undertake this monitoring.

The steps required to determine what the med-
ical workforce profile should be within an organ-
isation are:

Step 1: Clinical Service requirements
Determine the emergency patient mix such as the 

types of patients, demographics, patient con-
ditions, and specialities required.

Step 2: Scope of Practice
Define what scope of the various clinical services 

are required to appropriately treat the emer-
gency patients mix. If the health service is in a 
young community population with families 
and children, the health service will require a 
higher proportion of paediatric specialists.

Step 3: Credentials
Determine the type, seniority, and number of doc-

tors that are needed to deliver the scope of clini-
cal practice, and clinical service requirements. 
This will then define the credentials such as 
qualifications, fellowship specialities and 
seniority experience level of the medical staff.

Step 4: Senior and Junior Medical Workforce 
profile

Employ the number, proportion and mix of senior 
medical staff to match your scope of practice 
noting that workforce availability will affect 
recruitment

Step 5: Junior Medical Workforce profile
Employ the junior medical staff that matches the 

senior medical staff to ensure appropriate lev-
els of training and supervision. Noting that 
workforce availability will affect recruitment

Step 6: Clinical Audit
How do we know we are providing high-quality 

patient care? Via clinical audit mechanisms 
outlined previously, and ensuring that the 
patient care provided by individual clinicians 
complies with their scope of practice.

Step 7: Performance development
How can we strengthen the skills and experience 

of our medical staff? Via education and
training, performance management and develop-

ment programmes
Step 8: Delineation of scope of clinical service
Are there any restrictions to our clinical service 

based on our availability of medical staff or 
delineation of the size and scope of our ser-
vice, for example, elective surgery patient mix 
depends on the speciality of the senior medi-
cal staff available within the health service. 
What types of patients do we need to transfer 
to other health services?

5.5.1	� Links Between Evidence-
Based Measurement 
and Quality Improvement

Evidence-based medicine has become a corner-
stone of good clinical practice and drives the 
principles of research, teaching and clinical prac-
tice. However, there is often a considerable gap 
between what we know from research and what 
is done in clinical practice. Propose that there are 
benefits for the patient by integrating the comple-
mentary disciplines of Evidence-Based Medicine 
(EBM) or doing the right things, and Clinical 
Quality Improvement (CQI) or doing things 
right; Glasziou and colleagues propose a clear 
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connection between EBM and CQI, in the form 
of:

•	 Those working in CQI teams should routinely 
check the validity, applicability and value of 
the proposed change before taking on a 
change.

•	 Those working in EBM should recognise that 
it is not sufficient to simply appraise the evi-
dence but ask what can be done to address the 
gap between the evidence and practice.

•	 Those working in CQI should recognise the 
complementary value of experiential learning 
in a cyclical process by exploring concepts 
and models, learning from them, and then 
doing it again better.

•	 Those teaching the next generation of clini-
cians should value both disciplines, which 
should be taught, integrated and modelled in 
clinical training.

Of note, the governance processes for intro-
ducing established technologies or clinical prac-
tice into the organisation are at the boundary of 
EBM and CQI, and use both elements and con-
cepts for improving patient care.

5.5.2	� Ready Reckoner

•	 Clinical Governance at a health service level 
requires structures, processes and frameworks 
that articulate the key roles, responsibilities 
and accountabilities at all staff levels from 
Board, management and clinicians, enabled 
by robust data, culture, education and training 
and a continuous learning environment.

•	 Successful clinical governance encompasses 
the domains of clinical effectiveness, risk 
management, patient safety and consumer 
engagement, and should address the priority 
areas and accreditation requirements of any 
national regulatory bodies.

•	 Successful clinical governance requires strong 
authentic medical engagement, at a leader-
ship, senior and junior medical staff level, that 
allows the advice, guidance and leadership 
from medical staff across a suite of patient 

safety areas, whilst utilising their time in an 
efficient and effective manner.

•	 The Medical Administrator role is an essential 
element within the clinical governance system 
as the patient safety advocate on the Executive. 
The Medical Administrator also provides an 
interface to translate management concepts to 
medical staff, and medical concepts to the 
broader management.

•	 This chapter outlines the literature and practi-
cal examples of implementing Clinical 
Governance within a health service, and par-
ticularly focuses on the strategies to effec-
tively engage medical staff, and addresses the 
essential role of the Medical administrator 
within the clinical governance system.
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