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Abstract

Background: Good governance and regulatory supervision are required to conduct research in an international
public health emergency context and to ensure compliance with ethical standards. The “Strengthening research eth-
ics governance and regulatory oversight in Central America and the Dominican Republic in response to the COVID-19
pandemic”study is a regional effort in which research ethics stakeholders participated in addressing research ethics
governance and preparedness response challenges to the COVID-19 pandemic in Central America and the Domini-
can Republic.

Methods: A qualitative action research study was conducted following a participatory approach. Research ethics
stakeholders in Central America and the Dominican Republic were mapped; a regional webinar and three virtual
workshops were conducted discussing research ethics governance, ethics review and collaborative research prac-
tice during the pandemic. A roundtable session presented results and obtained feedback on a draft of a policy to
strengthen regional research ethics governance.

Results: Countries across Central America and the Dominican Republic are at different stages in their development
of research ethics systems. Countries with more established systems before COVID-19 were better organized and pre-
pared to respond. This finding argues against improvisation and supports further work on strengthening governance
of research ethics systems. Community engagement in research ethics public policy-making is practically absent in
the region. Research and research ethics collaboration schemes are lacking amongst the countries; however, there are
incipient initiatives in the region, such as the Central America and Caribbean Network of Research Ethics Committees.
A policy brief with recommendations on how to advance towards strengthening the governance of research ethics
systems was prepared and submitted to the Central American Integration System for analysis and possible approval.

Conclusion: National research ethics systems in Central America and the Dominican Republic were unprepared to
respond to the COVID-19 pandemic with respect to research oversight and effective collaboration. In most cases,

*Correspondence: jcanario@etikos.do

! Fundacién Etikos, Inc,, Santo Domingo, Dominican Republic
Full list of author information is available at the end of the article

©The Author(s) 2022. Open Access This article is licensed under a Creative Commons Attribution 4.0 International License, which
permits use, sharing, adaptation, distribution and reproduction in any medium or format, as long as you give appropriate credit to the
original author(s) and the source, provide a link to the Creative Commons licence, and indicate if changes were made. The images or

other third party material in this article are included in the article’s Creative Commons licence, unless indicated otherwise in a credit line
to the material. If material is not included in the article’s Creative Commons licence and your intended use is not permitted by statutory
regulation or exceeds the permitted use, you will need to obtain permission directly from the copyright holder. To view a copy of this
licence, visit http://creativecommons.org/licenses/by/4.0/. The Creative Commons Public Domain Dedication waiver (http://creativeco
mmons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated in a credit line to the data.



http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://crossmark.crossref.org/dialog/?doi=10.1186/s12961-022-00933-z&domain=pdf
http://orcid.org/0000-0003-2947-4165

Canario Guzman et al. Health Research Policy and Systems

(2022) 20:138

Page 2 of 15

national research ethics systems were found to be weak, and regional research collaboration was practically absent. To
promote collaboration, a joint strategy needs to be developed with a regional vision towards sharing knowledge and

best practices.

Keywords: Central America, Collaboration, Community engagement, COVID-19, Dominican Republic, Governance,

Health emergencies, Regulations, Research ethics

Background

Strengthening governance of health research systems

A coordinated worldwide research response is needed
to fight the COVID-19 pandemic. To accomplish this,
ethical and regulatory challenges must be overcome [1,
2]. Governance is a core function of health research sys-
tems. According to WHO, research governance must be
strengthened in ways that allow for effective, efficient and
ethical collaboration among multiple stakeholders [1].

Defining research ethics systems and their governance
Hyder et al. [3] describe research ethics systems as
“a component of the stewardship function of health
research systems” Since governance has been identi-
fied as a core function of health systems [4] and national
health research systems (NHRS) [5], research ethics
itself, as a system, requires a governance function to
secure achievement of its objectives.

Several authors have addressed the topic of governance
and frameworks for research ethics in times of global
health emergencies [3—-11]. The Pan American Health
Organization (PAHO) developed a systemic approach
with two strategic lines of action, objectives and indica-
tors for strengthening the national research ethics sys-
tems (NRES) and emergency preparedness [12]. The
governance function of such a NRES has not been fully
described and needs to be further operationalized as gen-
eral orientation for those aiming to implement effective
research ethics systems.

In this paper, we refer to research ethics systems as the
actors, institutions and activities whose primary purpose
in research is to ensure ethical standards and procedures
in the conduct of human research. The governance func-
tion of a research ethics system implies the ability to for-
mulate strategic policy direction, ensure good regulation,
set and monitor ethical standards, and ensure account-
ability and transparency. Hence, such research ethics
governance includes mechanisms to ensure the func-
tioning of the system to achieve compliance. The Virtual
Health Library (VHL) defines health sector stewardship/
governance as the “participation of stakeholders who are
concerned with the definition and implementation of
policies, programmes and practices that promote equita-
ble and sustainable health systems” [13]. In this definition

of governance, we underscore the participatory and dem-
ocratic nature that concerns experts and the public alike.
In this effort, we embraced this “participatory” view of
governance rather than the mere exercise of authority,
control, administration and government power to design,
formulate and implement policies [14].

Health research and research ethics: regional context
Despite advances in NHRS in the region, fragmentation
and lack of coordination have been noted previously
[15, 16]. In Latin America, research priorities for the
COVID-19 pandemic were identified with participants
from various countries [17]; however, the status of adop-
tion of these recommendations by national authorities
remains unknown. Thus, by early 2021, issues surround-
ing research ethics governance and oversight during
the COVID-19 pandemic, specifically on Guideline 20
related to ethics review procedures in emergency situa-
tions as identified in the International Ethical Guidelines
for Health-related Research Involving Humans [18], had
not yet been assessed, and was an evident topic to be
addressed in this region and globally. Additionally, we
considered that research stakeholders’ insight regarding
policies and practices of the research ethics system as a
response to the pandemic, community engagement in
health research and scientific collaboration were relevant
topics to better understand the dynamics of research eth-
ics systems in these countries.

To answer these questions, an international collabo-
rative research study titled “Strengthening research
ethics governance and regulatory oversight in Central
America and the Dominican Republic in response to the
COVID-19 pandemic” (the GoEtiCA study) was pro-
posed. The goal was to determine the status of research
ethics systems in the Central American and Dominican
Republic region (CA-DR), specifically in the context of
the COVID-19 pandemic, and to identify scientific and
community collaborations that emerged in response to
this emergency. These goals were considered a first step
to promote the development, formalization and adoption
of a set of recommendations for improving the research
ethics governance with an emphasis on public health
emergencies (PHEs) in Central America and the Domini-
can Republic.
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Document search: national laws,
regulations, and policies.

Round-table session: validation of policy
brief draft

Fig. 1 The study’s model and exploratory approach, GoEtiCA study, 2021
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e|nvitation to collaborate in the study:
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Methods

This is an action research study, based on a qualitative
participatory approach [19]. An interdisciplinary and
international research team was formed, including at
least one research ethics expert representing each of
the countries involved in the study. An international
advisory group of experienced and recognized profes-
sionals in the fields of research ethics and global health
was also established. Members of the advisory com-
mittee for the project came from Peru, Argentina, the
Dominican Republic and the United Kingdom.

An exploratory approach was followed, triangulating
data collected with multiple tools collated at different
points in time (Fig. 1). The CA-DR region comprises
eight countries; ethical approval for the study was
obtained from six of them (Dominican Republic, Hon-
duras, Costa Rica, Panama, Guatemala and El Salva-
dor). We were unable to contact research ethics experts
from Belize and Nicaragua; therefore, local ethical
approval was not sought, and these two countries were
not included in the study.

Document search: national laws, regulations and policies
A search was conducted for all available regulatory
documentation within participating countries, includ-
ing laws, regulations and policies specific to research
ethics. Summary charts were organized for each coun-
try; charts were reviewed for accuracy, and information
on each country’s ethical governance and regulations
was updated as necessary.

Research ethics and stakeholder mapping

A purposeful heterogeneous sampling strategy was
employed [20]. A key stakeholder mapping exercise was
conducted to identify researchers, representatives of
community-based organizations (CBOs), research eth-
ics committee (REC) members and government officials
residing or working in institutions in CA-DR. Contact
information for the study’s target population was iden-
tified via public and freely accessible public and private
organization websites, including ministries of health
(MoHs) and other ministries and institutions associ-
ated with higher education, scientific and technological
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Fig. 2 Number of participants by activity, GoEtiCA study, 2021

endeavours, national commissions on bioethics (NCBs),
health research centres and institutes, RECs and CBOs
within the health sector. REC members were identified
through the Central America and Caribbean Network
of Research Ethics Committees [21]. The mapping exer-
cise resulted in a database containing 356 key stake-
holder contacts from the eight countries of the Central
American Integration System (SICA, by its acronym in
Spanish).

Qualitative data: workshops
Participants from six countries (Costa Rica, El Salva-
dor, Guatemala, Honduras, Panama and the Dominican
Republic) were invited by email to an online informative
session. An open call was also published on social media’
inviting researchers across the region to the online ses-
sion. Participants completed registration voluntarily,
with documented informed consent. During the session,
objectives and methods of the study were presented and
attendees were invited to participate in study activities.
Figure 2 details the number of participants by activity.
Data collection was completed by 23 April 2021.

Three workshops were organized, each focusing on a
thematic cluster, as detailed in Fig. 3.

Participants from the stakeholder mapping exercise
and webinar attendees were invited to the workshops.

! The open call was released through social media of partner institutions in
the region and the Etikos (https://etikos.do/) and The Global Health Network
(https://tghn.org/) webpages.

Key research stakeholders from Latin America (Mexico,
Colombia, Venezuela and Argentina) who attended the
online informative session as subject experts were asked
to participate in the workshops as listeners-observers.
Each workshop was conducted and recorded using the
Zoom platform meeting function and lasted 2.5 hours.
Participants were informed that their involvement in the
study was voluntary, and consent was obtained at the
time of individual voluntary registration for workshops.

Figure 4 shows participant attendance at each of the
four participative events (workshops 1-3, roundtable) by
country.

Figure 5 shows workshop and roundtable participant
distribution by research stakeholder group. Findings
were summarized by thematic cluster.

During each workshop, presentations were offered
on the thematic cluster, triggering questions posed by
research team members (Table 1). Workshop attend-
ees were encouraged to participate freely. The audi-
ence was divided into groups using the Zoom breakout
rooms function, and subthemes were discussed. Breakout
rooms were moderated by a research team member; a
research assistant took notes during the discussion. The
moderator used a discussion guide prepared beforehand
as a guideline to channel the dialogue towards the spe-
cific objectives set forth for this study. Participants were
warned against confidentiality breaches; they were asked
not to disclose any information revealed in the breakout
rooms.
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DATE: 16™ OF APRIL 2021

(London, UK)

REGISTER AGENDA

emergencies"

DATE: 19™ OF APRIL 2021

(London, UK)

REGISTER AGENDA

DATE: 2157 OF APRIL 2021

(London, UK)

REGISTER AGENDA

Workshop 1:

"Challenges to the governance and regulation of research ethics"

Time: 15:00 hrs Central America / 16:00 hrs Panama / 17:00 hrs. Dominican Republic / 21 hrs UCT

Workshop 2:

"Challenges of regulation, ethical review and surveillance of health research during public health

Time: 15:00 hrs Central America / 16:00 hrs Panama / 17:00 hrs. Dominican Republic / 21 hrs UCT

Workshop 3:

"International cooperation and collaboration in research during the COVID-19 pandemic"

Time: 15:00 hrs Central America / 16:00 hrs Panama / 17:00 hrs. Dominican Republic / 21 hrs UCT

Fig. 3 Thematic clusters as shown on promotional banners used for announcing the workshops, GoEtiCA Study, 2021

CHALLENGES TO THE GOVERNANCE
AND REGULATION OF RESEARCH
ETHICS

CHALLENGES OF REGULATION, ETHICAL
REVIEW AND SURVEILLANCE OF HEALTH
RESEARCH DURING PUBLIC HEALTH
EMERGENCIES

INTERNATIONAL COOPERATION AND
COLLABORATION IN RESEARCH DURING
THE COVID-19 PANDEMIC

Breakout room discussions were followed by a plenary
session, where each group presented their conclusions.

A pragmatic thematic analysis followed. The sum-
marized rapporteur text from breakout room activi-
ties, notes from research assistants and moderators, and
records of participants as well as chat interactions during
the workshops were sources of qualitative data. To ensure
confidentiality, all data were stored securely on encrypted
drives, password-protected through secure login; use was
restricted to the study team and authorized personnel.

Roundtable session: validation of policy brief

A fourth workshop (roundtable) was organized to present
preliminary research results. Six panellists represent-
ing each of the countries involved in the study offered a

succinct commentary, focused on strengthening research
ethics governance in the region. Specifically, empha-
sis was placed on building consensus around a proposal
for regional ethical governance policy and regulation of
health research in the CA-DR region in response to the
COVID-19 pandemic and in preparation for future PHEs.

Results

Theme 1: governance and regulations for research ethics
The status of research ethics systems and adoption

of international ethical standards for human research

In our document search, we found that health research
regulation across the CA-DR region is very uneven,
ranging from no regulation at all to the application of
highly restrictive measures to research. Only Costa



Canario Guzman et al. Health Research Policy and Systems

(2022) 20:138

Page 6 of 15

35

30

25
(%]
'_
2
=
g 2
'—
o
<
o
[
o
= 15
o
s
o)
2

-
o

wv

3 =workshop 3; 4 =roundtable

; ‘ i || ||IIIIIII||III|II|!!

12342312341234123412341234134
Peru Panama Mexico, Honduras Guatemala El Salvador Dominican Costa Rica Argentina
Republic
COUNTRY - WORKSHOP
B Femenine 1 Masculine Transmasculine
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Rica and Panama have laws regulating health research.
The MoHs in Honduras, Guatemala, El Salvador and
the Dominican Republic have mandates that regulate
health research; however, regulation is not fully estab-
lished and may sometimes be lax, unwritten and/or
informal, with incipient research ethics systems.

Only three countries (50%) have established a formal
written policy for health research and formal research
priorities. However, all six countries included in this
study have official agencies in charge of regulating
health research activities. Except for Honduras, each
country has a national REC (NREC) in charge of eth-
ics review or, as in Costa Rica, in charge of supervising
local committees that carry out ethics review. Only in

Costa Rica and Panama are the NRECs mandated by
law. The NRECs in El Salvador, the Dominican Repub-
lic and Guatemala operate under the mandate of the
MoH.

For example, when asked about research ethics poli-
cies and regulations, one study participant described
the Honduran system as fragmented or incomplete:

I think that we lack that regulatory framework.
[The system] is perceived as unfinished, sometimes
fragmented, stagnated. There is still no vision of
that regulatory framework..We are in the very
early stages. (Professor/researcher, Honduras,
Workshop 1)
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Table 1 Sample workshop discussion questions by thematic cluster

Guide questions used during workshops

THEMATIC BLOCK 1. Governance and regulation of research ethics

1. According to your experience, whether in your country or Central America in general, have ethical standards for human research been adopted
following international guidelines?

2. Does the level of regulation (law, decree, resolutions, rules, regulations, guidelines, national guidelines and standard operating procedures) include
recommendations made by international ethical regulations?

3.What are some possible paths to advance an agenda that strengthens the governance and regulation of health research in your country/region?
THEMATIC BLOCK 2. Preparedness and coordinated research response to the COVID-19 pandemic

1. Regarding the COVID-19 pandemic, how do you assess ethics review preparedness and response at the national and regional levels?

2. Could the articulation of collaborative efforts during the pandemic be described as successful (e.g. efficient, effective)?

3.In the context of the COVID-19 pandemic, what has been the response to the ethical review of protocols related to COVID-19? Could you briefly
describe your experience?
4.What are the challenges to move forward in the context of COVID-19 and strengthen the capacity for ethical review during public health emer-
gencies?

THEMATIC BLOCK 3. Collaboration, international cooperation and community participation

1. Does the current regulatory framework for health research stimulate research and promote collaboration? Does it encourage intersectoral, inter-
disciplinary, inter-institutional collaboration?

2. Do prevailing practices in your country promote open dialogue and protection for participants in scientific research among researchers, requlators
and the public?

3. From your point of view, what kind of international cooperation is required in the Central American and Caribbean region?

4. Have community organizations representing populations or individuals taken part in the formulation of research policies and ethical standards? If
so, to what extent?

5. How could communities be involved in these governance processes?
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Only Panama and Costa Rica have established a sys-
tem for registration and accreditation of RECs. National
training programmes in research ethics are notably
absent, even for members of the NREC (Table 2).

Theme 2: ethics review preparedness and response

to PHEs: COVID-19 times

Ethics review preparedness and response at the national

and regional levels

Formal national research priorities specific to COVID-
19 were not identified in any of these countries (Table 3).
In spite of lack of formalization of priorities and the
identification of funding, study participants reported
an increased number of protocols and the inability to
respond to the demand.

There has been lack of coordination, which was
exacerbated during the pandemic with the increase
in demand for COVID-19-related reviews. (REC
member, Dominican Republic, Workshop 2)

During the COVID-19 pandemic, five out of six coun-
tries adopted changes to the ethics review process imple-
mented due to the need to meet virtually and adopt
electronic submission of protocols (Table 3). Only Pan-
ama officially established an accelerated procedures for
ethics review.

Ethics committee members have acknowledged that
they do not have expertise in the use of technology and
digital tools for ethics review. They have been reluctant
to incorporate virtual work, due to factors such as age,
accessibility, interest, time, duplication of effort and work
overload.

Virtuality and the use of technology for reviews have
their limitations. Some members did not adapt to it,
some withdrew since they could not handle it, and
others continued to collaborate, but by email. (REC
member, El Salvador, Workshop 2)

Double review processes with ethics review by more than
one REC caused duplications that increased the burden
for both ethics committee members and researchers (e.g.
protocols submitted to several committees at the same
time in some countries).

Articulation of ethics review collaborative efforts

during the pandemic

There is a gap between the number of COVID-19 studies
registered in ClinicalTrials.gov by August 2021 and the
number of studies on COVID-19 approved and reported
by national research ethics authorities (Table 3). Five out
of six countries have a registry of approved protocols, but
none of them requires prospective registration of clinical
trials. We could not find evidence of collaborative efforts
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on ethics review during the pandemic, for example, to
avoid double review processes or reduce the number of
reviews by various ethics committees.

Table 3 presents a summary of the ethics review pre-
paredness and responses to PHE during the time of
COVID-19.

Theme 3: collaboration and international cooperation
during the COVID-19 pandemic

Regulatory framework for health research and promotion

of collaboration (intersectoral, interdisciplinary,
inter-institutional)

Formal international cooperation between health
research institutions was found to be almost nonexist-
ent within the region. Participants in the workshops were
unable to contribute substantially to this question. We
could not identify studies undertaken by at least two col-
laborators from the LAC (Latin America and the Carib-
bean) region.

Community engagement in research ethics governance
processes

The need for community participation to establish public
policies on research ethics was identified by study par-
ticipants. An example of best practice of good govern-
ance was found in Panama (Table 4), where a regulatory
framework was developed with the strong participation
of civil society.

Three years ago, we were working on the regulatory

framework of our country; enforcement began in
force in 2019 and it is now Law 84. It was an impor-
tant exercise for all stakeholders involved in health.
It was a win-win for all actors: research subjects,
researchers, and the country. (Government official,
Panama, Workshop 1)

None of the other countries indicated having involved
the community in the development of research ethics
regulations.

Prevailing practices in countries to promote open dialogue
and protection for participants in scientific research

among researchers, regulators and the public

Other important issues are the promotion of scientific
collaboration among stakeholders and the promotion of
responsible conduct of research. There is little awareness
of the importance of responsible conduct in research.
Another participant stated:

Responsible behaviour implies that researchers must
become aware of the importance of adhering to
responsible practices in the development of research.
This awareness can be strengthened through our
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Table 4 Guidelines for community engagement, responsible conduct of research and coordination mechanisms between RECs,

reported by country, GoEtiCA study, 2021

CostaRica  ElSalvador Guatemala Honduras Panama Dominican
Republic

1. National guidelines for community engagement in research ~ No No No No Yes No
2. Community involvement in the establishment of policies No No No No Yes No
and/or priorities for health research

3. National guidelines for conducting research responsibly No No No No Yes No
4. Number of RECs 187 23° 10 11 13° 20°
5. Coordination mechanism between RECs Yes Yes No Yes Yes No

2 Accredited; Pregistered

work context and from training of human resources,
beginning at the undergraduate level. At the post-
graduate level, there must be more training. (Profes-
sor, Honduras, Workshop 3)

Table 4 presents a summary of the international coop-
eration and collaboration among research stakeholders
described by study participants from each country.

Challenges to move forward in the context of COVID-19

and strengthen governance and regulation of health
research

The main challenge identified was increasing the capacity
to respond effectively to ethical review requests during
PHEs. Most opinions were directed towards the formali-
zation of the role of ethics committee members and the
need for training opportunities for all involved in the
research process: researchers, REC members, and under-
graduate and graduate students.

(i) Formalization of the work of RECs Many ethics
committees in the region lack resources to carry
out their functions. Financial and technological
resources are missing primarily for equipment and
support staff, as well as REC member compensa-
tion for review and oversight of research proto-
cols. Despite efforts to adapt the review process,
the ad honorem status of most ethics committee
members in the region was identified as one of
the reasons for delays in the review and approval
of research studies. Therefore, REC needs should
be considered in institutional budgets to cover the
costs of training and time for protocol review. Time
and effort of members within institutions should
be recognized as part of their job responsibility,
and compensation for external members should be
provided.

(i) Capacity-building in research ethics and collabo-
rative practices Recommendations were oriented
towards the development of training programmes
in research ethics, such as workshops with active

learning methods, as well as international exchange
programmes and training programmes for under-
graduate and graduate students, including mas-
ter’s degrees in research ethics. It was highlighted
that scholarships to ensure access to training are
needed. All this could be accomplished through
international and regional collaboration.

Discussion

The CA-DR region has significant potential for develop-
ing strong and solid mechanisms for sharing experiences
to improve research ethics governance. This potential is
evident in examples of progress across the different coun-
tries in the region in terms of regulatory frameworks,
prioritization of initiatives, funding, ethics committee
networks, ethics committee training and community rep-
resentation in research [16, 22—-24]. The GoEtiCA partici-
patory action research project allowed a broad audience
to meet virtually and provide insight, experiences and
recommendations. We acknowledge differences in the
level of knowledge in the composition of our participant
sample and stakeholders; however, democracy is all about
accepting different opinions. Our findings align with the
conclusion of Rodriguez and Lolas [25]: “Research integ-
rity only will become alive with public debate and reflec-
tion about scientific advances, while preserving human
dignity and autonomy. Research ethics should be dis-
cussed with the general public and integrate their views
in the process of policy development. This was the main
gain of the collaborative effort”

Challenges to the governance and regulation of research
ethics

Many countries were shown to be insufficiently prepared
to respond to the pandemic, as their own research ethics
systems were not opportunely and fully developed. While
pragmatic solutions are needed in times of crisis, such as
the COVID-19 pandemic, time and resources must be
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invested beforehand by host countries, in particular to
develop NRES as part of NHRS. As Mathur [26] stated,
“An ethically conscious, well informed and updated gov-
ernance framework which identifies the relevant stake-
holders, defines their roles and responsibilities, lays down
an implementation plan and a monitoring strategy, can
safeguard the ethical values of the society, promote good
science and deliver better outcomes.” Strict regulations
are not always best; an appropriate balance is needed
between regulating and promoting research both during
and before/after a pandemic. Collaboration within and
across regions is key to overcoming obstacles and work-
ing towards robust research ethics governance at national
and regional levels [27].

Aguilera et al. [27] found that “Most countries have
adopted legal instruments to govern research with
human participants and have implemented national bod-
ies tasked with the oversight of RECs. However, perfor-
mance regarding ethics training policies and clinical trial
registration was less advanced, and efforts to adopt poli-
cies on responsible conduct of research and accelerated
ethics review of emergency research did not meet the
PAHO objectives in most countries” Countries must do
more to develop policies, procedures and standard oper-
ating procedures for fast-tracked and rigorous ethics
review during emergencies [27].

Challenges to ethics review during COVID-19 and future
PHEs

Despite the existence of the Council for International
Organizations of Medical Sciences (CIOMS) Ethical
Guideline 20 on Research in Disaster and Disease Out-
break Situations [18], implementation of operating
procedures based on this guideline has been limited.
Palmero et al. [22] concluded that “[c]ontinuing efforts
should be directed to strengthen [Latin American] coun-
tries’ research capacity to respond timely and ethically to
future health emergencies” In this study we confirm that
there is a clear need to improve ethics review practices
in light of the difficulties identified by study participants.

Challenges for international collaboration and cooperation
during the COVID-19 pandemic

Articulation and coordination of the research response
to the pandemic in CA-DR was weak. The number of
COVID-19 studies registered in ClinicalTrials.gov by
August 2021 showed the low intensity of the research
environment in the region and could indicate that stud-
ies are not registered prospectively in clinical trial reg-
istration platforms, although most of the research
ethics national bodies internally do register the approved
protocols.

(2022) 20:138
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In the CA-DR region, accredited training opportunities
are scarce. As training programmes are not always avail-
able, the most common sources of training are interna-
tional programmes that are limited to conceptual aspects
of training. Most often, these programmes do not pro-
vide specific details on national regulations and prac-
tices. International courses cannot substitute national
training programmes that are comprehensive, accredited
and adapted to local settings. One option to optimize
resources may be training programmes with a regional
perspective. Angeles-Llerenas et al. [28] concluded that
“[ilnvestments in REC member training and infrastruc-
ture are needed to ensure compliance of REC evaluations
with the standards for ethical conduct of research”

The uniqueness of this work lies in its collaborative
and participatory methodology, where diverse stake-
holders in health research systems in different countries
were engaged and involved in the study. It was essential
to start by motivating stakeholder participation, pro-
moting dialogue and improving communication and
coordination. This preparation allowed moving towards
consensus-building around identified goals, which were
the allocation of resources for priority research areas and
the strengthening of ethical governance and regulations
in health research.

A policy brief proposal was prepared from this deliber-
ative and open dialogue (Additional file 1), representing
the perspective of a broad range of research stakeholders
in the region. GoEtiCA researchers presented the policy
proposal to the Council of Ministers of Health within
SICA (COMISCA).

Limitations

Ethics approvals of the GoEtiCA protocol in participating
countries took longer than planned, primarily because
the process began at the end of 2020, when several ethics
committees in the region were experiencing an end-of-
the-year recess. The GoEtiCA protocol also underwent
substantial changes during the ethics review process and
was updated to include requirements from the differ-
ent ethics committees. These updates created additional
delays that were not considered in the study’s initial plan-
ning phase. These GoEtiCA protocol issues are clear
indicators of the challenges investigators face when con-
ducting multisite and multi-institutional research stud-
ies. In an ideal scenario, all the RECs could have come
together for a single, concurrent REC review that would
work for all involved.

The other major limitation of the study was the inability
to recruit participants from all Central American countries.
To obtain ethical approval, the research team made all pos-
sible efforts to identify in-country collaborators, efforts that
included dissemination and local promotion of the study
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to key players and searches for comprehensive information
on local regulatory documents and practices in all Central
American countries. Initially, the study aimed to include
all the countries within the SICA region, but that was not
possible since a local research collaborator could not be
identified or effectively contacted in Belize and Nicaragua.
Notwithstanding the difficulties in conducting this study, it
is important to highlight the transparency, strong collabora-
tion and participatory approach that led to notable results.

Conclusion

Frameworks and strategies to improve research ethics gov-
ernance within the CA-DR region are needed. Although
there are recent initiatives that may have a positive impact
in terms of research collaboration and capacity-building in
the region, this study found that none of these initiatives
is focused on research ethics and its governance [29, 30].
There is a history of previous research advocacy in the
region [31] as part of international collaboration strate-
gies, but these strategies and the advocacy are still at the
beginning stages. The COVID-19 pandemic has pro-
vided an opportunity to plant the seed of collaboration
among RECs [32]. However, formalization of collaboration
remains necessary; informal, unplanned activities are mar-
ginal responses to the COVID-19 pandemic. Challenges
experienced in the CA-DR region are not unique to this
region. The learning process from other epidemics regard-
ing the role of preparedness seems to be slow [33], as some
countries were unable to respond adequately and make the
changes demanded by the current pandemic context. Eth-
nographic studies may be needed to understand cultural
practices and regulatory differences in research ethics gov-
ernance. It is possible to create and establish mutual trust
and equitable scientific collaboration that favours rapid
accessibility and timely information-sharing; the feasibility
of adaptation to the local requirements of each nation can
likewise be assessed and determined [34].

Abbreviations

CA-DR: Central America and the Dominican Republic; CBO: Community-based
organization; CIOMS: Council for International Organizations of Medical Sci-
ences; MoH: Ministry of Health; NCB: National commission on bioethics; NHRS:
National health research system; NREC: National research ethics committee;
NRES: National research ethics system; PHE: Public health emergency; REC:
Research ethics committee; SICA: Sistema de la Integracion Centroamericana
(Integration System of Central America and the Dominican Republic).

Supplementary Information

The online version contains supplementary material available at https://doi.
0rg/10.1186/512961-022-00933-Z.

Additional file 1. Proposal for the governance and ethical regulation of
health research in Central America and the Dominican Republic in the
context of the COVID-19 pandemic.

(2022) 20:138

Page 14 of 15

Acknowledgements

We thank SICA—the Central American Integration System—for their valuable
support for this study. Central America Network of Research Ethics Commit-
tees. The authors Julio Arturo Canario Guzman, Jackeline Alger, Jessie Orlich,
Renata Mendizabal-Cabrera, Argentina Ying, Claude Verges, Eleonora Espinoza,
Mario Soriano, Elsy Carcamo, Eddys Rafael Mendoza are members.

Author contributions

JACG conceptualized the manuscript and was responsible for the coordina-
tion of the study. JACG, JA, JO, RMC, AY, CV, EE, MS, EC, BB, ERM, RS, CNA
participated in the data analysis and writing—original draft. NFDC, ARL, EPT,
TL were responsible for the revision and editing. All authors agreed on the
journal to which the article has been submitted and agree to be accountable
for all aspects of the work. All authors read and approved the final manuscript.

Funding
This study is part of an Epidemic Ethics/WHO initiative which has been sup-
ported by FCDO/Wellcome Grant 214711/2/18/Z.

Availability of data and materials
Datasets generated during and/or analyzed during the current study are avail-
able from the corresponding author on reasonable request.

Declarations

Ethics approval and consent to participate

The study was approved by the WHO Research Ethics Committee (study
reference number CERC.0093). Participant consent was obtained for work-
shops; participants were informed that their involvement in the study was
voluntary. Ethical approval for the study was obtained from local committees
in the Dominican Republic, Honduras, Costa Rica, Panama, Guatemala and El
Salvador.

Consent for publication
Not applicable.

Competing interests
None of the investigators received payment or compensation of any kind for
conducting this study.

Author details

'Fundacion Etikos, Inc, Santo Domingo, Dominican Republic. 2Centro
Nacional de Investigaciones en Salud Materno Infantil Dr. Hugo Mendoza
(CENISMI), Santo Domingo, Dominican Republic. 3Instituto Costarricense de
Investigaciones Clinicas, San Jose, Costa Rica. *Centro de Estudios en Salud,
Universidad del Valle de Guatemala, Guatemala, Guatemala. *Universidad

de Panamé, Panama, Panama. ®Facultad de Ciencias Médicas, Universidad
Nacional Auténoma de Honduras (UNAH), Tegucigalpa, Honduras. ’Instituto
de Enfermedades Infecciosas y Parasitologia Antonio Vidal, Tegucigalpa,
Honduras. 8Comision Nacional Etica de Investigacion en Salud, San Salvador,
El Salvador. °Centro Nacional de Educacién Médica Continua (CENEMEC),
Colegio Médico de Honduras, Tegucigalpa, Honduras. '°Nuffield Department
of Medicine, University of Oxford, Oxford, United Kingdom. ' Asociacién para
el Empleo de Animales en Investigacion y Docencia, ASOPEBAID, Lima, Peru.
2Two Oceans in Health, Santo Domingo, Dominican Republic.

Received: 14 July 2022 Accepted: 7 November 2022
Published online: 23 December 2022

References

1. World Health Organization. A coordinated global research roadmap.
https://www.who.int/publications/m/item/a-coordinated-global-resea
rch-roadmap. Accessed 22 Oct 2022.

2. Calia G Reid C, Guerra C, Oshodi A-G, Marley C, Amos A, et al. Ethical chal-
lenges in the COVID-19 research context: a toolkit for supporting analysis
and resolution. Ethics Behav. 2020. https://doi.org/10.1080/10508422.
2020.1800469.


https://doi.org/10.1186/s12961-022-00933-z
https://doi.org/10.1186/s12961-022-00933-z
https://www.who.int/publications/m/item/a-coordinated-global-research-roadmap
https://www.who.int/publications/m/item/a-coordinated-global-research-roadmap
https://doi.org/10.1080/10508422.2020.1800469
https://doi.org/10.1080/10508422.2020.1800469

Canario Guzman et al. Health Research Policy and Systems

20.

21

Hyder AA, Dawson L, Bachani AM, Lavery JV. Moving from research ethics
review to research ethics systems in low-income and middle-income
countries. Lancet. 2009;373(9666):862-5. https://doi.org/10.1016/50140-
6736(09)60488-8.

World Health Organization. Stewardship/governance of health systems in
the WHO European Region. Regional Committee for Europe, Fifty-eighth
session, Thilisi, Georgia, 15-18 September 2008. EUR/RC58/9, +EUR/
RC58/Conf.Doc./4, 28 July 2008, 80808. https:.//www.euro.who.int/__
data/assets/pdf_file/0016/70180/RC58_edoc09.pdf. Accessed 22 Sep
2020.

Pang T, Sadana R, Hanney S, Bhutta ZA, Hyder AA, Simon J. Knowledge
for better health: a conceptual framework and foundation for health
research systems. Bull World Health Organ. 2003;81(11):815-20.

World Health Organization. Ethical standards for research during public
health emergencies: distilling existing guidance to support COVID-19
R&D. https://apps.who.int/iris/handle/10665/331507. Accessed 22 Oct
2022.

Nuffield Council on Bioethics. Research in global health emergencies
[Internet]. 2020. https://www.nuffieldbioethics.org/publications/resea
rch-in-global-health-emergencies. Accessed 9 Jan 2021.

Schopper D, Ravinetto R, Schwartz L, Kamaara E, Sheel S, Segelid MJ,

et al. Research ethics governance in times of Ebola. Public Health Ethics.
2017;10(1):49-61. https://doi.org/10.1093/phe/phw039.

Pan American Health Organization. Ethics guidance on issues raised by
the novel coronavirus disease (COVID-19) pandemic. https://iris.paho.
org/bitstream/handle/10665.2/52091/PAHOHSSBIOCOVID 19200008 _eng.
pdf?sequence=1&isAllowed=y. Accessed 27 Oct 2022.

Tansey CM, Herridge MS, Heslegrave RJ, Lavery JV. A framework

for research ethics review during public emergencies. CMAJ.
2022;182(14):1533-7.

. Schopper D, Dawson A, Upshur R, Ahmad A, Jesani A, Ravinetto R, et al.

Innovations in research ethics governance in humanitarian settings. BMC
Med Ethics. https.//www.ncbi.nlm.nih.gov/pmc/articles/PMC4351683/.
Accessed 16 Oct 2022.

Pan American Health Organization. Indicators for strengthening national
research ethics systems. https://www.paho.org/en/documents/indic
ators-strengthening-national-research-ethics-systems. Accessed 27 Oct
2022.

Virtual Health Library. Health sector stewardship and governance. Subject
descriptor lookup. https://pesquisa.bvsalud.org/portal/decs-locator/?
lang=en&mode=&tree_id=SP1.483.644. Accessed 3 Oct 2022.

Virtual Health Library. Health governance. Subject descriptor lookup.
https://pesquisa.bvsalud.org/portal/decs-locator/?lang=es&mode==&
tree_id=SH1.010.006. Accessed 3 Oct 2022.

Alger J, Becerra-Posada F, Kennedy A, Martinelli E, Cuervo LG. Sistemas
nacionales de investigacion para la salud en América Latina: una revision
de 14 pafses. Rev Panam Salud Publica. 2009;26:447-57.

Becerra-Posada F, Minayo M, Quental C, de Haan S. National research for
health systems in Latin America and the Caribbean: moving towards the
right direction? Health Res Policy Syst. 2014;12(1):13.

de Colombi NF, Bueno F, Alger J, Baker B, Canario J, Mestra L, et al. COVID-
19 in Latin America and the Caribbean: setting research priorities and a
call to action. Rev Méd Hondur. 2020. https://doi.org/10.5377/rmh.v88i2.
11488.

Council for International Organizations of Medical Sciences (CIOMS).
International ethical guidelines for health-related research involving
humans. 2016. https://cioms.ch/publications/product/pautas-eticas-inter
nacionales-para-la-investigacion-relacionada-con-la-salud-con-seres-
humanos/. Accessed 27 Oct 2022.

Bergold J, Thomas S. Participatory research methods: a methodological
approach in motion. Forum Qual Sozialforschung Forum Qual Soc Res.
2012; 13(1). https//www.qualitative-research.net/index.php/fgs/article/
view/1801. Accessed 27 Oct 2022.

Palinkas LA, Horwitz SM, Green CA, Wisdom JP, Duan N, Hoagwood

K. Purposeful sampling for qualitative data collection and analysis in
mixed method implementation research. Adm Policy Ment Health.
2022;42(5):533-44.

Network of Ethics and Research Committees of Central America and

the Caribbean | REDCEI Red de Comités de Etica e Investigacion de
Centroamérica y el Caribe. http://redceibvs.hn/. Accessed 01 Dec 2020.

(2022) 20:138

22.

23.

24.

25.

26.

27.

28.

29.

30.

31

32.

33.

34.

Page 15 of 15

Palmero A, Carracedo S, Cabrera N, Bianchini A. Governance frameworks
for COVID-19 research ethics review and oversight in Latin America: an
exploratory study. BMC Med Ethics. 2021;22(1):147. https://doi.org/10.
1186/512910-021-00715-2.

Neil M, Saenz C. Advancing research ethics systems in Latin America
and the Caribbean: a path for other LMICs? Lancet Glob Health.
2020;8(1):23-4. https://doi.org/10.1016/52214-109X(19)30441-3 (Erra-
tum in: Lancet Glob Health. 2020;8(2):e179).

Health Research Authority. Making changes to a research study to man-
age the impact of COVID-19. Health Research Authority. https://www.hra.
nhs.uk/covid-19-research/covid-19-guidance-sponsors-sites-and-resea
rchers/. Accessed 02 Dec 2021.

Rodriguez E, Lolas F. The topic of research integrity in Latin America.
Bioethikos. 2011;5(4):362-8.

Mathur R. Ethics preparedness for infectious disease outbreaks research
in India: a case for novel coronavirus disease 2019. Indian J Med Res.
2020;151(2 & 3):124-31. https://doi.org/10.4103/ijmr.JMR_463_20.
Aguilera B, et al. Research ethics systems in Latin America and the
Caribbean: a systemic assessment using indicators. Lancet Glob

Health. 2022;10(8):e1204-8 (Erratum in The Lancet Global Health,
2022;10:e1204-08).

Angeles-Llerenas A, Thrasher JF, Dominguez-Esponda R, Lépez-Ridaura R,
Macklin R. Operation of research ethics committees in Colombia, Costa
Rica, Guatemala, and Mexico: Mesoamerican Project. Salud Publica Mex.
2021,64(1):66-75.

Proyectos de colaboracion cientifica son financiados por SICA y Canada.
https://www.sica.int/noticias/proyectos-de-colaboracion-cientifica-son-
financiados-por-sica-y-canada_1_125668.html. Accessed 02 Dec 2021.
Trans-Atlantic Platform [Internet]. Trans-Atlantic Platform. https://trans
atlanticplatform.com/. Accessed 02 Dec 2021.

Saenz C, Alger J, Beca JP, Belizan JM, Cafferata ML, Guzman JAC, et al.

An ethics call to include pregnant women in research: reflections from
the Global Forum on Bioethics in Research. Rev Panam Salud Publica.
2017;41: e13. https://doi.org/10.26633/RPSP.2017.13.

Etikos. Iniciativas COVID-19. Fundacion Etikos. Dominican Republic. 2021.
https://etikos.do/dos/iniciativas-covid-19/. Accessed 02 Dec 2021.
Ethical issues in the COVID-19 pandemic: are lessons ever learned?—
Wellcome Centre for Ethics and Humanities. https:.//www.weh.ox.ac.uk/
upcoming-events/tbc-2. Accessed 03 Dec 2021.

Pérez-Then E. Regulacién y gobernanza de la investigacién y la bioé-
tica en la respuesta global al COVID-19. Pais Dominicano Temético.
2020;3(9):22-5.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions



https://doi.org/10.1016/S0140-6736(09)60488-8
https://doi.org/10.1016/S0140-6736(09)60488-8
https://www.euro.who.int/__data/assets/pdf_file/0016/70180/RC58_edoc09.pdf
https://www.euro.who.int/__data/assets/pdf_file/0016/70180/RC58_edoc09.pdf
https://apps.who.int/iris/handle/10665/331507
https://www.nuffieldbioethics.org/publications/research-in-global-health-emergencies
https://www.nuffieldbioethics.org/publications/research-in-global-health-emergencies
https://doi.org/10.1093/phe/phw039
https://iris.paho.org/bitstream/handle/10665.2/52091/PAHOHSSBIOCOVID19200008_eng.pdf?sequence=1&isAllowed=y
https://iris.paho.org/bitstream/handle/10665.2/52091/PAHOHSSBIOCOVID19200008_eng.pdf?sequence=1&isAllowed=y
https://iris.paho.org/bitstream/handle/10665.2/52091/PAHOHSSBIOCOVID19200008_eng.pdf?sequence=1&isAllowed=y
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4351683/
https://www.paho.org/en/documents/indicators-strengthening-national-research-ethics-systems
https://www.paho.org/en/documents/indicators-strengthening-national-research-ethics-systems
https://pesquisa.bvsalud.org/portal/decs-locator/?lang=en&mode=&tree_id=SP1.483.644
https://pesquisa.bvsalud.org/portal/decs-locator/?lang=en&mode=&tree_id=SP1.483.644
https://pesquisa.bvsalud.org/portal/decs-locator/?lang=es&mode=&tree_id=SH1.010.006
https://pesquisa.bvsalud.org/portal/decs-locator/?lang=es&mode=&tree_id=SH1.010.006
https://doi.org/10.5377/rmh.v88i2.11488
https://doi.org/10.5377/rmh.v88i2.11488
https://cioms.ch/publications/product/pautas-eticas-internacionales-para-la-investigacion-relacionada-con-la-salud-con-seres-humanos/
https://cioms.ch/publications/product/pautas-eticas-internacionales-para-la-investigacion-relacionada-con-la-salud-con-seres-humanos/
https://cioms.ch/publications/product/pautas-eticas-internacionales-para-la-investigacion-relacionada-con-la-salud-con-seres-humanos/
https://www.qualitative-research.net/index.php/fqs/article/view/1801
https://www.qualitative-research.net/index.php/fqs/article/view/1801
http://redcei.bvs.hn/
https://doi.org/10.1186/s12910-021-00715-2
https://doi.org/10.1186/s12910-021-00715-2
https://doi.org/10.1016/S2214-109X(19)30441-3
https://www.hra.nhs.uk/covid-19-research/covid-19-guidance-sponsors-sites-and-researchers/
https://www.hra.nhs.uk/covid-19-research/covid-19-guidance-sponsors-sites-and-researchers/
https://www.hra.nhs.uk/covid-19-research/covid-19-guidance-sponsors-sites-and-researchers/
https://doi.org/10.4103/ijmr.IJMR_463_20
https://www.sica.int/noticias/proyectos-de-colaboracion-cientifica-son-financiados-por-sica-y-canada_1_125668.html
https://www.sica.int/noticias/proyectos-de-colaboracion-cientifica-son-financiados-por-sica-y-canada_1_125668.html
https://transatlanticplatform.com/
https://transatlanticplatform.com/
https://doi.org/10.26633/RPSP.2017.13
https://etikos.do/dos/iniciativas-covid-19/
https://www.weh.ox.ac.uk/upcoming-events/tbc-2
https://www.weh.ox.ac.uk/upcoming-events/tbc-2

	Strengthening research ethics governance and regulatory oversight in Central America and the Dominican Republic in response to the COVID-19 pandemic: a qualitative study
	Abstract 
	Background: 
	Methods: 
	Results: 
	Conclusion: 

	Background
	Strengthening governance of health research systems
	Defining research ethics systems and their governance
	Health research and research ethics: regional context

	Methods
	Document search: national laws, regulations and policies
	Research ethics and stakeholder mapping
	Qualitative data: workshops
	Roundtable session: validation of policy brief

	Results
	Theme 1: governance and regulations for research ethics
	The status of research ethics systems and adoption of international ethical standards for human research

	Theme 2: ethics review preparedness and response to PHEs: COVID-19 times
	Ethics review preparedness and response at the national and regional levels
	Articulation of ethics review collaborative efforts during the pandemic

	Theme 3: collaboration and international cooperation during the COVID-19 pandemic
	Regulatory framework for health research and promotion of collaboration (intersectoral, interdisciplinary, inter-institutional)
	Community engagement in research ethics governance processes
	Prevailing practices in countries to promote open dialogue and protection for participants in scientific research among researchers, regulators and the public
	Challenges to move forward in the context of COVID-19 and strengthen governance and regulation of health research


	Discussion
	Challenges to the governance and regulation of research ethics
	Challenges to ethics review during COVID-19 and future PHEs
	Challenges for international collaboration and cooperation during the COVID-19 pandemic
	Limitations

	Conclusion
	Acknowledgements
	References


