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deemed unnecessary given the plethora of

international guidelines. Despite such guidelines,

there are limitations as to the extent to which they

can be applied to research that involves human

subjects. Research in developing countries creates a

greater risk of exploitation as individuals or

communities in developing countries assume the

risks of research, whereas most of the benefits may

accrue to people in developed countries (Wertheimer,

1999).

The genesis of research ethics 
Research ethics as a branch of applied ethics has

well-established rules and guidelines that define their

conduct where researchers ought to protect the

dignity of their subjects and properly publish the

information that is researched (Fouka & Mantzorou,

2011). Decisions about health and other interventions

must be based on scientific evidence.

The context for research ethics and clinical practice

changes continually owing to developments in

technology and medical procedures including

genetics and robotics. (Knight, 2019). 
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Research Ethics in Africa 
The history of colonialism, as well as the

internationalisation of research over the past decades,

have significantly influenced research ethics standards

in African countries. (Kruger et al, 2014).  Historically,

developments of guidelines in research ethics, and

ethics review processes, have often been reactive

responses to critical events (i.e. ethics breaches) in

medical research practice.

According to Global Policy Forum - GPF (2014), Africa is

a continent endowed with immense natural and

human resources as well as great cultural, ecological

and economic diversity but remains underdeveloped.

World Population Review places Africa as the least-

developed continent outside of Antarctica, with many

of its countries still mired in issues including poverty,

government corruption, and armed conflict (2022).

Health is considered as a basis of development,

therefore ‘‘good health is a cornerstone of economic

progress, a multiplier of society’s human resources,

and, ultimately, the primary objective of development’’

(Chen & Berlinguer, 2001), especially in developing

countries. The capacity to develop local guidelines in

developing countries may either not exist or be 



These guidelines are not legally binding on nation-

states, however, they provide moral validity and

influence research policy guiding research ethics in

much of the developing world. 

History of research ethics violations
There exist wide disparities in economic

development, in the burden of disease, and in health

outcomes in Africa (Evans et al, 2001), the trajectory

towards globalization, without the basic safeguards

and protection of human rights, will only worsen

these health inequalities. 

Africa has not been immune to human research

abuses, with numerous reports having documented

unethical experimentation and unethical clinical

trials in Africa. An example like the interventional

studies conducted on 500 patients in Zimbabwe in

the 1990s, of whom the majority were indigenous

Africans using new drugs and anaesthetics, without

the approval of the National Drugs Authority, and

without the knowledge of the patients resulting in up

to six deaths (Edlin, 1993); British Medical Journal,

1995). Another research testing for the efficacy of

breast cancer chemotherapy on South African

women was conducted without either research

ethics approval or individual informed consent.

(Weiss et al, 2000)

In yet another incident in 1996, Pfizer tested Trovan,

an experimental drug on nearly 200 children during a

meningitis outbreak. Children in the control arm

allegedly received Ceftriaxone at an inadequate dose

and eleven died, while some survivors suffered

permanent brain damage and paralysis. It was later

revealed that the clinical trial had not been approved

by a local research ethics committee and that the

families concerned were not adequately informed

that their children were research participants in a

study. (Washington, 2006; Macklin, 2003). 
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The determination of embracing research ethics is

premised in the field of biomedical research which

arose from the need to use human beings in research.

(Emanuel, et al, 2004). This development dates back

even before the 18th century although the need to

develop guidelines governing research ethics was

seriously taken into consideration in the wake of the

events during the Second World War, where

widespread atrocities were committed by Nazi

scientists and physicians under the guise of medical

experimentation (Shuster, 1997 & Kour, 2014).

There was a global outcry resulting from these

atrocities which necessitated the need for a code of

conduct for human research, such as the Nuremberg

Code (Shuster, 1997), and the introduction of

professional codes and laws to prevent the abuse of

human subjects and protection of human rights in

research (Oddi & Cassidy, 1990; Fouka and Mantzorou,

2011). 

The Nuremberg code stressed the need to observe

informed voluntary consent, liberty of withdrawal from

research, protection from physical and mental harm or

suffering and death with particular emphasis on the

risk-benefit balance (Burns, 2005). The Helsinki

declaration of 1964 highlighted the need for non-

therapeutic research emphasizing the protection of

subjects by noting that the well-being of individuals is

more important than scientific or social needs (Oddi &

Cassidy, 1990). More declarations on research ethics

were made, however, these guidelines were largely

physician oriented and did not directly address the

issue of research in developing countries. The Council

for International Organization of Medical Sciences

(CIOMS) finally addressed the issues in developing

countries in collaboration with the World Health

Organization (WHO) and proposed guidelines for

international research which were further amended in

1993 and are presently undergoing further revisions. 



corruption also influence researcher–participant

relationships. 

Yet, even if research carried out in Africa is locally

relevant, the benefits from any studies might not be

reasonably available locally. These cases of human

research abuses in Africa call for the strengthening of

research oversight protections and systems so as to

ensure the protection of vulnerable populations and

research participants. 

It must however be noted that events that happened

in other parts of the world have played a significant

role in directing the development of the research

ethics environment in Africa. A majority of African

countries have some kind of system in place for the

ethical review of health research. In some countries,

the systems are supported by legislation, whereas

they are still informal in others. (Ndebele et al., 2014). 

It is argued that clinical trials conducted in Africa are

done by pharmaceutical companies, research

institutions etc. with little or no consideration for

ethics, or for the relevance of the drugs to the needs

and pathology of the trial subjects involved, (Cleaton-

Jones, 2000). Therefore it is critical for Africa to

embrace a robust research oversight system as

researchers and research staff might disregard ethical

principles, national laws and international guidelines,

either inadvertently or deliberately.

It goes without saying that health research plays a

pivotal role in addressing inequities in health and

human development, but to achieve these objectives

the research must be based on sound scientific and

ethical principles. (Bhutta, 2002). 
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Whereas in 2001 in Nigeria, Pfizer pharmaceutical

company was sued by 30 families over trials of Trovan

antibiotic that was intended to treat meningitis. 

These most likely represent a small number of research

violations that occur in Africa, as other cases might go

unreported due to various reasons. Research in the

developing world such as African countries may be

deliberately conducted in these contexts due to the

existence of weak regulatory systems and a relatively

litigation-free environment, compared with western

countries (Bhutta, 2002). Concerns have been raised

regarding access to treatment, standards of care, the

voluntariness of informed consent practices, control of

tissue samples, cultural values, justice, exploitation in

general (Resnik, 1998; Lurie, 1997; Gisselquist, 2009)

“reasonable availability” of interventions that are

proven to be useful during the course of research trials

(Connor, 1994; Lurie, 1999; Angell, 1997; Wilfert, 1999;

Omene, 1999). 

Reasonable availability refers to the agreements and

assurances about the benefits of research products to

the host community. CIOMS guidelines 8 and 15

explicitly state that ‘‘As a general rule, the sponsoring

agency should agree in advance of the research that

any product developed through such research will be

made reasonably available, (Bhutta, 2002) to the

inhabitants of the host community or country at the

completion of the successful testing, however, the

most recent revisions of the Helsinki Declaration, takes

a less stringent position, stating that ‘‘Medical research

is only justified if there is a reasonable likelihood that

the populations in which the research is carried out

stand to benefit from the results of the research.’’

These issues are particularly relevant to the developing

world where consideration of risk, vulnerability and

coercion are important historically (Benatar, 2002)

since wider issues of power, privilege, gender, race and 



Benefits of research: Medical research is only

justified if there is a reasonable likelihood that the

populations in which the research is carried out

stand to benefit from the results of the research in

Article 20 of the Declaration of Helsinki (World

Medical Association, 2013)

Inadequate cultural sensitivity: Sensitivity to

cultural perspectives and practices is necessary

for appropriate informed consent, as in the case of

community assent. In some cultures, it is most

uncommon for people to say no directly, even

when they oppose a proposal. In most African

countries, there often exists a paternalistic power

imbalance, which is seen in research where

potential participants may not feel empowered to

ask questions (Knight et al., 2018).

Lack of feedback/study results dissemination:

Feedback of research findings to local participants

is the most basic aspect of benefit-sharing

practice in research (Schroeder & Cook Lucas,

2013; the Declaration of Helsinki (Article 26)

whether they are positive or negative. 

Standard of care and the use of placebos: The

issues surrounding the standard of care highlight

the wide disparities that exist in health and

economics globally. (Bhutta, 2002). A major issue

is the use of the placebo arm instead of the study

drug. The recent revisions of the Helsinki

Declaration clearly stated in Section 29 that “the

benefits, risk, burdens and effectiveness of a new

method should be tested against those of the best

current prophylactic, diagnostic and therapeutic

methods. This does not exclude the use of

placebo, or no treatment, in studies where no

proven prophylactic, diagnostic or therapeutic

method exists.” 

Fair Subject Selection: Historically, populations

that were poor, uneducated, or powerless to

defend their own interests were targeted for high-

risk research, whereas promising research 
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Advocacy and safety where a researcher should

design a project which will not infringe on the

rights and safety of the interviewees or

respondents. (Blumberg et al, 2005);  

Anonymity, confidentiality and privacy:

Researchers have the ethical responsibility of

protecting the privacy of human subjects while

collecting, analyzing, and reporting data.

(Mugenda, 2003).  

Beneficence refers to “doing good” (Churchill, 1995)

and ethics in research is to serve and promote the

welfare of people and avoid bias or deception.  

Deception: When conducting research, participants

should be told the truth (Blumberg, et al 2005).

Non-maleficence: Beneficence asserts the

usefulness of the study while non- maleficence

expresses the potential risks of participation and

focuses on avoiding harm. (Akaranga & Makau,

2016). It emphasizes what constitutes harm which

could be physiological, emotional, social or even

economic in nature (Burns & Grove, 2005). 

Voluntary and informed consent: This is one of the

major ethical issues in conducting research which

implies the fact that “a person knowingly,

voluntarily, intelligently, and clearly gives his or her

consent” (Arminger, 1997, p.330). Informed consent

also emphasizes the respondent’s right to

autonomy which according to Beauchamp &

Childress (2001) is the ability for self-determination

in action 

Community participation: Research needs to

respond to community needs and national

priorities, and the development of a national

research agenda in developing countries must be

firmly grounded in a process of priority setting. 

Keys to avoiding research ethics violations
Specific issues in the ethical conduct of research in

developing countries include: 



Africans represent the oldest and most diverse

genome in the world. Studies of African diseases and

public health are critical not just to improve the

mortality and morbidity of Africans themselves but

also to shed light on the diseases in question.

Inequities within and among populations and

between genders result in much potential talent

being lost to science productivity in general and

home-based scientific productivity in particular.

There is continued exploitation by commercial

enterprises that regard the African continent as a

source of large populations for clinical trials to

develop innovative preventions and treatments that

will serve more prosperous populations elsewhere in

the world, with weaker policy and human protections

such as informed consent and intellectual property.

(Marincola, & Kariuki, 2020). 

a. History of research ethics committees - RECs

Research ethics committees - RECs are just one

important component in the entire system of human

research protections. Countries and institutions have

the responsibility of putting in place measures to

ensure the protection of research participants. A REC

(also known as ethical review board (ERB), ethical

review committee (ERC), human research ethics

committee (HREC), institutional review board (IRB))

are a group of individuals who undertake the ethical

review of research protocols involving humans,

applying agreed ethical principles. 

The main responsibility of a REC is to protect

potential participants in the research while taking

into account potential risks and benefits for the

community in which the research will be carried out,

monitor studies once they have begun and, where

relevant, take part in follow-up action and

surveillance after the end of the research.  Its ultimate

goal is to promote high ethical standards in research 
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Ethics dumping: Ethics dumping is the practice of

undertaking research in a low- or middle-income

setting which would not be permitted, or would be

severely restricted, in a high-income setting

(Chatfield et al, 2021), where ethical review

processes, compliance structures and follow-up

mechanisms might not be as well-resourced or

supported (NovoaHeckel et al., 2017; Schroeder et

al., 2018, 2019). 

       was     preferentially    offered   to   more  -privileged 

       individuals.    Emanuel     et  al   (2004)    posit    that 

       scientific considerations  alone  will  usually  under-

       determine   which   community   or individuals   are  

       selected. 

Given the limited resources for research in most

developing countries, stringent application of different

criteria and guidelines might make it almost

impossible to provide such long-term assurances of

protections and benefits. It is notable that none of the

existing national and international ethics guidelines

explicitly consider all the factors discussed here. 

The current state of research in Africa
Some African countries have either established, or

have remodelled their research oversight systems and

committees emulating the Western institutional

review boards system, or in accordance with the World

Health Organisation (WHO) guidelines on the

operations of research ethics committees (RECs). (Kass

NE, Hyder AA, Ajuwon A, Appiah-Poku J, Barsdorf N,

Dya Eldin Elsayed DE et al. 2007). Nonetheless, many

African RECs are faced with a scarcity of resources,

insufficient training of members, inadequate capacity

to review and monitor approved studies and a lack of

national ethics guidelines and accreditation

(Silaigwana and Wassenaar, 2015).

While Africa carries about 20% of the global burden of

disease, its scientific output represents less than 1% of

the world. 



the risk of exploitation may be less well established,

less supported financially, and less effective in

developing countries. 

b. What has been done, progress?
The Development of Research Ethics Systems in Africa

Research oversight capacity is critical for the

protection of human research participants, as well as

to prevent exploitation of African populations,

communities, institutions, and countries. RECs have

an obligation to safeguard the welfare of research

participants. One of the first documented cases of

ethical review in African health research was in South

Africa (SA). Other African countries afterwards

established RECs at varying levels which have

continually experienced growth over time in both

scope and complexity, with some countries now

having well-developed, decentralised ethical review

systems, whereas others have centralised systems

(Kirigia, 2005; Noor, 2009)

c. The need for improved ethics guidelines in a

changing research landscape

The ethics of research practices involving human

participants are regulated in most African countries

through the national government e.g. in South Africa

according it’s the National Health Research Ethics

Council (NHREC), while in Kenya it is the National

Commission for Sceince, Technology and Innovation

(NACOSTI) and in Ghana it is the Ghana Health

Service (GHS). They provide oversight of the conduct

and practices of human research and ethics

committees set and provide guidelines on the norms

and standards for research involving human

subjects/participants (and animals) and act as an

adjudicating and disciplinary body to handle

complaints and research ethics violations.

Globally, ethics guidelines for conducting research

involving human subjects have been informed by

practices and procedures developed for
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for health in accordance with internationally and

locally accepted ethical guidelines in African countries.

World Health Organization. (2009). 

Many African RECs are faced with a scarcity of

resources, insufficient training of members, inadequate

capacity to review and monitor approved studies and a

lack of national ethics guidelines and accreditation

(Silaigwana and Wassenaar, 2015). According to

Bernstein et al, ethics has received only patchy

attention in many ‘‘developing’’ countries with little

uniformity in the structure and function of research

ethics committees and minimal if any public

accountability (2021). Additional shortcomings in some

countries include the existence of self-appointed

private ethics committees lacking in expertise and

culpability, the absence of open-minded dialogue and

public deliberation, and possibilities of undeclared

conflict of interest between the roles of physicians as

carers for patients and as medical researchers that are

not adequately addressed nor acknowledged

(Emanuel & Steiner, 1995; Spece et al., 1997). 

To minimize concerns with regard to researchers’

conflicts of interest and to ensure public

accountability, an independent ethical review of all

clinical research protocols is necessary (Emanuel et al,

2004). Whilst the review must be independent and

competent, Emanuel further adds that other

regulatory approvals may be necessary for some types

of research. (2004). Committees have the authority to

approve, reject or stop studies or require modifications

to research protocols. They may also perform other

functions, such as setting policies or offering opinions

on ongoing ethical issues in research. World Health

Organization. (2009). 

Moreover, the regulatory infrastructures and

independent oversight processes that might minimize 



and brought a global health crisis. 

The outbreak affected all segments of the population

and is particularly detrimental to members of those

social groups in the most vulnerable situations. The

UN Department of Economic and Social Affairs (UN

DESA) notes early evidence that indicates the health

and economic impacts of the virus are being borne

disproportionately by poor people. As such this

increases opportunities for inequality, exclusion,

discrimination as seen by health researchers.

Amidst the search for an urgent cure or prevention of

the virus, there was a rush by scientists and

researchers to test potential treatments for COVID-19

in the wake of the pandemic. This brought about a

widespread debate over the use of humans in critical

drug trials in Africa. On April 1, two French

researchers, Dr Jean-Paul Mira and Camille Locht,  (Al

Jazeera) suggested on a live television broadcast that

trials of a potential vaccine should first take place in

Africa. The attitude of these researchers echoes a

long, grim history of medical experimentation and

exploitation in Africa, where African leaders have

colluded with pharmaceutical companies often

based in western nations, to conduct trials on the

most vulnerable people in society (Lichtenstein,

2020). Scientific and public health research that is

bespoke to the many traditions and cultures of Africa

is mandatory not just to protect the health of Africans

but also to protect world health.

Research ethics for health equity 

According to the World Health Organization, equity is

defined as the “absence of unfair, avoidable or

remediable differences among groups of people,

whether those groups are defined socially,

economically, demographically, or geographically or

by other dimensions of inequality”. 
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and with reference to, medical research. (Pimple, 2002;

DuBois, 2004). 

d. Implementing the values of fairness, respect, care

and honesty

Local RECs have a crucial role in highlighting

potentially exploitative activities, however, researchers

can do more in reducing the burden on RECs by

having research proposals imbued with fairness,

respect, care and honesty. In this regard, the clearest

way to find out what is considered fair and respectful

in research is simply to ask those who will be involved

or affected. This demonstrates care from the outset. 

There is growing recognition of the potential benefits

of community engagement in international research

settings. Joseph et al. (2016) concluded that effective

community engagement holds the key to addressing

concerns for research ethics, offering a means to

improve equity for vulnerable populations/participants

in African countries. Kamuya et al., (2013) further

reiterate, the importance of community engagement

in terms of their social and cultural norms, values,

goals, resources and levels of technological

understanding which could be achieved through

meetings, gatherings and seminars with the sole

purpose of sharing information about potential studies

(Chatfield et al., 2018). This will give room for

excellence in research where there is a protection of

research subjects beyond informed consent.

Issues related to study design, ethical review, and

standards of care have received a lot of focus to the

detriment of the underlying socioeconomic

deprivation and inequities which are largely ignored.

e. Health emergencies 

The coronavirus disease (COVID-19), which has been

characterized as a pandemic by the World Health

Organization (WHO), has upended everyone’s lives 

https://www.aljazeera.com/news/2020/04/racism-row-french-doctors-suggest-virus-vaccine-test-africa-200404054304466.html
https://www.aljazeera.com/news/2020/04/racism-row-french-doctors-suggest-virus-vaccine-test-africa-200404054304466.html
https://www.aljazeera.com/news/2020/04/racism-row-french-doctors-suggest-virus-vaccine-test-africa-200404054304466.html


Furthermore, gender inequalities have been proven

to limit women’s access to care and health-related

decision-making. This can be attributed to the

women’s lack of autonomy in many regions of the

world, in terms of decision-making and freedom of

movement. Women are also universally more

impoverished than their male counterparts and often

find themselves in a state of full or partial financial

dependence on male partners or family members,

thus hindering their ability to make decisions about

their healthcare. (CIHR, 2012)

In the times of COVID-19, significant health disparities

and inequities have been highlighted in the African

continent. The pandemic, as well as previous health

emergencies, have disproportionally affected

vulnerable populations such as pregnant women,

people with lower socioeconomic levels, ethnic and

religious minorities, and sexual and gender

minorities. Not to mention how such populations

have inequitably been impacted by social isolation,

quarantine, and displacement restrictions due to loss

of their livelihood and a lack of access to basic

healthcare necessities. 

Therefore, taking into account sex and gender in

health research can help investigators identify

protective and vulnerability-enhancing factors in the

acquisition of diseases, differences in adverse effects

of medical products and vaccines, and how gender

inequalities influence women’s and men’s health-

seeking behaviours, access to healthcare, and

treatment adherence. The identification of the

aforementioned variables can help formulate

recommendations for policy and practice on how to

promote health equity through the consideration of

sex- and gender-related variables in health. 

The scientific community often conflates sex and

gender integration in research with the inclusion of 
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Such dimensions can be defined as ethnic and

religious affiliation, sexual orientation, disability, sex,

and gender. Therefore, health equity signifies the

attainment of full health and wellbeing potential for

everyone regardless of the aforementioned variables. 

Health equity or its lack thereof depends on the

circumstances related to people’s birth, growth, work,

day-to-day life, as well as their ageing conditions. It can

also be heavily influenced by the legal, political, and

sociocultural context of the individual since they

contribute to the distribution of resources among

individuals and populations, as well as to the

repartition of power. It is also important to consider

the weight of discriminatory practices on the health of

people and communities. Discrimination based on sex,

gender, race, ethnicity, socioeconomic status and/or

sexual orientation can negatively affect the health of

individuals, however, if integrated and mainstreamed

into institutional processes and procedures, certain

groups of the population could face exclusion,

marginalization, and under-representation with regard

to policy- and decision-making. 

Sex and gender in research ethics 

There is a large body of evidence demonstrating the

health disparities between women, men and (to a

lesser extent) gender-diverse individuals (CIHR, 2012).

These differences can be attributed to sex-related

variables, such as the biological differences between

females, males and intersex individuals. They could

also be attributed to gender inequalities and the

different sociocultural expectations, norms, values, and

roles attributed to women, men and gender-diverse

people by their societies. 

Research has shown that sex-related variables can

contribute to the vulnerability to certain diseases and

can affect the outcome of certain therapeutic

regimens.

 



A Framework for the ethical evaluation of

research protocols from a sex and gender

perspective during the COVID-19 pandemic and

other epidemics. 

The ethicist’s practical guide to the evaluation of

preclinical research from a sex and gender

perspective. 

Harmonization of gender mainstreaming in

health research ethics: towards a community of

practice. 

This guide was produced in May 2020 by the BCA-

WA-ETHICS team from the perspective of health

emergencies, particularly, COVID-19. However, it can

be applied to other types of research projects. The

guide contains a 3-step framework to guide

evaluators through a process of sex- and gender-

based analysis of several components of the research,

namely: the background and justification, the

research methodology, and the ethical and societal

impact of the research (Nkoum et al., 2020). 

This is a product of the BCA-WA-ETHICS Gender

Mainstreaming Secretariat. It aims to provide ethicists

with guidance regarding the sex- and gender-based

evaluation of preclinical research projects. It contains

a three-step framework to evaluate the justification

and background of research, its methodology, and its

governance and ethical impact. The guide also

provides a set of practical exercises for the reader to

test their acquired knowledge (Nabil et al., 2021) 

This roadmap was produced after the 2nd BCA-WA-

ETHICS Scientific Congress on the Regional

Harmonization of Gender Mainstreaming. It contains

recommendations for ethics practitioners and RECs

on the consideration of sex and gender in research

ethics and research governance, with emphasis on a

harmonized gender practice in the West-African

region. (Mbaye & Nabil, 2021)
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women in research projects that have human

participants.

While the systematic inclusion of women in research is

a key contributor to the validity and reproducibility of

the results, sex- and gender-sensitive research should

not only be restricted to that. It should aim to conduct

sex- and gender-based analysis as part of its

methodology, in order to identify how biological sex

and gender interact with the study phenomenon and

what health implications could result. 

RECs are in a strategic position to halt the conduct of

sex- and gender-blind research that does not take into

account sex and gender differences, and their impact

on individual and population health. As per the

universally agreed upon biomedical research ethics

principles, namely: Respect for autonomy, Non-

maleficence, Beneficence and Justice, it is of the

utmost importance for RECs to promote sex- and

gender-sensitive research. 

When women are able to make an informed decision

regarding their participation in experimental research,

relying on data from preclinical studies on female

specimens that highlight the potential risks and

benefits, respect for autonomy is realised, harm is

reduced, and the probability of beneficence is

augmented. For the principle of justice to be respected

in the context of research, equitable selection of

participants must occur, with no discrimination based

on sex, and keeping in mind that potential risks and

benefits of research are to be shared equitably among

research participants. 

There are available resources for ethics evaluators and

researchers alike to help them assess the sex- and

gender-sensitivity of their research. 

The following are some examples:

 

https://1529b568-0adb-41d2-b703-789c79f44f28.filesusr.com/ugd/a4c356_cf8107bccc424f68a6e62ab9932751c5.pdf
https://1529b568-0adb-41d2-b703-789c79f44f28.filesusr.com/ugd/a4c356_e05910db89bf44b3a5997ae148ae037e.pdf
https://zaguan.unizar.es/record/106193/files/PDF-Ingl%C3%A9s.pdf


Does the research explain the strategies

adopted to engage diverse members of the

community, especially groups that have been

historically marginalized, excluded from or

abused in the context of research? 

How will the researchers ensure that all

community members benefit equitably from

the knowledge translation activities? 

As established, not everyone shares equal benefits of

healthcare. The case of scientific research is no

different. Some populations gain more from scientific

output than others. This is why considerable efforts

have to be made, by researchers and research

evaluators alike, to ensure that the research and its

eventual dissemination and translation is conducted

from a health equity perspective. 

Assessing health equity in research protocols

Research must take into account health equity, so as

to accelerate its achievement. RECs are in a position

to integrate health equity impact assessment

alongside their routine appraisals of the ethical and

scientific dimensions of proposed research (Castillo &

Harris, 2021) 

During the protocol evaluation sessions, evaluators

are recommended to systematically raise the

following questions:

This engagement of the various community members

and stakeholders should comprise the full spectrum

of research activities, from needs assessment and

research design to the translation and exploitation of

the findings. 

Researchers must take into account the language,

cultural, and knowledge-acquisition barriers that may

increase and perpetuate inequalities in the

communication and dissemination of scientific

knowledge. 
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Livre blanc : recommandations pour l'intégration

du genre dans les comités nationaux d'éthique de

la recherche d'Afrique de l'Ouest. 

Integrating Sex & Gender Checklist – Partnership

Development Grants for the Healthy & Productive

Work Initiative. 

This handbook was produced by the BCA-WA-ETHICS

Gender Mainstreaming Secretariat in collaboration

with the National Health Research Ethics Committee

of Benin. It is aimed at Francophone West African

National RECs and contains guidelines on gender

mainstreaming on an institutional level as well as in

the context of research surveillance and evaluation.

The book contains tips and recommendations on the

design and adaptation of research protocol evaluation

tools from a sex and gender perspective. (Ale & Nabil,

2021)

This checklist was developed by the Canadian

Institutes of Health Research’s Institute of Gender and

Health. It was created for the purpose of aiding

evaluators of research grant proposals in their

assessment of the gender- and sex-sensitivity of the

proposal. It examines the vision, rationale and added

value of the research, as well as the quality of its

methodology and knowledge translation plan. This

checklist helps in appraising the adequacy and

diversity of the proposed research team. (CIHR, 2015) 

Proper consideration of sex and gender in research

ethics, ensures that no potential benefits specific to

women or men are overlooked, that the effectiveness

of health products and interventions can be equitably

applied to men and women, and that sex- and gender-

based vulnerabilities are identified and explored in-

depth. 

Therefore, serious transformation is needed in the

research field in order to bridge the health disparities

gap in Africa. 

 

https://www.bcawaethicsii.com/_files/ugd/a68a91_7c7567cc5b2d4276a1b9aef952ceca5c.pdf
https://www.bcawaethicsii.com/_files/ugd/a68a91_7c7567cc5b2d4276a1b9aef952ceca5c.pdf
https://cihr-irsc.gc.ca/e/documents/igh-checklist-HPW-en.pdf


developing health research that promotes equity and

on developing local capacity in bioethics. Only

through such proactive measures can we address the

emerging ethical dilemmas and challenges that

globalization and the genomics revolution will bring

in their wake (Bhutta, 2002). 

One of the ways in improving ethics in health

research is through linking health and research issues

with equity and focused attention on the needs of

African countries and the reduced inequities in

health and human rights. It is important to apply

bioethical principles in the process of attaining

justice, as neither regulations nor guidelines alone

can overcome the differences. 

Additionally, there is a need for developing local

capacity by strengthening models for reviewing the

ethics of research, since the capacity for undertaking

research must include the capacity to undertake an

ethical evaluation of the planned research and its

conduct. (Bhutta, 2002). This ought to reduce the

possibilities of exploitation in African countries.

Although poverty, limited health-care services,

illiteracy, cultural and linguistic differences, and

limited understanding of the nature of scientific

research neither cause nor are necessary for

exploitation, they increase the possibility of such

exploitation (Wilmshurst, 1997; Glantz et al., 1998;

Annas & Grodin, 1998; Shapiro, 2001; Weijer, 2001).
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Do the researchers explain how their

recruitment strategies will ensure a study

sample that is representative of the

community?

What are the data validation and triangulation

mechanisms put in place to avoid

misinterpretations of the results?

How will the research address health and social

inequities, especially for vulnerable and under-

resourced populations?

Researchers must not only take into account sex

representation, but, also take into account race,

ethnicity, religious affiliation, sexual orientation,

gender identity, age group, and disability status. 

The analysis and interpretation of the results should

include stakeholders from the local community for

better understanding and contextualization of the

findings. 

Researchers should be encouraged to reflect on how

their research can impact health equity and what

benefits it will have for the implicated local

communities. 

Researchers should also reflect on how their study

could have the potential for unintentional

augmentation of health inequalities for a specific

population. 

Conclusion
The nature of human research in the social sciences

and humanities has changed significantly in the last

decades, mainly as a consequence of changing

technology which has enabled new types of

interactions between researchers and participants

(Dobrick et al., 2018; Knight, 2019). In order to support

health research in developing countries that is both

relevant and meaningful, the focus must be on 



Canadian Institutes of Health Research & Institute

of Gender and Health (Canada). (2012). What a

difference sex and gender make: A gender, sex

and health research casebook. Canadian Institutes

of Health Research.  Available from: http://epe.lac-

bac.gc.ca/100/201/301/weekly_checklist/2012/inter

net/w12-08-U-

E.html/collections/collection_2012/irsc-cihr/MR21-

164-2012-eng.pdf

Castillo, E. G., & Harris, C. (2021). Directing research

toward health equity : A health equity research

impact assessment. Journal of General Internal

Medicine, 36(9), 2803‑2808.

https://doi.org/10.1007/s11606-021-06789-3

Chatfield, K., Schroeder, D., Guantai, A., Bhatt, K.,

Bukusi, E., Adhiambo Odhiambo, J., & Kimani, J.

(2021). Preventing ethics dumping: the challenges

for Kenyan research ethics committees. Research

Ethics, 17(1), 23-44.

Chen, L., & Berlinguer, G. (2001). Health equity in a

globalizing world (pp. 35-44). Challenging

inequities in health: from ethics to action. New

York: Oxford University Press.

Cleaton-Jones P. Scientific misconduct in a

breast-cancer chemotherapy trial: response of

University of the Witwatersrand. The Lancet 2000;

355 (9208): 1011-1012. 

Connor EM, Sperling RS, Geiber R, Kiselev P, Scott

G, O’Sullivan MJ, et al.Reduction of maternal

infant transmission of human immunodeficiency

virus type 1 with zidovudine treatment.

NewEnglandJournalofMedicine1994; 331:1173-80.

Council for International Organizations of Medical

Sciences - CIOMS. International ethical guidelines

for biomedical research involving human subjects.

Council for International Organizations of Medical

Sciences. International ethical guidelines for

biomedical research involving human subjects.

Geneva: Council for International Organizations of

Medical Sciences; 1993.

PAGE 12 ADVOCACY PAPERBCA-WA-ETHICS II

Ale, C., Nabil, F. (2021) Livre blanc :

recommandations pour l’intégration du genre dans

les comités nationaux d’éthique de la recherche

d’Afrique de l’Ouest. University of Zaragoza Press.

Available from:

https://www.bcawaethicsii.com/_files/ugd/a68a91_

7c7567cc5b2d4276a1b9aef952ceca5c.pdf

Angell, M. The ethics of clinical research in the third

world. New England JournalofMedicine1997;

337:847-9.

Annas GJ, Grodin MA, eds. The Nazi doctors and the

Nuremberg Code: human rights in human

experimentation. New York: Oxford University Press,

1992.

Annas GJ, Grodin MA. Human rights and maternal-

fetal HIV transmission prevention trials in Africa.

Am J Pub Health 1998; 88: 560–2.

Article 20 of the Declaration of Helsinki (World

Medical Association, 2013)

Benatar SR. Reflections and recommendations on

research ethics in developing countries. Soc Sci

Med. 2002; 54:1131–1141.

Bernstein, M. S., Levi, M., Magnus, D., Rajala, B. A.,

Satz, D., & Waeiss, C. (2021). Ethics and society

review: Ethics reflection as a precondition to

research funding. Proceedings of the National

Academy of Sciences, 118(52).

Bhutta, Z. A. (2002). Ethics in international health

research: a perspective from the developing world.

Bulletin of the World Health Organization, 80, 114-

120.

Burns N. & Grove, S.K. (2005). The practice of

nursing research: Conduct critique and utilization,

5th ed, St. Louis, MO, Elsevier/Saunders.  

Canadian Institutes of Health Research. (2019). Key

considerations for the appropriate integration of

sex and gender in research. https://cihr-

irsc.gc.ca/e/50835.html

Bibliography

http://epe.lac-bac.gc.ca/100/201/301/weekly_checklist/2012/internet/w12-08-U-E.html/collections/collection_2012/irsc-cihr/MR21-164-2012-eng.pdf
https://doi.org/10.1007/s11606-021-06789-3
https://www.bcawaethicsii.com/_files/ugd/a68a91_7c7567cc5b2d4276a1b9aef952ceca5c.pdf
https://cihr-irsc.gc.ca/e/50835.html


Glantz LH, Annas GJ, Grodin MA, Mariner WK.

Research in developing countries: taking “benefit”

seriously. Hastings Cent Rep 1998; 28:38–42.

GLOBAL POLICY FORUM-GPF. 2014. Poverty and

Development in Africa.

https://archive.globalpolicy.org/socecon/develop/a

frica/index.htm

https://www.aljazeera.com/news/2020/04/racism-

rowfrench-doctors-suggest-virus-vaccine-test-

africa-200404054304466.html

Kass, N. E., Hyder, A. A., Ajuwon, A., Appiah-Poku,

J., Barsdorf, N., Elsayed, D. E., ... & Tindana, P.

(2007). The structure and function of research

ethics committees in Africa: a case study. PLoS

medicine, 4(1), e3.

Kipnis, K. (2001). Vulnerability in research subjects:

A bioethical taxonomy. Ethical and policy issues in

research involving human participants, 2.

Kirigia, J. M., Wambebe, C., & Baba-Moussa, A.

(2005). Status of national research bioethics

committees in the WHO African region. BMC

Medical Ethics, 6(1), 1-7.

Knight, J. (2019). The need for improved ethics

guidelines in a changing research landscape.

South African Journal of Science, 115(11-12), 1-3.

Kour S. (2014). Ethical and Legal issues in

Educational research. Indian Journal of Applied

Research, 4(6). 

Kruger, M., Ndebele, P., & Horn, L. (Eds.). (2014).

Research ethics in Africa: A resource for research

ethics committees. African Sun Media.

Lichtenstein Amanda. 2020. COVID-19 revives

grim history of medical experimentation in Africa

[https://globalvoices.org/2020/04/11/covid-19-

revives-grim-history-of-medical-experimentation-

in-africa/] 'Africa isn't a testing lab'. 11 April 2020

14:00 GMT

PAGE 13 ADVOCACY PAPERBCA-WA-ETHICS II

Dobrick FM, Fischer J, Hagen LM, editors. Research

ethics in the digital age: Ethics for the social

sciences and humanities in the times of

mediatization and digitization. Wiesbaden:

Springer; 2018

Doctor in Zimbabwe race row out on bail. British

Medical Journal 1995; 310:350.1.

DuBois JM. Is compliance a professional virtue of

researchers? Reflections on promoting the

responsible conduct of research. Ethics Behav.

2004; 14:383–395.

https://doi.org/10.1207/s15327019eb1404_8

Edlin J. Doctor arrested for alleged illegal tests on

patients http://www.apnewsarchive.com/1993/

Doctor-Arrested-for-Alleged-Illegal-Tests-on-

Patients/id-90b34d608f086d4d3e3c037b5eb54942.

Associated Press. (March 4, 1993) 

Emanuel, E. J., & Steiner, D. (1995). Institutional

conflict of interest. New England Journal of

Medicine, 332, 262–267.

Emanuel, E. J., Wendler, D., Killen, J., & Grady, C.

(2004). What makes clinical research in developing

countries ethical? The benchmarks of ethical

research. The Journal of infectious diseases, 189(5),

930-937.

Evans, T., Whitehead, M., Bhuiya, A., Diderichsen, F.,

& Wirth, M. (Eds.). (2001). Challenging inequities in

health: from ethics to action. Oxford University

Press.

Fouka G. & Mantzorou M. (2011). “What are the major

ethical issues in conducting research? Is there a

conflict between the research ethics and the

nature of nursing?” Health Science Journal, 5 (1), 3-

14. 

Gisselquist D. Double standards in research ethics,

health-care safety, and scientific rigor allowed

Africa’s HIV/AIDS epidemic disasters. International

Journal of STD & AIDS 2009; 20:839-845. 

Bibliography (cont.)

https://archive.globalpolicy.org/socecon/develop/africa/index.htm
https://www.aljazeera.com/news/2020/04/racism-rowfrench-doctors-suggest-virus-vaccine-test-africa-200404054304466.html
https://globalvoices.org/author/amanda-leigh-lichtenstein/
https://globalvoices.org/2020/04/11/covid-19-revives-grim-history-of-medical-experimentation-in-africa/
https://globalvoices.org/2020/04/11/covid-19-revives-grim-history-of-medical-experimentation-in-africa/
https://globalvoices.org/2020/04/11/
http://www.apnewsarchive.com/1993/Doctor-Arrested-for-Alleged-Illegal-Tests-on-Patients


Noor RA. Health research oversight in Africa. Acta

Tropica 2009; 112: S63-S70. 

Oddi L.F. & Cassidy, V.R. (1990). Nursing Research

in the U.S.: The protection of human subjects.

International Journal of Nursing Studies, 27(1), 21-

34. 

Omene JA. Science, ethics, and future of research

into maternal-infant transmission of HIV-1.

Lancet1999; 353:1878.

Pimple KD. Six domains of research ethics – A

heuristic framework for the responsible conduct

of research. Sci Eng Ethics 2002; 8:191–205.

Republic of Kenya Ministry of Health. 2005. Kenya

national guidelines for research and development

of HIV/AIDS vaccines. Kenya Ministry of Health,

Nairobi, Kenya. 

Resnik DB. The ethics of HIV research in

developing nations. Bioethics 1998; 12:4,286-306.

Shapiro H, Meslin E. The ethics of international

research. N Engl J Med 2001; 314:139–42.

Shuster E. Fifty years later: the significance of the

Nuremberg

Code.NewEnglandJournalofMedicine1997;

337:1436-40.

Stephen Ifedha Akaranga and Bretta Kavutha

Makau. Ethical Considerations and their

Applications to Research: a Case of the University

of Nairobi. Journal of Educational Policy and

Entrepreneurial Research. ISSN: 2408-770X (Print),

ISSN: 2408-6231 (Online). Vol. 3, N0.12. 2016. Pp 1-9

US Department of Health, Education and Welfare.

National Commission for the Protection of Human

Subjects of Biomedical and Behavioral Research:

The Belmont report. Washington DC: US

Government Printing Office; 1979.

Washington HA. Medical apartheid. Garden City,

NY: Anchor Books; 2006. pp. 392-393.

Weijer C, Anderson JA. The ethics wars: disputes

over international research. Hastings Cent Rep

2001; 31:18–20.

PAGE 14 ADVOCACY PAPERBCA-WA-ETHICS II

Lurie P, Wolfe SM. Unethical trials of interventions

to reduce perinatal transmission of the human

immunodeficiency virus in developing countries.

The New England Journal of Medicine 1997; 337:853-

856.

Macklin R. Bioethics, vulnerability, and protection.

Bioethics 2003; 7(5-6): 472-486 (Online).

http://dx.doi.org/10.1111%2F1467-8519.00362 PMID:

14959716

Marincola, E., & Kariuki, T. (2020). Quality research in

Africa and why it is important. ACS omega, 5(38),

24155-24157

Nabil, F., Mbaye, E. (2021) Harmonization of gender

mainstreaming in health research ethics: towards a

community of practice in West Africa. University of

Zaragoza. Available from:

https://zaguan.unizar.es/record/106193/files/PDF-

Ingl%C3%A9s.pdf

Nabil, F. (2021). The ethicist’s practical guide to the

evaluation of preclinical research from a sex and

gender perspective. BCA-WA-ETHICS. Available

from: https://1529b568-0adb-41d2-b703-

789c79f44f28.filesusr.com/ugd/a4c356_ae4efb603d

da46c28b459b2e40bafdf3.pdf

Ndebele, P., Mwaluko, G., Kruger, M., Ouwe, O.,

Oukem-Boyer, M., & Zimba, M. (2014). History of

research ethics review in Africa. Research ethics in

Africa: A resource for research ethics committees, 3-

10.

Nkoum, N., Gacko, N., Camara, S., Toure, A., Diallo,

M., Penali, L., Nabil, F., Sarr, S. C., Mbaye , E. H., &

Martínez-Pérez, G. (2020). A framework for the

ethical evaluation of research protocols from a sex

and gender perspective during the COVID-19

pandemic and other epidemics : A policy brief.

BCA-WA-ETHICS. Available from: https://1529b568-

0adb-41d2-b703-

789c79f44f28.filesusr.com/ugd/a4c356_003fa13301e

84dfbad3830180713c1e1.pdf

Bibliography (cont.)

http://dx.doi.org/10.1111%2F1467-8519.00362
https://zaguan.unizar.es/record/106193/files/PDF-Ingl%C3%A9s.pdf
https://1529b568-0adb-41d2-b703-789c79f44f28.filesusr.com/ugd/a4c356_ae4efb603dda46c28b459b2e40bafdf3.pdf
https://1529b568-0adb-41d2-b703-789c79f44f28.filesusr.com/ugd/a4c356_003fa13301e84dfbad3830180713c1e1.pdf


World Medical Association. Declaration of

Helsinki: Ethical principles for medical research

involving human subjects. Reproduced in: Bull

World Health Org. 2001; 79:373–374.

World Population Review. Most Developed

Countries in Africa 2022.

https://worldpopulationreview.com/country-

rankings/most-developed-countries-in-africa.

Funding 

This report was authored in the context of the BCA-

WA-ETHICS II project, a part of the EDCTP-2

Programme supported by the European Union under

grant number CSA2020ERC-3079.

This is an open-access report distributed under the

terms and conditions of the Creative Commons

Attribution license.

PAGE 15 ADVOCACY PAPERBCA-WA-ETHICS II

Weiss, R. B., Rifkin, R. M., Stewart, F. M., Theriault, R.

L., Williams, L. A., Herman, A. A., & Beveridge, R. A.

(2000). High-dose chemotherapy for high-risk

primary breast cancer: an on-site review of the

Bezwoda study. The Lancet, 355(9208), 999-1003.

Wertheimer A. Exploitation. Princeton, NJ:

Princeton University Press, 1999:3–15.

Wilfert CM, Ammann A, Bayer R, Curran JW, del Rio

C, Faden RR, et al. Science, ethics, and the future of

research into maternal infant transmission of HIV-1:

consensus statement. TheLancet1999; 353:832-5.

Wilmshurst P. Scientific imperialism: if they won’t

benefit from the findings, poor people in the

developing world shouldn’t be used in research.

BMJ 1997; 314:840–1.

Wolfe, S. M., & Lurie, P. (1999). Science, ethics, and

future of research into maternal-infant

transmission of HIV-1. The Lancet, 353(9167), 1878-

1879.

World Health Organization. (2009). Research ethics

committees: basic concepts for capacity-building.

World Health Organization.

World Health Organization. Recommendations

from the meeting on Prevention of mother-to-

infant transmission of HIV by use of antiretrovirals.

WHO Consensus Workshop Statement. Geneva,

Switzerland, 23–25 June 1994. Unpublished

workshop proceedings.

World Medical Association. Declaration of Helsinki,

ethical principles for medical research involving

human subjects. Amended by the World Medical

Association 52nd General Assembly, Edinburgh,

Scotland, October 2000. Available from: URL:

http://www.wma.net/e/policy17c.pdf 

World Medical Association. Declaration of Helsinki,

ethical principles for medical research involving

human subjects. Amended by the World Medical

Association 52nd General Assembly, Edinburgh,

Scotland, October 2000. 

Bibliography (cont.)

https://worldpopulationreview.com/country-rankings/most-developed-countries-in-africa
http://www.wma.net/e/policy17c.pdf


T R A I N I N G  

N E T W O R K I N G

R E G U L A T O R Y  S U P P O R T  

C O M M U N I C A T I O N  &  D I S S E M I N A T I O N

 

We are a  partnership  between Spain ,

Senegal ,  Benin ,  and Mali .  

Our  a im is  to  bui ld  capacit ies in  research

ethics  and gender mainstreaming  in  the

West Afr ican region,  with  a  part icular  focus

on c l in ical  tr ia ls  dur ing health  emergencies.  

Our  project  targets National  Ethics

Committees  f rom the 15  countr ies of  the

Economic Community  of  West Afr ican

States (ECOWAS).  

CONTACT
 www.bcawaethicsii.com

farahnabil@unizar.es

Building the capacities of West
Africa in research ethics 

BCA-WA-ETHICS II

http://bcawaethicsii.com/
http://bcawaethicsii.com/

