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ABSTRACT (with keywords)
Introduction: Globally, research ethics committees (RECs) play a vital role in the protection of
humans in health care research. Information regarding RECs and the regulation of health care
research is largely unavailable.
Aim: The aim of this study is to determine the ethics review capacity of different ethics review
committees in Cameroon and to determine the existing national policy regarding research
involving human participants.
Methods: This is a questionnaire-based survey, involving chairs and administrators of all RECs
identified in the country to determine ethics review capacity and needs. Data collected included
basic demographic information of REC members, training in ethics review, standard operating
procedures (SOPs) and the use of ethical guidelines, financial and material resources, challenges,
and REC independence. Relevant government structures were consulted to identify the existing
policies regulating the activities of RECs in Cameroon.
Results: There are 14 RECs of whom 9 are functional and 4 non-functional. Of the 9 functional
RECs, 8 (88.9%) representatives participated in the survey. Two RECs are national and 6 are
research institute-based. The total membership of the 8 RECs was 106, with an average of 13
members per REC (range of 9-28). Members were predominantly scientists (30.2%), medical
doctors (22.6%) and male to female ratio overall was 1.6:1. Half the RECs had fixed meeting
schedules and the other half met mainly on demand, reviewing on average 5 protocols per
meeting. Approval is based on the consensus opinion of members. In the absence of any national
ethics guideline, over 80% of the participating RECs reported utilizing the ICH-GCP guidelines,
CIOMS guidelines, Declaration of Helsinki and Belmont Report for their ethics review
processes. Half of the RECS have OHRP accreditation. Key areas requiring training included
appropriate participant selection in vulnerable populations, women and minors; and assessing the
understanding of informed consent amongst others. Challenges included lack of ongoing health
research ethics training (75.0%), and insufficiency of resources (62.5%), especially internet and
library access. The majority reported the availability of basic resources such as office space,
telephone, electricity, secretariat support and office furniture. In the absence of a legal
framework for health research in the country, two communiqués published by the Ministry of
Public Health were analyzed for their guidance potential.
Conclusions: This is the first report that documents the existence of RECs in Cameroon. There
are currently nine functional ethics committees in Cameroon, existing for more than 5 years,
with the majority of the members being scientists and medical doctors. The major challenges
include ongoing research ethics training programs and information access. A national research
ethics framework, regulating the conduct of health research in Cameroon, will assist in the
protection of Cameroon citizens in health care research.
Key words: Profile, Research Ethics Committees, Cameroon
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CHAPTER 1: BACKGROUND AND LITERATURE REVIEW
1.1 Introduction
Research is a systematic investigation designed to discover or contribute to a body of
generalisable knowledge1. Health care research remains the most important tool, which
governments and other organizations use to formulate health care policies. Primarily, health care
research involves human participants, as well as animals, and aims to understand the causes,
development and effects of diseases and equally improve preventive, diagnostic and therapeutic
interventions2. Historically, incidents of unethical research involving human participants have
been reported in both developed and developing countries, creating awareness to the research
ethics issues involving human subjects3. To address unethical research practices, a number of
international guidelines for conducting ethical biomedical research involving humans have been
developed: the World Medical Association’s Declaration of Helsinki2, the US National
Commission’s Belmont Report4, the Council for International Organizations of Medical
Sciences’ (CIOMS’) International Ethical Guidelines for Biomedical Research involving Human
subjects5 etc. These guidelines were created to ensure adequate protection of human subjects in
research. These international guidelines recommend the ethics review by a competent and
independent committee/board of all research protocols involving humans. These boards are
referred to in the US as Institutional Review Boards (IRBs); in Canada as Research Ethics
Boards (REBs), and in Europe as Independent Ethics Committees or Research Ethics
Committees (IECs/RECs).
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1.2 Ethics Review Guiding Principles
In the past decade, increasing attention has been given to the ethical context of international
research involving human participants, especially including developing countries due to the
increasing volume of international collaborative research6. Emanuel et al identified the eight
principles that assist in conducting ethical research: collaborative partnership, social value,
scientific validity, fair selection of study population, favourable risk-benefit ratio, independent
review, informed consent, and respect for recruited participants and study communities7. These
principles are in line with the basic ethical principles of respect for persons/autonomy,
beneficence, non-maleficence and justice, which are prominent in major international ethical
guidelines. Since it is of vital importance to protect human participants from harm in research,
REC members should be competent in their assessment of benefit and risks in research. As such,
it’s critical for REC members to have adequate knowledge and competence to evaluate a
research protocol for scientific and ethical soundness. Failure might result in jeopardising the
health and wellbeing of research participants if unethical protocol is approved or wrongful
disapproval of otherwise scientifically and ethically sound protocol8. In Africa, RECs face a
number of challenges including but not limited to: insufficient resources; lack of/ insufficient
expertise on ethical review; lack of active/consistent participation of REC members; pressure
from researchers, host institutions and sponsors; lack of recognition of the importance of REC
functions; no/poor support by host institutions; lack of complete independence etc8-11. In other
settings the lack of clear job description and varied interpretation and understanding of the
international guidelines has not helped to ease the work of RECs12.
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According to the CIOMS guidelines, membership of these committees “should include
physicians, scientists and other professionals such as nurses, lawyers, ethicists and clergy as well
as lay persons qualified to represent the cultural and moral values of the community”5. While in
many developed countries RECs are relatively well organised and regulated, with clear criteria
for their creation, composition and functioning, this is not always the case in a number of
developing countries. Researchers in developing countries are often unaware of the ethical and
scientific principles of research and rely on competent ethics review committees to assist in
ensuring the research protocol does not pose more risk than harm6, 8, & 11.

1.3 Functions of Research Ethics Committees
These committees/boards should be established at national, institutional, and local levels, with a
multi-disciplinary, multi-sectorial, and pluralistic character13. These committees have the
responsibility of protecting the rights and welfare of research participants14. They also need to
assist in educating the importance of health research and address misconceptions15.

More specifically, the basic responsibilities of RECs are5:
•

to determine that all proposed interventions, particularly the administration of drugs and
vaccines or the use of medical devices or procedures under development, are acceptably
safe to be undertaken in humans or to verify that another competent expert body has done
so;

•

to determine that the proposed research is scientifically sound or to verify that another
competent expert body has done so;
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•

to ensure that all other ethical concerns arising from a protocol are satisfactorily resolved
both in principle and in practice;

•

to consider the qualifications of the investigators, including education in the principles of
research practice, and the conditions of the research site with a view to ensuring the safe
conduct of the trial; and

•

to keep records of decisions and to take measures to follow up on the conduct of ongoing
research projects.

Both Benatar16 and Emanuel et al.7 recommended that RECs should evaluate research proposals
with special attention to risk/benefit ratios, equity in distribution of benefits and burdens,
potential conflicts of interests, the adequacy of information provided for subjects, and the
protection of freedom within the consent process; enable study subjects to withdraw without
prejudice to care; and persuade investigators to publish, to educate and assist faculty, researchers
and community in understanding and appreciating the ethics of research.

1.4 Historical Background of Ethics Review in Cameroon
In Cameroon, the first REC, the National Committee of Ethics for the Protection of Persons in
Medical Research was created in 1987 by the Ministry of Public Health to issue licences to
medical and clinical research projects17. Information regarding the creation, composition,
functioning and regulation of RECs in the country will assist health care researchers in obtaining
ethics approval for their research protocols. Currently there are only three studies that document
REC information in Africa, including Cameroon8, 10, 17. These reports, however, included only
two RECs from the Cameroon. Recently, Ateudjieu et al reported their findings regarding a
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needs assessment for ethics review among three African countries including Cameroon18. The
focus of their study was individual ethics committee members rather than RECs. It’s therefore,
important to undertake a comprehensive study regarding ethics review and the regulation of
health research in Cameroon.
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CHAPTER 2: RATIONALE AND OBJECTIVES
2.1 Statement of the Problem
Information on government/national policy on the creation, functioning and regulation of RECs
in Cameroon is apparently largely unknown and difficult to come by. Also, data on the number,
composition and operation of RECs in Cameroon is apparently unavailable. Furthermore,
reliable information on the training needs, workload and level of independence of local RECs
has not been evaluated.

The availability of the above information and data will amongst others furnish:
-

Institutions on government procedures and requirements for creating and operating an
REC in Cameroon.

-

Existing RECs on the national requirements for their operation and supervision.

-

Researchers information on the appropriate REC to submit their protocols to for review.

-

Information for developing appropriate capacity building training workshops for
addressing the major challenges faced by local RECs.

-

Information for better oversight of the activities of local RECs.

2.2 Goal
To determine the ethics review capacity of different ethics review committees in Cameroon and
to determine the existing national policy regarding research involving human participants.
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Specific objectives
1. To determine the demographic profile of the ethics review committee members.
2. To determine the knowledge and adherence to international and national ethics review
guidelines.
3. To determine the workload and training needs of RECs.
4. To identify the strengths and challenges facing RECs.
5. To determine the content of the current national policy regarding research involving
human participants.
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CHAPTER 3: METHODOLOGY
3.1 Study Design and Data Collection
This is a descriptive study that examined the national policy documents regarding research
involving human participants and analysed questionnaires completed by ethics review committee
chairs or administrators. A list of existing RECs, along with the contact details of their
chairs/administrators was compiled.

Information on possible RECs in Cameroon was obtained from officials from the appropriate
government departments responsible for the registration of RECs, national and international
organisations promoting bioethics in Cameroon, and online data bases.

The study used a validated self-administered questionnaire, which was developed by adapting a
questionnaire used by the HIV/AIDS Vaccine Ethics Group based at the School of Psychology,
University of KwaZulu-Natal, South Africa10. Questionnaires were in both French and English,
the two official languages in Cameroon. Each of the identified REC chairs/ administrators was
contacted by phone, email and/or in person to introduce the study. Chairs/ administrators and
ethics review committee members, who consented to participation in the study, received and
completed the study questionnaire. Respondents completed the questionnaire in the language of
their choice.

Data collected included the basic demographic information of REC members, any ethics review
training, knowledge and application of ethical guidelines, monitoring of approved studies,
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financial and material resources and REC independence, as well as the ethics review procedures.
Information was also collected on the composition, strengths and challenges of the REC.

Information pertaining to government/national policy on the creation, operation and regulation
of RECs in Cameroon was obtained through identifying and reviewing existing government
documents/policies from appropriate government ministries (ministry of Public Health,
Scientific Research and Innovation, Higher Education etc.). Visits were undertaken in person by
the research student to the appropriate ministries at Cameroon’s administrative capital, Yaoundé
to request appointments for an interview with the appropriate research officers of the various
government ministries to inquire if such documents/policies existed and, if available, they were
retrieved.

Data collection for the study was done between June and September 2010.

3.2 Data Analysis
Data on the questionnaire was double-entered into the computer using MS Excel/EPIDATA and
transformed into STATA for analysis, using STATA version 11 (Stata Corporation, College
Station, Texas, USA). Data from the questionnaires was presented on tables while that from the
review of government documents on ethics was described according to major themes that
emerged from them.
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3.3 Ethical Considerations
The protocol was submitted for review and approval to the Faculty of Health Sciences Research
Ethics Committee, University of Pretoria and the Biotechnology Centre Institutional Review
Board of the University of Yaoundé I, Cameroon. Participating institutions/authorities were
assured of confidentiality. All signed informed consent forms and completed questionnaires
were kept in a safe and secure location, accessible only to the principal investigator. Although
the various RECs identified in the study as well as their geographical locations will be published
(for the purpose of informing potential researchers on possible avenues to seek for ethics
approval), information on any publications will not be specifically linked to any individual/
REC.

3.4 Reporting of Results
The findings of the study will be published in an international journal dedicated to ethical issues.
The various research committees that participated in the study will also be provided with details
of the analyses of their individual results. The government agency overseeing the creation and
supervision of RECs will also be informed of the overall findings, without individual identifying
information. Summary of the key findings was presented at the September/October 2010 African
Health Research Ethics Symposium (AHRES) in Durban, South Africa.
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CHAPTER 4: RESULTS
4.1 Coverage
The study identified 13 research ethics committees (RECs) in the country, with nine being
functional and four non-functional. The non-functional committees were committees formed
some years ago, but which no longer conducted any ethical review and could therefore not
participate in the survey. A face-to-face, telephone and/or email discussion with a key member
(chair, institutional head, administrator or promoter) of the four non-functional committees
identified the following main reasons for their non-functionality:
-

Lack of institutional support, especially from senior management;

-

Perception that their services were redundant since all research involving humans must
still pass through the national ethics committee; and

-

Lack of financial resources for REC/IRB activities.

Among the nine functional RECs identified, eight of the chairs/administrators (two chairs and
six administrators) participated in the survey, giving a response rate of 88.9%. As of September
2010, the functional RECs identified in Cameroon were:
1. Alpha Royal Medical Centre (Alpha Royal Clinic) IRB, Bamenda;
2. Biotechnology Center IRB, Yaoundé;
3. Cameroon Baptist Convention Health Board IRB, Bamenda;
4. Cameroon Bioethics Initiative (CAMBIN) Ethical Review and Consultancy Committee,
Yaoundé;
5. Centre International de Référence et de Recherche Chantal Biya IRB, Yaoundé;
6. Centre Hospitalier et Universitaire, Yaoundé (CHUY) IRB, Yaoundé;
11

7. Institut de Recherches Médicales et d’Etudes de Plantes Médicinales IRB, Yaoundé;
8. National Ethics Committee of Cameroon, Yaoundé;
9. Tropical Medical Research Station IRB, Kumba.

The membership ranged from 9–28, with an average of 13.3 members per REC for the eight
REC representatives surveyed. The male to female ratio was 1.6:1. Of the surveyed committees,
two were located in Bamenda (the North-West Regional capital); one in Kumba in the SouthWest Region; and the five in Yaoundé, Cameroon’s political capital, in the Centre Region. The
geographical location of the eight committees is illustrated in the form of inverted white arrows
on the map of Cameroon in Figure 1 below.

4.2 Demographic Profile of Surveyed Committees
Table 1 below demonstrates the basic biographical information about the survey committees. Six
of the eight (75.0%) committees had been in existence for over 5 years. Six of the eight (75.0%)
committees are based at a research institute, and two are national RECs without any affiliation to
a university or a research institution.

Four RECs (50.0%) had 11–15 members, 3 (37.5%) had less than 11, and 1(12.5%) had more
than 15. With respect to the review process, three (37.5%) of the committees focused on science,
ethics and budget; four (50.0%) only on science and ethics; and one (12.5%) only on ethics. The
majority of members are appointed by the institution (87.5%), with one of the institutional
appointments coming from the Minister of Public Health. Two of the respondents reported the
12

acquisition of REC membership through election among faculty with one acknowledging the
possibility of acquiring membership via individual application. All the surveyed committees
acknowledged receiving some sort of funding/financial support, mainly from grants (37.5%).

Figure 1. Geographical locations of survey committees

Other important sources were institutional support (25.0%) and application fees (25.0%). All
surveyed committees had standard operating procedures (SOPs). Four had OHRP approval or
Federal Wide Assurance registration. Four of the eight RECs remunerated their members for
their time and 75.0% confirmed their involvement in the ethical review of clinical trials.
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Table 1. Biographical characteristics of surveyed committees
Characteristic
Age of REC (years):
≤5
6-10
11-15
16-20
>20
Status of REC:
National
University-based
Research institute-based
Number of REC members:
≤10
11-15
>15
Focus of REC review:
Primarily science, ethics and budget
Primarily Science and ethics
Ethics
Science
Method of acquiring REC membership:a
Appointment by institution
Election among faculty
Individual application
Availability of funding/financial support:
Yes
No
Source of funding:
Institutional support
Application fee
Levy on projects
Grants
Development REC SOPs:
Yes
No
Office of Human Research Protection (OHRP)
approval:
Yes
No
REC remunerate members for their time:
Yes
No
REC involvement in ethical review of clinical
trials:
Yes
No

Number of RECs (N=8)
2
2
2
1
1
2
0
6
3
4
1
3
4
1
0
7
2
1
8
0
2
2
1
3
8
0

4
4
4
4

6
2

a. Some RECs had multiple membership methods
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Members of the various committees surveyed came from diverse sectors of professional life,
including but not limited to: scientists, medical doctors, nurses, the clergy, social scientists,
jurists/lawyers and community representatives. About 30% (32/106) of the members were
scientists, with nine of them also having some background in research ethics. Medical doctors
constituted 22.6% of the total REC membership, while community representatives made up
11.3%. Lawyers/jurists, nurses, social scientists, and philosophers/ethicists represented 5.7%,
6.6%, 5.7%, and 2.8% respectively. Table 2 shows the membership characteristics of each
surveyed committee. The majority of the members (93.4%) had obtained a tertiary education,
with 47.2% of these having a PhD. Only a minority had achieved not more than secondary level
of education (4.4%). About a third of the members had undertaken ethics review training of one
to seven days (34.4%), while 29.0% (27/93) had more than seven days of training and 19.4%
(18/93) had online training. Six (6.5%) of the members had either a Masters or PhD degree in
ethics or philosophy. Among the surveyed RECs the membership was largely balanced in gender
except for three where males represented over 67% (RECs 1, 2, & 8) of the members. Two
RECs (4 & 5) had a male to female ratio of 1:1, while three (3, 6, & 7) had a proportion of
female members ranging between 45–47%.

4.3 Knowledge and Adherence to International and National Ethics Review Guidelines.
With regards to their knowledge and adherence to national and international ethics review
guidelines, the eight REC representatives responded as follows:
•

At least seven affirmed endorsing and utilising the CIOMS, ICH-GCP, Belmont Report
and Declaration of Helsinki guidelines in their committees;

15

Table 2. General characteristics of members across surveyed RECs

Issues
Professional
Background
Scientist
Scientist/ Ethicist
Medical doctor
Community member
Social scientist
Lawyer/ Jurist
Philosopher/Ethicist
Teacher
Nurse
Clergy
Village chief
Others
Formal
Ethics/Philosophy
Training*
None
1 day
2–3 days
4–7 days
More than 7 days
Online training
Masters Degree
PhD
Don’t Know
Highest Level of
education
Primary
Secondary
Tertiary
Masters
PhD
Others
Gender
Males
Females
Total

No. (%)$

REC
1

REC
2

REC
3

Surveyed RECs
REC REC
REC
4
5
6

10
1
11
1
2
1
/
/
/
1
1
/

3
/
1
1
/
/
/
1
1
1
1
1

1
/
5
2
1
/
/
/
4
1
/
1

1
/
1
2
/
2
1
1
1
1
/
/

3
/
2
/
2
1
/
/
/
2
/
/

3
/
/
3
13
8
1
/
/

/
9
1
/
/
/
/
/
/

/
2
10
2
/
/
/
/
1

/
/
/
3
6
1
/
/
/

5
/
/
2
2
1
/
/
/

1
/
1
5
21
/

2
1
3
2
2
/

/
1
10
1
2
1

/
1
5
2
2
/

/
/
4
1
5
/

/
/
/
5
8
/

/
/
2
4
5
/

/
/
3
1
5
/

3 (2.8)
3 (2.8)
28 (26.4)
21 (19.8)
50 (47.2)
1 (0.9)

21
7
28

7
3
10

8
7
15

5
5
10

5
5
10

7
6
13

6
5
11

6
3
9

65 (61.3)
41 (38.7)
106

*REC 6 did not respond to the question
$ Percentages might be more than 100 because of approximations
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/
8
1
3
/
/
/
/
1
/
/
/

REC
7

REC
8

4
/
2
1
1
1
1
/
/
1
/
/

1
/
1
2
/
1
1
/
/
3
/
/

23 (21.7)
9 (8.5)
24 (22.6)
12 (11.3)
6 (5.7)
6 (5.7)
3 (2.8)
2 (1.9)
7 (6.6)
10 (9.4)
2 (1.9)
2 (1.9)

/
/
/
/
1
8
1
1
/

/
/
/
/
5
/
2
1
1

8 (8.6)
11 (11.8)
11 (11.8)
10 (10.8)
27 (29.0)
18 (19.4)
4 (4.3)
2 (2.2)
2 (2.2)

•

Two thought Cameroon has specific ethical guidelines for health research versus three
that disagreed. Three others were uncertain whether such guidelines exist;

•

Four did not think it was possible to undertake biomedical research in the country
without ethics approval against three that thought it was possible;

•

Two thought Cameroon has laws governing the ethical review of biomedical research
versus three that disagreed. The other three did not know if such laws exist;

•

Five did not think there were laws and mechanisms governing the conduct of RECs
operating in the country.

The complete feedback on the knowledge and adherence to local and international ethics
guidelines is displayed on figure 2 below. It is worth mentioning that some REC representatives
failed to respond to some of the questions posed.

The majority of the participants ranked the CIOMS guidelines (75.0%), the Declaration of
Helsinki (87.5%) and the Belmont Report (87.5) very appropriate for ethical review in
Cameroon (Table 3).

17

* One REC representative did not respond to the question
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Table 3. Appropriateness of international ethical guidelines for use in Cameroon
Guidelines
CIOMS (Council for International
Organisations of Medical Sciences)
Declaration of Helsinki (1964, 2008)
Belmont Report (1979)

Ranking (N=8)
Very
Somewhat
Appropriate appropriate
6
1

Not really
appropriate
1

Very
Inappropriate
0

7
7

0
0

0
0

1
1

4.4 Workload and Training Needs of RECs
Fifty percent (4/8) of the respondents reported that their RECs have no fixed meeting schedules,
with the frequency of meetings determined by the volume of applications received (Table 4).
About 50% reviewed five or less research protocols per meeting while three (42.9%) reviewed
more than five protocols when meetings are held. One participant did not respond to this
question. All respondents identified ‘consensus’ as the key method of attaining REC decisions.
Occasionally this is achieved by majority vote and discussion. All members reviewed the
research protocols in three RECs, while another three had a primary reviewer assigned per
protocol. Two RECs had research protocol presentations during the meeting. Most (4/7) of the
respondents reported that their REC takes about a month to review a submitted protocol, while
the rest (3/7) take more than a month to do so. One respondent failed to answer this question.
Three RECs reported a disapproval rate of less than 10%, two RECs reported less than 25% and
two reported less than a third. The main reasons for disapproval were ethical issues, limited
research capacity and methodological issues. Insufficient funding was the least ranked reason for
protocol disapproval. Six of the eight respondents reported that their RECs have an excellent
capacity to review research protocols. All surveyed committee representatives reported
compiling minutes during their meetings.
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Table 4. Workload, performance and ethical review process of surveyed RECs
Characteristic
Meeting frequency:
Once/ week
Twice/ month
Once a month
Every 2 months
Twice a year
On demand
Average number of protocols reviewed per meeting:c
≤5
>5
How are decisions reached:d
Open majority vote
Consensus
Discussion
Who reviews protocols before meeting:d
All members
Majority of membership
Primary reviewers
Presentation during REC meeting
Only a few
Expert secretary
Average time for processing a protocol:c
≤ one month
>one month
Proportion of protocols disapproved:c
Less than one tenth
Less than one quarter
Less than one third
Major reason for disapproval:d
Methodological
Ethical
Lack of sufficient funding
Limited capacity to implement
Others
Capacity of REC to review research protocols:
No capacity
Limited capacity
Moderate capacity
Good capacity
Excellent capacity
Compile minutes during REC meetings:
Yes
No
c. one REC did not respond; d. some RECs had multiple responses
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Number of RECs (N=8)
0
1
1
1
1
4
4
3
4
7
2
3
1
3
2
1
1
4
3
3
2
2
4
7
2
5
2
0
1
0
1
6
8
0

The listed training topics in the questionnaire appeared to be important to all the respondents as
the majority (60%) ranked the topics as important to very important. The majority of the
respondents ranked monitoring of research (8/8), scientific design (7/8), placebo-controlled trials
(6/8), interpretation of pre-clinical trials (6/8), appropriate subject selection (6/8), research
involving minors (6/8), benefit assessment (7/8) as very important in training programmes.
Training in assessment of informed consent was also ranked (5/7) as very important. Incentives
for participation (3/8), social and behavioural studies (2/7), and provision of an appropriate risk
analysis (2/7) were considered less important. The rating of the training needs of the surveyed
committees is illustrated in figure 3 below.

4.5 Strengths and Challenges Facing RECs
Table 5 shows the perceived challenges hindering the operations of RECs in Cameroon. The
most highly rated constraints reported were the lack of ongoing training for members in health
research ethics (75.0%), and insufficiency of resources to effectively facilitate REC functioning
(62.5%). Among the key strengths reported by the respondents were: unbiased REC members
(87.5%), equal treatment of applications received (100.0%), recognition of the importance of
REC functions by investigators/applicants (85.7%), independent mindedness of REC members
(75.0%), capacity to monitor approved protocols (75.0%), and active and consistent participation
of REC members (75.0%).
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*Not all responded to the questions
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Table 5. Challenges to RECs’ functioning in Cameroon
Challenges
Lack of training for members in health research ethics.
Lack of ongoing training for members in health research ethics.
Lack of training for members in the ethics of intervention trials.
Competence of members to review intervention trial protocols.
Inadequate ability to monitor approved protocols.
Insufficiency of resources
Pressure from researchers
Lack of active/consistent participation of members
Lack of recognition of the importance of ERC functions
None or poorly supported by the institute
Not completely independent
Pressure from sponsors
Unequal treatment of applicants in review
Biased committee members

Number
of RECs
3/8
6/8
4/8
3/8
2/8
5/8
3/8
2/8
1/7a
3/8
2/8
3/8
0/8
1/8

a. one REC did not respond to the question

Independence was not perceived as a challenge, nor transparency, unequal treatment or political
pressure (Figure 4). Conflict management was also not a challenge for the majority of the
respondents (75%).
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The majority of the respondents reported the lack of national standard operating procedures and
audit mechanisms for RECs (75%), and variations in ethics review of research protocols (87.5%)
as major constraints. Figure 5 summarises the perceived challenges to the ethics review process.
Fifty percent of the respondents acknowledged the lack of a national REC accreditation system
as well as national standards stipulating the composition of RECs as major challenges. More so,
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the absence of national operational and audit standards for RECs (75.0%), as well as variations
in protocol review procedures across RECs (87.5%) were equally identified as key challenges.

When asked to rank the degree of importance of some constraints to the use of ethical guidelines
in Cameroon, all the participants ranked the need to develop appropriate national ethical
guidelines as ‘very important’ (Table 6). Variations in the use of ethical guidelines across RECs
in the country (62.5%) and the lack of sensitivity to the local socio-political-economic-cultural
context (50%) were also rated as very important challenges. Only 25% of the respondents rated
the adaptation of exiting international ethics guidelines to the prevailing local realities as a very
important challenge to the use of ethical guidelines in the country.
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Table 6. Challenges to the use of ethical guidelines in Cameroon
Ranking (N=8)
Challenges
The need to develop appropriate national ethical
guidelines.
Variable use of ethical guidelines across
committees within the country.
Lack of sensitivity to local socio-politicaleconomic-cultural context.
Difficulties adapting international guidelines to
local conditions.

Very
Important

Quite
Not so
important important

Unimportant

8

0

0

0

5

3

0

0

4

3

1

0

2

2

3

1

The majority of RECs had the basic resources such as office space, telephone, printer, photocopy
machine, electricity, secretariat support and office furniture (table 7). They lacked access to the
internet (62.5%), a library (37.5%) and a fax machine (12.5%) respectively.
Table 7. Resources available to RECs
Resources
Office space
Computer equipment
Printer
Photocopy machine
Office furniture
Library
Telephone
Facsimile
Email
Internet
Secretariat support
Bank account
Electricity

No. of RECs (N=8)
8
6
6
6
6
3
6
1
6
5
7
4
8

4.6 National Policy Regarding Research Involving Human Participants
Studies in Cameroon on the legal/ethical framework, governing the conduct of health research,
have earlier been undertaken by the organisation “Training and Resources in Research Ethics
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Evaluation (TRREE)” ( ://www.trree.org/site/en_home.phtml) for Africa. This is an educational
organisation that focuses on development of research ethics educational programmes for elearning and provision of e-resources. The programme was therefore the primary and main
source from which relevant documents were retrieved for analysis in this study.

According to TRREE’s findings, at the administrative level in Cameroon, the Ministry of Public
Health (MPH) is responsible for the study and implementation of health policy in the country.
Their responsibility is supported by Article 2 of the Decree of the President of the Republic of
19 August 2002 on the organisation of the MPH19. Articles 25–27 of the MPH assign the
Division of Health Operation Research the responsibility of promoting clinical and operational
research in health, monitoring the compliance of operational research in health with the
principles of bioethics and the dissemination of the results of biomedical research. In July 2004,
the MPH released a communiqué creating a Scientific Advisory and Strategic Board in health at
the level of the ministry as per Decision N˚ 0286/D/MSP/CAB of July 5th 200420. This decision
equally establishes a commission charged with amongst other issues supporting the ministry in
setting the priorities for health research; evaluation of research projects implementation; and the
utilisation of such research findings.

As far as a national policy regarding research involving human participants is concerned there
are two ministerial decisions from the MPH:

The first is the Ministerial decree N° 079 / A/ MPH/DS of October 22nd 1987 on the creation and
organisation of an ethics committee regulating all research involving human beings21. This
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decree addresses the following issues amongst others: definition of the scope of research
involving humans; responsibilities, funding and composition of such a committee; meeting
schedules and mandate of members; procedure for research project evaluation; and international
ethics guidelines governing its operation etc.

The second is the Ministerial decision No. 0689 /D/MISANTE/SG/DROS/ of 29 July 2009 on
the conditions of issuance of the Administrative Authorization for Human Health Research in
Cameroon22. According to this decision, ‘Human Health Research’ is defined as ‘research
conducted on or by human beings’. It spells out the procedure for researchers to apply for the
issuance of an Administrative Authorisation for research. This decision stipulates that
researchers/research institutes should submit a file to the MPH comprising of the following:

An application addressed to the MPH by the principal investigator (PI) or research institute; a
research protocol, signed by the investigator, approved by the sponsor or promoter and including
the address of the person or legal body submitting the application; an ethics clearance issued by
the Cameroon National Ethics Committee, or any other recognised ethics committee; the
curriculum vitae dated and signed by each of the investigators involved in the research; the
detailed budget of the project as well as the sources of funding and the full address of the
promoter and/or project sponsor; a commitment by the PI to furnish the competent authorities
with a monitoring/evaluation report at the end of the project; and an approval from the head of
the health facility where the research will be conducted (Article 3).

In addition to the above obligations, researchers/research institutes undertaking clinical trials
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have additional requirements: a photocopy of the insurance policy for participants and, if need
be, for researchers during the period of the clinical trial; the investigator's brochure of the
product to be used, if need be; and the promoter's commitment to manage subjects/victims of
incidents/accidents related to their participation in the clinical trial and likely to occur in the
medium term or long term (Article 4).

According to the 2009 ministerial decree above, the Division of Health Operations Research of
the MPH is charged with the implementation of and compliance with the provisions of the
decision.
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CHAPTER 5: DISCUSSION
Previous surveys of RECs/REC members throughout Africa have reported response rates of 61–
84%8, 10, & 18, while the response rate of our study was 88%. The committees were mainly located
in towns hosting universities and other higher institutions of learning, and hospitals, where a
huge volume of biomedical research involving humans is ongoing. It is important to note that
75% of the committees had been in existence for more than 5 years, with membership
predominantly between 11–15 persons, an indication that Cameroon has embraced this critical
role of research review for some time all ready. Ikingura et al.11 and Nyika et al.8 reported the
average membership of other African RECs ranging from 8–14 and 3–21 respectively. In both of
these surveys, the average number of members per REC observed stood at 11, a relatively lower
number than the average of 13 observed in our study. The relatively high number of 28 members
reported by one of the RECs in our survey has undoubtedly contributed to this higher average, as
the rest of the surveyed RECs had an average of 11 members each.

Milford et al.10 reported that medical doctors formed 40.0% of the membership versus the report
by Ikingura, where only 19.7% were doctors. Scientists were the majority in Ikingura’s study
(51.5%) versus only 19% reported by Milford. In this study scientists were the majority in
Cameroon (30%) with less medical doctors (22.5%). The findings in this study compared with
other African studies differ vastly from Latin America, where medical doctors formed the
majority of the membership (63%) with only 11% being scientists. Traditionally, scientists and
medical doctors have some advantage in the process of protocol review as a significant number
of such protocols submitted to ethics committees are in those domains. In our study, REC
members with a primary academic background in philosophy/ethics constituted 2.5% of the
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entire REC membership, an improvement from the 2003 African REC survey undertaken by
Milford et al.10, where the proportion of identified ethicists was only 1.0%. It is equally
important to highlight that although some of the surveyed RECs in our study did not report the
availability of a community representative on their membership or the presence of just one,
individuals like teachers, religious and village chiefs are largely considered in some settings as
community representatives.

Overall, women constituted about 39% of the members on the RECs surveyed. This is a
relatively better gender representation than reported by Ikingura et al.11 (only 15.2% women
representation) and Nyika et al.8 among 31 RECs in Africa (33% female representation). RECs
in Latin America had 44% women members6. The relatively low representation of social
scientists among the RECs that participated in the survey raised serious questions on the quality
of the social science-related protocols submitted to such RECs for review. Traditionally, a
number of social scientists have perceived their studies to be largely safe, with very little or no
risks involved23-24 and as such may fail to submit it for ethics review.

We observed that most RECs continue to recruit members in their ranks by institutional
appointments, with very few through individual applications and election among faculty. This
raises some concerns with respect to independence of the committee as appointed members
might find it difficult to reject unethical proposals that might bring in some resources to the host
institution. With most RECs operating on minimal budgets, with members poorly remunerated
or completely unremunerated, many institutions tend to request institutional staff to serve on the
committee as part of their routine job description. Encouragingly, decision-making within
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surveyed RECs’ deliberations were largely arrived at by consensus, a similar picture presented
by Nyika and colleagues among 30 RECs sampled across Africa25. Although, arriving at a
decision by consensus might take more time as compared to voting, such decisions however tend
to be more inclusive in nature. Similarly with Nyika and colleagues25, the review of protocols
before REC meetings has largely been undertaken by ‘all members’ and ‘primary reviewers’,
although in addition to these two categories of protocol reviewers, Nyika and colleagues equally
reported that ‘majority of the members’ also featured as a key category of reviewers. With
respect to the focus of the RECs during the review process, this survey observed that in addition
to focusing on ethical issues, many RECs also focus on the science and the budget. Kass et al.9
have reported similar findings among some REC members across Africa. This observation is not
surprising as there is no capacity to realistically have two separate functionally effective
committees – one for science and one for ethics – in many developing countries, due to resource
constraints. Also, the existing ministry of public health texts/communiqués20-21 on ethics review
in Cameroon apparently confers the responsibility of scientific and ethics review on the RECs as
it does not mention a separate scientific committee in the review of research projects submitted
for ethics approval. More so, many RECs have extended their reviews to look beyond ethics
specific issues, especially if such issues have a direct effect on the safety and wellbeing of
potential research participants, as poor science is largely considered as ethically problematic7.
Many RECs will usually address scientific concerns beyond their competence emanating from
the review process by soliciting the expertise of external consultant(s).

Reports indicate that ethics committees often have access to inadequate resources, be it material
or non-material6,9-10. Nyika et al.8, found that 77.0% of the RECs reviewed in Africa depended
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on institutional support for their operations, with relatively minimal funding through application
fees and levies on reviewed projects. This study showed that Cameroon RECs obtained 62.5% of
funding through grants (37.5%) and institutional support (25.0%), but did receive 37.5% from
application fees (25.0%) and levy on projects (12.5%). Grant dependence is of concern since this
may impact negatively on sustainability if there are no further grants and it may also impact
negatively on the independence of the REC if the grant is necessary for sustainability.
Application fees appear to be the only sustainable source of income for these committees but if it
is non-affordable for local researchers it poses some problems as well as they may conduct their
studies without seeking ethics approval. This raises a serious concern on the role of national
governments, regulatory authorities and even institutions to assist in the smooth functioning of
RECs under their jurisdiction: should these bodies be obliged to oversee that RECs have
adequate resources (material and non-material) and environment to fulfill their mandate? The
World Health Organisation (WHO) currently circulated a document titled “Standards and
Operational Guidance for Ethics Review of Health-Related Research with Human Participants”
( ://ijme.in/ijmenbc/pdf/nbc3ppt/A_Saxena_Norms_and_Standards_NBC.pdf)

for

critical

comments that attempts to address some of these concerns. The eventual publication of this
piece of work in the coming months/years will undoubtedly provide some degree of guidance on
this issue.

The key international ethics guidelines (Declaration of Helsinki, ICH-GCP, Belmont Report, and
CIOMS) remain quite popular and are a useful source of guidance for RECs throughout the
country. It was therefore not surprising when these guidelines were rated as very appropriate for
use in the country by the RECs surveyed. These guidelines remain very popular globally and

33

have served as the baseline for establishing many ethics-based policies. Milford et al.10 and
Ikingura et al.11 have earlier reported similar trends in Africa and in Tanzania respectively.
However, respondents affirmed their desire to see the development of appropriate national ethics
guidelines that will be sensitive to the local socio-political-economic-cultural context and lay
down a common procedure for ethics review across the country. Many countries across Africa
currently have developed their national/country-specific ethical guidelines. It was of concern that
a number of RECs were not knowledgeable or uncertain on the availability and content of some
national guidance documents on the review of research involving humans, which indicated that
dissemination of national documents of importance should be addressed.

Many RECs reported that a tenth of the proposals they review are rejected which is a similar
finding reported by Nyika et al.25 However the reason for disapproval was mainly on ethical and
implementation capacity grounds as opposed to methodological reasons noted by Nyika et al.22.

In a study by Milford et al, targeting RECs across Africa, the respondents reported reviewing an
average of eight protocols per meeting, with just a quarter of the RECs meeting on ad hoc basis9.
Unfortunately about 50 percent of the RECs in this survey had no fixed meeting schedules and
reviewed an average of five protocols per meeting. This might be an adaptive mechanism to
inconsistent flow of applications for ethics review and limited financial resources to call for REC
meetings when no applications have been received.

As in previous studies8, 10, & 18, RECs in the country identified diverse training needs of varied
degree of importance. This was reaffirmed by the need for continuous training of REC members
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on these issues. In Cameroon, the teaching of research ethics is quite rare in university
curricular26 and most of the REC members in our study had undergone only little training on the
subject, mainly in the form of a short workshops and/or short online training which might hardly
touch on all the key and ever-evolving issues in ethics review. Concerns of inadequate training
of REC members is not limited only to developing countries as wealthier developed countries
like the US27-28 and a number of European countries29 are equally burdened with this challenge.
Notwithstanding the training gaps identified in our study, over 70% of the respondents described
their ethics review capacity as excellent. This might however reflect mainly the opinions of the
chairs/administrators of the RECs who are most often more knowledgeable on ethical issues than
other REC members.

There are many challenges that RECs have to address in developing countries such as lack of
training, pressure from researchers and sponsors, lack of a national audit mechanism, which was
similar in this study conducted in Cameroon6, 8, 10, & 30. Fortunately all surveyed RECs reported
having written SOPs and compiling minutes during their meetings, with no reported bias.

Milford et al.10 and Nyika et al.25 had earlier reported that RECs in Africa lacked a number of
basic material resources: over 40.0% lacked a dedicated office space, more than half lacked fulltime secretariat support, and all had poor data management and archiving systems.
Encouragingly, all the surveyed RECs had dedicated physical space for meetings with access to
electricity, and more than 80% have office furniture, telephone and secretarial support. A
limitation was the lack of access to library and fax facilities in 40% of the RECs. These are
important resources that can help improve on the functioning of the RECs in Cameroon.
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Although there is no legal framework governing human participant research in the country, the
Minister of Public Health’s communiqués are a step in the right direction, while awaiting the
implementation of a legal framework.
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CHAPTER 6: CONCLUSIONS AND RECOMMENDATIONS
With the afore-mentioned challenges facing the smooth functioning of RECs in the country,
developing a national ethico-legal framework governing the conduct of health research will be a
welcome development. In other countries such a framework has addressed issues such as:
political commitment, creating national ethical guidelines, establishment of ethical review
process and capacity building31. In Uganda (whose framework was established in 1997), the
guidelines set out general provisions for the protection of participants, along with requirements
for institutional review committees, informed consent (including additional protections
pertaining to vulnerable populations), and for monitoring and publishing research32. In addition
to the afore-mentioned areas, the framework can equally tackle issues such as: setting the
country’s research agenda; the creation, functioning and supervision of RECs and the role of the
national ethics committee vis-à-vis other ethics committees; animal research ethics; research on
genetic samples; research on genetically modified organisms; externally sponsored research etc.

While waiting for such a framework to come to light, the following are proposed as short-term
recommendations:
A. Ministry of Public Health and other key government ministries: There is a need to
construct and regularly update a comprehensive register of RECs operating in the
country. Such a register, which should be publicly accessible, should capture basic
information of the RECs such as the location, key contact persons, demographic
information of REC members, extent of training in ethics review, procedures and use of
guidelines, extent and nature of follow-up of approved studies, financial and material
resources and REC independence, strengths and challenges of the REC. The ministry
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should also devote resources for the training and re-training of REC members throughout
the country. The ministry should equally consider developing an accreditation scheme for
registered RECs in the country.
B. RECs: RECs should have as priority the training of newly-appointed members and retraining of older members in their annual programmes. To enhance their global visibility
and solicit possible technical assistance, RECs should seriously consider enlisting on the
recently developed COHRED (the Council on Health Research for Development) and the
University of KwaZulu-Natal (UKZN) Mapping African Ethics Review and Drug
Regulatory Capacity ‘MARC project’ on the ‘Health Research Web’ website
( .healthresearchweb.org).

Conclusively, sound ethical and scientific review of research protocols remains a key step in
enhancing the wellbeing and safety of humans involved in research. Our study identified nine
functional ethics committees in Cameroon, most of which have been in existence for over 5
years, with scientists and medical doctors representing a significant proportion of the
membership. While majority of the RECs in Cameroon were knowledgeable of international
ethics guidelines and used them in their committees, their knowledge on national guidance on
ethics issues was however not consistent with the former. The RECs have as key challenges the
lack of ongoing training of members and insufficient resources, with diverse training needs of
varied importance. All the RECs had a dedicated office space but limited access to facsimile and
library facilities. In the absence of a legal framework governing the conduct of human
participant research, there exist two ministerial texts that provide some assistance.

38

LIMITATIONS OF STUDY
We have identified a number of limitations to our study. The data are self-reported by the chairs
or administrators only and therefore prone to bias. The respondents were mainly chairs or
administrators of RECs who are often more knowledgeable on ethics than other members of the
committee. It is possible that their opinions might not be a true reflection of the current state of
the RECs. There is therefore a possibility that some of the issues might be over reported.

We failed to survey all the identified RECs in the country. Our findings might therefore not be
representative of the national picture as one of the functional RECs failed to participate in the
study.

All official documents on policies related to research involving humans in the country are in
French. We therefore had to undertake the translations into English. Such exercises might be
prone to some errors.
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