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Background

 Formal medical research has been going on in Nigeria since 

1920 

 But no formal established structure to regulate the conduct 

of medical research

 FMoH established the National Health Research Ethics 

Committee (NHREC) in the late 1990s

 Has the mandate to provide oversight to the activities of all 

Health Research Ethics Committees (HREC) or Institutional 

Review Boards (IRB) operating within Nigeria. 
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Functions of IRBs

 To protect the rights and welfare of human subjects in 

research

 To promote the general welfare of the society through 

the conduct of health research   

 To scrutinize proposed scientific methods to ensure the 

highest quality research
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Functionality of IRBs

 Required to have policies and procedures that comply with national 

and international guidelines. 

 Substantial differences exist between functionalities of HRECs

 In Nigeria, NHREC is responsible for regulation of health research, 

enforcing the guidelines and monitoring the conduct of the IRBs, 

research institutions and clinical investigators. 

 However, each HREC defines how these regulations are implemented 

in their various institutions. 

 It is important to investigate the functionality of HRECs in Nigeria, to 

determine compliance to national and international guidelines.   
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Objectives

 To evaluate the performance of HRECs in Nigeria and 

their compliance with national and international 

guidelines

 To disseminate the findings to relevant stakeholders 

through workshops, symposium and publications

 To train members of ethics committees in the regulations 

and operations of IRB and the observed gaps from the 

study
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Methodology….1

Study design-mixed method using qualitative and 

quantitative approaches

Study Instrument 

 For qualitative component: an in-depth interview guide 

was used to interview chairmen/secretaries of the ethics 

committees.

 Quantitative component: An international self-

evaluation checklist for IRBs was used to assess policies and 

procedures of the HRECs to determine their adequacy.

 Field Testing: A field test of the questionnaire was done at 

NIMR
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Methodology….2

Study site and sample size determination

 All 79 registered HRECs distributed across the 6 geo-

political zones in Nigeria were included in quantitative 

component of this study. These include: 

 Teaching Hospitals [26], 

 Federal Medical Centers [22]

 Federal Specialist Hospitals [14]

 State Ministries of Health [10]

 Private, Faith Based & Others [7]

 19 HRECs distributed by zone, level and type were 

randomly selected for the qualitative phase of the study
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Methodology….3

Study Procedure:

 Questionnaires sent by courier to all focal persons of ethics 

committees through their CMD/MDs. 

 The questionnaires were also sent using online survey tool called 

“survey monkey” by email to 75 persons with available addresses and as 

an attachment by emails.

 One month timeline was given them to return completed 

questionnaires 

 Data was analysed by descriptive statistics which includes mean, 

frequencies and percentages.
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Results

 Out of a total of 79 questionnaires sent by courier, 19 (24%) were 

returned

 Out of a total of 75 persons sent survey monkey and email, 6 (8%) 

responded 

 A total of 25 completely filled questionnaires were received but 2 were 

duplicated hence excluded making a total of 23 analysed

 Questionnaires were received from 20 institutions

 While 3 institutions had 2 different people fill the questionnaires 

 All 19 institutions selected for interview were contacted but 6 (32%) 

granted us interview
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Table 1:Institutions that participated in 

the survey
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Table 2: Institutions by State and 

Zones
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Table 3: Background of Institutions
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Table 4: Existence of institutional procedure on authority,

purpose and principles that govern IRB, relationship and

membership of IRB
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Table 5: Management of IRB
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Table 6: Functions of IRB
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Table 7: Operations of IRB
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Table 8: IRB Record Requirement
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Table 9: Information the Investigator 
provides to the IRB
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Table 10: Exception from IRB review 

Table 11: Emergency research consent exception 
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Figure 1: Knowledge of 2 yearly 

requirement for NHREC registration

81% = Every 2 
years

19% = Don't 
know
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Figure 2: IRB membership

 20% of those with ≥ 5 

members had even number of 

members  Vs odd number as 

stated in NHREC guidelines

5% < 5 
Members

95% have 
≥ 5 

members
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Figure 3:  Knowledge of Federal Wide 

Assurance Number registration

 10(50%) of the 

institutions have 

FWA number

20% know 
registration 
renewal = 

Every 5 years

80% don’t 
know 

registration 
renewal
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Table 12: Distribution of Respondents from 

In-depth Interview

Facility type No and 

Categories 

Targeted

No and Categories 

Responded (%)

Teaching hospitals 7 3 (43)

FMC 5 0 (0)

Specialist hospital 4 1 (25)

SMOH 2 1 (50)

Faith based 1 1 (100)
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Additional information from In-depth 

interview with HRECs

Strengths

 Have all undergone training

 All meet regularly

 All charge processing fee for 

sustainability

 Have document archival 

system in place

Weaknesses

 No administrative office (50%)

 Inadequate manpower (33%)

 No site monitoring of approved 

research projects (50%)

 No oversight functioning by NHREC 

(67%)

 No institutional SOP developed, uses 

NHREC guideline (33%)
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Conclusion

 Majority of the HRECs are not fully in compliance with 

national and international guidelines 

 Oversight function of NHREC is not fully implemented 
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Limitations of the study

 Difficulty in contacting the HRECs due to incorrect email 

addresses, phone numbers and staff relocations

 Poor responses from institutions for several reasons such 

as:

 Not familiar with the online survey tool

 Busy work schedule

 Non functioning of some ethics committees

 Required approval from NHREC
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Next Steps

 Organize another dissemination meeting for stakeholders

 Conduct workshop to address the identified gaps
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Thank you for listening


