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MSI Ethics Review Committee  
TERMS OF REFERENCE (TOR) 

 
BACKGROUND 
 
As MSI expands its reproductive health services worldwide, improving the quality 
and quantity of research can help us learn from experience, both to improve services 
and share findings with the broader medical, scientific and NGO community. Our 
growing programme of research must be based on principles of medical and 
research ethics, to protect the dignity, rights and welfare of all participants.   
 
The Helsinki Declaration (amended 2013) states that any research carried out 
involving human participants must be based upon sound scientific principles, and 
according to a properly formulated protocol for the study that has been “submitted 
for consideration, comment, guidance and approval to the concerned research ethics 
committee before the study begins.”  
 
There are compelling reasons to follow the ethical principles of the Helsinki 
Declaration. These include:  
 

► That it is right to protect the safety, dignity, rights and well-being of all 
research participants, particularly given the sensitive nature of MSI’s work 

► It ensures public accountability according to international standards and 
through transparency 

► There are liabilities if medical and research ethics are violated (e.g., 
suspension or cancellation or research and/or funding; lawsuits; adverse 
publicity and reputational damange, etc) 

► Ethical approval is required for publication in an increasing number of peer-
reviewed journals  

► Many funders require ethical approval (e.g., European Commission; 
Wellcome; UK Research Councils; US government agencies; bilateral donors 
like DFID and USAID) 

► In some cases, it is the law to obtain ethical review. This is the case for clinical 
trials conducted within the EU, as specified in the EU Clinical Trials and Good 
Clinical Practice Directives 2001 & 2005, and the UK Medicines for Human 
Use (Clinical Trials) Regulations 2004 & 2006.  

 
Based on consultations with numerous ethics committees and other NGOs 
sponsoring research in developing countries (e.g. Medecins Sans Frontieres, FHI, 
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Options and others), MSI has established an Ethics Review Committee (ERC) to 
independently review MSI research proposals.  
 
INDEPENDENCE  
 
Committee 
 
The independent MSI ERC is responsible for reviewing, in a timely and thorough 
manner, all research involving human participants, or drawing on secondary data 
carrying personal identifiers conducted under MSI’s auspices. This is to ensure that 
all research carried out by MSI is ethically sound, thus safeguarding the dignity, 
rights, safety and well-being of all actual or potential research participants.   

The amended Helsinki Declaration specifies that a Research Ethics Committee, “must 
be transparent in its functioning, must be independent of the researcher, the 
sponsor and any other undue influence.” Standard 4 of the WHO’s Operational 
Guidelines for Ethics Committees (2000) specifies the need for “mechanisms to 
ensure independence of the REC’s operations, in order to protect decision-making 
from influence by any individual or entity that sponsors, conducts, or hosts the 
research it reviews.” 

MSI and the ERC have agreed a governance structure (Annex 2: Governance) and on 
clear, transparent, appropriate and effective procedures for ethical approval, to 
achieve these objectives (Annex 1: MSI ERC Processes & Procedures). These Terms 
of Reference will be made publicly available. 
 
Review 
 
Committee members are responsible for ensuring that they are free from any actual, 
perceived or potential bias, and from any undue influence that would undermine 
their capacity to perform – or be seen to perform – their duties with impartiality and 
independence. If a conflict of interest or a conflict of duty arises in a specific 
instance, the member must declare it and take whatever remedial action is required 
to protect the integrity of the Committee’s decision-making.  
 
 
COMPOSITION OF THE ERC 
 
The ERC is made up of voting and non-voting members. It may seek advice from 
external experts.  
 
Voting ERC Members 
 
These will consist of a fixed Chair/s or Chairs. It will have at least five (5) permanent 
members.  
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Required Expertise  
 
Chair/s and members must have the following range of experiences, qualifications 
and/or expertise:  
 

 A range of expertise and experience in sexual and reproductive health; 

 At least one member must be primarily concerned with clinical areas, and at least 
one member must be primarily concerned with scientific areas; 

 At last one member must have professional experience from Asia, and at least 
one member must have professional experience from Africa;  

 At least one member must be knowledgeable in legal ethics; 

 At least two members must be knowledgeable in ethics (e.g., with experience in 
research ethics review); 

 Both men and women should be represented; 

 At least one person should be a non-scientific member; 
 
Additionally, the Chair should have experience, qualifications and/or expertise in:  

 

 Chairing a research ethics committee and/or strong understanding of research 
ethics and review processes  

 Providing leadership to geographically disperate groups and the conduct of 
remote meetings 

 
Recruitment  
 
Chair  
 
The Chair or Chairs of the ERC will be appointed by the MSI Signatory Official, 
following selection by a panel of ERC and MSI representatives.  
 
The duration of the appointment is two years, renewable by consensus between the 
ERC and the RME team. 
 
Deputy Chair 
 
The Deputy Chair is selected by the ERC Chair with the approval of the RME Team.  
 
The Deputy Chair serves in the role of Chair when the Chair is unavailable. Otherwise 
s/he serves as an ordinary ERC Committee member.  
 
ERC Committee Members 
 
Members of the ERC will be invited to put forward suggestions for replacement 
members. If these do not meet the skill mix required, or are otherwise unsuitable, 
the positon may  be advertised.  
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Selection will be done by interview with Chair and MSI representatives, and 
appointment confirmed by the Signatory Official.   
 
Comittments 
 
ERC Chair/s and ERC Committee members are required to make a range of time and 
task-based commitments. These are detailed in Annex 1: MSI ERC Processes & 
Procedures. Failure to fulfil these commitments may result in forfeiture of ERC 
membership.   
 
Reimbursment 
 
Any reimbursement for work and expenses will be made public. See Annexe 1 for 
current rates.  
 
Non-Voting ERC Members 
 
MSI Personnel  
 
MSI personnel may serve as non-voting members of the ERC. 
 
Non-Voting ERC members may participate in the review of protocols and provide 
their comments accordingly, but cannot vote on the outcome of a review. They are 
responsible for ensuring they do not not participate in the review of protocols in 
which they have a professional, personal or financial interest, or with which they 
have been involved (e.g., in the fundraising or design), or are conflicted by 
institutional loyalty or fealty to MSI colleagues.  
 
External Experts  
 
The ERC may seek advice and assistance from experts outside the committee when 
considering a research proposal, or to understand the context or community in 
which a research study will be conducted.  
 
Experts are responsible for ensuring they have no actual, potential or perceived 
conflict of interest in relation in relation to the advice they provide to the ERC.  
 
GOVERNANCE  
 
MSI Signatory Official 
 
In compliance with Federal Wide Assurance, MSI appoints a Signatory Official from 
within MSI who has the legal authority to represent MSI and who has the 
knowledge, authority and ability to commit resources to the operation of the ERC. 
 
The Signatory Official signs the Office for Human Research Protections Federal Wide 
Assurance and serves as the point of contact for Office of Human Research 
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Protections (OHRP) or delegates this responsibility where there is no conflict of 
interest in doing so. The Signatory Official is also strongly recommended by the 
OHRP to complete assurance training.1 
 
MSI Human Protections Administrator 
 
MSI appoints a Federal Wide Assurance Human Protections Administrator who is an 
employee or agent of the FWA institution who is required to have comprehensive 
knowledge of all aspects of MSI’s systematic protections for human subjects.  
 
The role of the Federal Wide Assurance Human Protections Administrator is to 
exercise day-to-day operational responsibility for the institution’s program for 
protecting human subjects. In this context, the Human Protections Administrator is 
required to complete assurance training. 
 
ERC Coordinator (Administration)  
 
MSI appoints an administrative officer to support the work of the ERC. The ERC 
Coordinator is accountable to the RME’s Head of Research and the Chair of the ERC 
(see Annex 2 for the ERC’s Governance Structure). 
 
The ERC Officer is responsible for:  
 

• Coordinating the review process of all protocol submissions and maintenance 
of tracker; 

• Filing of all documentation;  
• Invoice processing; 
• Organising biannual meetings; 
• Supporting the production of ERC communications materials, including the 

ERC Annual report. 
 
REVIEW PRINCIPLES  
 
As the nature and methods of research continuously evolve, so too do the associated 
risks.  
 
As a result, increasingly specific documents have been created while existing 
frameworks are often updated to address specific shortcomings. The Nuffield 
Council on Bioethics Report on ethics of research related to healthcare in developing 
countries is particularly useful to MSI’s research interests. Having conducted a 
thorough review of ethics guidelines, with input from over 58 researchers in 28 
countries, the Report makes specific recommendations for ethical research in 
developing countries. Rather than adding new principles, it helps to operationalise 
the Helsinki Declaration and other frameworks, and considers examples of practical 
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issues and challenges for research in low resource settings. It is particularly focused 
on those designing or conducting ‘externally sponsored’ research in the developing 
world, which applies to MSI.  
 
The principles behind the MSI ERC review are largely drawn from: (1) the Nuffield 
Report’s interpretation of the Helskinki Declaration; and (2) a review by MSI ERC 
members of five other ethics committees’ principles and procedures. The review 
included ethics committees of: 
 

 2 NGOs: Medecins Sans Frontieres; Family Health International; and 
Population Council; 

 2 academic institutions: Johns Hopkins (US) and LSHTM (UK); and 
 the NHS in the UK. 

 
Host Country Review  
 
The Nuffield Council on Bioethics says that:   
 

“Externally sponsored research projects should be subject to independent ethical 
review in the sponsors’ country(ies) in addition to the country(ies) in which the 
research is to be conducted.” (Nuffield Council on Bioethics Report, para 8.22)  

 
This is to ensure that both countries are satisfied about the ethical acceptability of 
the research, and to avoid exploitation in countries with less regulation of research 
ethics. 
 
Only if there is no available ethics committee in the host country (where the 
research will take place), it is justifiable to seek the review of the MSI ERC only.   
 
In all other cases, ERC approval is subject to approval by a local ethics committee.  

 
Managing Conflicts of Interest  
 
ERC members, MSI personnel and all external experts that advise the committee 
must disclose any actual, potential or perceived conflicts of interest that could arise 
in their review of any protocol or in undertaking any other work as an ERC 
Committee Member. This includes but is not limited to any:   
 

 Personal involvement or participation in activities undertaken and/or the 
research to be reviewed;  

 Financial, material, institutional, social or other interest or affiliation in 
activities to be undertaken and/or research to be reviewed; and/or  

 Involvement or participation in competing activities and/or research.  
 
Where the ERC deems that the ERC member has a conflict of interest in a given 
research proposal, measures must be adopted to manage the conflict. Such 
measures may include but are not limited to:  
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 Exclusion of the member from some or all of the ERC’s deliberations 

concerning the research to be reviewed, and/or,  
 Exclusion from all meetings and correspondence in relation to the research.  

 
A record of disclosed conflicts and the chosen management strategy must be kept.  
 
Reviews from Other Ethics Committees  
 
If MSI is involved in collaborative research with other institutions, only one 
Committee is required to go through their usual review process, while the others 
receive and approve this decision. See Annex 1 for Processes and Procedures for 
designating a lead ERC/IRB  
 
Exemption from Review  
 
Grounds for exemption from ERC review include: 
 

 Studies that adhere without deviation to an approved global template,  

 Studies involving the analysis of existing routine data when those data are not 

personally identifiable+, 

 Analysis of data which are in the public domain, 

 Independent evaluation protocols* where a donor contracts a third party to 

conduct an external evaluation of MSI activities, for which MSI staff cannot be 

involved in study design, and 

 Research that does not involve human subjects, e.g. modelling  

 
+
Clinical data or information that can be linked directly or inferentially to an individual  

*MSI to ensure that independent evaluation protocols received ethics approval from other independent 
ethics review committee prior to implementation  

 
See Annexe 3 for guidance on applying for exemption.  
 
An exemption from ERC review does not exempt county programmes from 
compliance with regulatory requirements in the country from where the data 
originate. National or institutional ethical review may still be required. 
 
MAKING AND COMMUNICATING A DECISION 
 
Decisions on complete applications will be made and communicated expeditiously 
and according to published time frames.  For details please see Annex 1. 
 
APPROVALS 
 
The ERC does not accept responsibility for any unapproved research or unapproved 
changes to research protocols.  
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MONITORING & REPORTING OBLIGATIONS  
 
The Helsinki Declaration, paragraph 23 states:  
 

“The [ethics] committee must have the right to monitor ongoing 
studies. The researcher must provide monitoring information to the 
committee, especially information about any serious adverse 
events. No amendment to the protocol may be made without 
consideration and approval by the committee. After the end of the 
study, the researchers must submit a final report to the committee 
containing a summary of the study’s findings and conclusions.”  

 
Protocol Changes 
 
If significant changes to protocols have been made after ERC approval has been 
obtained, the ERC’s approval of the changes must be obtained. This includes where 
changes have been made by host country Committees and after pilot test results. 
See Annex 1 for guidance on seeking approval for protocol changes.  
 
Serious Adverse Events  
 
The Office for Human Protection and Research [45CFR46] defines serious adverse 
events as any untoward or unfavorable medical occurrence in a human subject, 
including any abnormal sign (for example, abnormal physical exam or laboratory 
finding), symptom, or disease, temporally associated with the subject’s participation 
in the research, whether or not considered related to the subject’s participation in 
the research (modified from the definition of adverse events in the 1996 
International Conference on Harmonization E-6 Guidelines for Good Clinical 
Practice). Adverse events encompass both physical and psychological harms.  They 
occur most commonly in the context of biomedical research, although on occasion, 
they can occur in the context of social and behavioral research. ( 
http://www.hhs.gov/ohrp/policy/advevntguid.html#Q2) 
 
The FDA [900.2(ss)] defines serious adverse event as an adverse event that may 
significantly compromise clinical outcomes, or an adverse event for which a facility 
fails to take appropriate corrective action in a timely manner. 
 
If any serious adverse event is experienced by a study participant enrolled in an MSI 
research study, it MUST  
 

 be reported to the ERC as the event is identified and  

 be reported regardless of the event being related to the research protocol  
 
 
Maintaining an Up-To-Date Approval  
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The period for which a study is approved after it has commenced is determined by 
the review committee, but will not usually be less than one (1) year or more than 
three (3) years.  
 
Approvals granted for more than one year are subject to the receipt of a properly 
completed annual monitoring requirements.  
 
Studies may not continue beyond the approval period without a valid approval. If 
approval is allowed to lapse, the ERC reserves the right to require the protocol be 
resubmitted.  
 
Submission of Annual Progress Reports  
 
Researchers must submit annual progress reports. If a report raises significant 
concerns, the ERC may request more detailed information, and consider 
withdrawing its approval and require that the research be suspended or 
discontinued. It is the responsibility of researchers to submit annual reports. Failure 
to do could result in the revocation of existing approvals.  
 
DOCUMENTATION, REPORTING AND ARCHIVING 
 
The ERC is committed to domenting reporting and archiving in a manner that 
enables accountability and transparency.  
 
See Annex 1 for a summary of current reporting practice.  
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