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Vision: A world in which every birth is wanted 
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The past year, 2012, has been a good one for the Ethics Review Committee. Following a scoping exercise to 
learn from various models of ethics committees and develop a Terms of Reference in 2011, the ERC became 
fully operational in 2012. Over the year we saw a large increase in the number of submissions reflecting a 
fascinating range of topics and research methods primarily in Asia and Africa. With each new review, we tested, 
refined and revised our procedures. 

The range and diversity, as well as the number, of proposals reviewed by the ERC has generated interesting and 
pertinent discussion between ERC members and MSI staff on critical issues regarding the nature of ethical 
research and the challenges of combining timely ethics review with efficient implementation of research activities 
in a fast-moving NGO environment. We have had detailed discussions, for example, about how to ensure 
participant consent is truly informed, about what community engagement is necessary and what methods and 
questions constitute ‘research’ that needs ethics review as opposed to ‘routine activities’ that may be exempt. 
These issues are critical for any agency that is committed to ethical research and MSI staff at all levels have 
engaged very richly with these topics in an effort to ensure their working practices reflect ethic standards and 
principles. MSI’s Head of Research, Thoai Ngo, writes:

“I would like to express how thankful I am for the amazing work by you and other ERC committee members to 
help MSI maintain its ethical standards when conducting research. From my perspective, I find the questions that 
come up to addressing ethical challenges and opportunities in a setting like MSI programmes are so diverse and 
interesting. Thank you very much for always pushing us to think beyond MSI and our service delivery 
mechanism.”  

MSI’s pioneering role in establishing the ERC and its willingness to engage in complex discussions on issues of 
ethics as they relate to their work is a great credit to the organization and provides rich lessons for other non-
research, non-government agencies wanting to pursue a commitment to ethical research to improve health and 
health services. 

It is an honor to serve the committee and engage with the staff of MSI in their endeavor to further ethical 
research within the organization. We hope this first Annual Report offers a record of the achievements, 
challenges and changes in our first, eventful year of operation. We wish the ERC and MSI another rich and 
fruitful year ahead.

Susannah Mayhew, Isolde Birdthistle, Marika McAdam, 
Chair ERC Deputy Chair, ERC Deputy Chair, ERC

Foreword
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Executive summary Foreword
Marie Stopes International (MSI) is committed to 
improving the quality of our research and monitoring 
activities, based on principles of medical and research 
ethics. MSI’s independent Ethics Review Committee 
(ERC) was created in 2011 to serve this end, by 
reviewing research proposals and promoting 
implementation of ethically sound research across the 
MSI partnership. 

MSI is the first UK international non-
governmental organisation to have 
established an independent ethics review 
committee. 

The purpose of this Annual Report is to take stock of the 
work of the MSI ERC to date and to reflect on the wealth 
of knowledge and experience it has accumulated to 
date – as well as to examine some of the issues that 
emerged throughout the year such as informed consent, 
community engagement, clinical audits and mystery 
clients. The report offers a snapshot of the protocols 
reviewed in 2012, and provides insights into, and 
analysis of, some of the Committee’s challenges and 
accomplishments in its quest to become fully 
operational. 

About the MSI ERC

The MSI ERC members represent a broad range of 
expertise and experience in sexual and reproductive 
health, with professional experience in Asia and Africa, 
as well as knowledge in legal ethics. 

A full list of members and their biographies can be 
found at: http://www.mariestopes.org/data-research/
ethics-review-committee.

After undertaking a pilot phase in 2011, the Committee 
became fully functional in 2012. So far, members have 
reviewed 16 MSI research protocols. 

The MSI ERC plans to meet bi-annually in 2013 and 
going forward. London-based ERC members attend 
meetings in person, while those based elsewhere 
attend via conference call. The morning session is an 
open meeting, attended by ERC members and MSI 
RME staff. The afternoon sessions are closed to ERC 
members to discuss ERC business. 

In keeping with the Committee’s commitment to 
transparency, this Annual Report is primarily offered to 
MSI staff with the aim of strengthening their 
understanding of the Committee’s work. It is also 
offered to members of the MSI ERC, so they can 
appreciate the value of their individual contributions in 
the wider context of the Committee’s work. We hope 
that this is the first of many such reports that will capture 
the growing capacity and rich engagement with 
emerging issues as the ERC develops. 
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To address the huge unmet need for 
family planning that exists globally, and 
to reduce the harm caused by unsafe 
abortion, Marie Stopes International 
(MSI) provides women and men with 
access to comprehensive voluntary 
family planning and safe abortion 
services. As MSI strives to deliver high 
quality services to millions of people 
through innovative health service 
delivery models, we place great 
importance on evidence-informed 
decision making and transparency. We 
are committed to conducting research, 
monitoring and evaluating (RME) 
activities to ensure our effectiveness 
and impact. 

MSI is committed to improving the quality of our RME 
activities, based on principles of medical and research 
ethics, in order to both improve services and to share 
findings with broader medical, scientific, non-
governmental organisation (NGO) communities, 
governments and policy makers. MSI’s independent 
Ethics Review Committee (ERC) was created to serve 
this end, by reviewing research proposals and 
promoting implementation of ethically sound research 
across the MSI partnership. 

There are several reasons to maintain the highest 
ethical standards in our work. First and foremost, the 
regulation of ethics is important to protect the safety, 
dignity, rights and wellbeing of all research participants 
by adhering to the three core principles of research 
ethics: respect, beneficence (‘do no harm’) and justice. 
Research funders may also require that research 
should be ethically reviewed1, just as ethics review is 
required for most publications, particularly those that 
are peer reviewed. Finally, liabilities may arise where 
ethics committees have not officially reviewed 
research. 

1. Background 
It was against this background that the MSI ERC was 
established in 2011, with the aim of enhancing the 
quality of MSI’s research and profile. Having an 
independent international ERC also enables 
standardised review of all MSI research, which is 
particularly important for those countries where there 
are no national ethics review committees. Moreover, 
most existing ethics review committees (including 
university and hospital based ethics committees in the 
UK) do not accept applications from international 
NGOs. 

MSI is the first UK international non-
governmental organisation to have 
established an independent ethics 
review committee. 

The purpose of this Annual Report is to summarise the 
work of the MSI ERC and to reflect on the wealth of 
knowledge and experience it has accumulated to date. 
The report offers a snapshot of the protocols reviewed 
in 2012, and provides insights into, and analysis of, 
some of the Committee’s challenges and 
accomplishments in its quest to become fully 
operational. Essentially, the Annual Report aims to 
capture and disseminate the lessons it has learnt, with 
a view to building on those lessons as the Committee 
moves forward. 

In keeping with the Committee’s commitment to 
transparency, this Annual Report is primarily offered to 
MSI staff with the aim of strengthening their 
understanding of the Committee’s work. It is also 
offered to members of the MSI ERC, so they can 
appreciate the value of their individual contributions in 
the wider context of the Committee’s work. We hope 
that this is the first of many such reports that will 
capture the growing capacity and rich engagement 
with emerging issues as the ERC develops. 

Background 
Marie Stopes International

1  For instance, the Wellcome Trust, the Medical Research Council (MRC), the Department for International Development (DFID), the European Union (EU) and the US government all require ethics review for 

the research they fund.



07 ERC composition 
Marie Stopes International

The MSI ERC meets internationally 
recognised requirements for ERC 
composition by having at least five 
members, at least one non-scientific 
member, and at least one member who 
is independent of MSI2. The MSI ERC 
members represent a broad range of 
expertise and experience in sexual and 
reproductive health, with professional 
experience in Asia and Africa, as well as 
knowledge in legal ethics. 

A full list of members and their biographies can be 
found at: http://www.mariestopes.org/data-research/
ethics-review-committee.

The Committee undertook a pilot phase in 2011, and 
became fully functional in 2012. So far, members have 
reviewed 16  MSI research protocols. 

2. ERC composition 
As the ERC became operational in 2012 and the 
number of protocols submitted to the ERC increased 
during the year, the Committee made the following 
changes to its composition: 

•	 	 The recruitment of an additional ERC member, with 
others to follow in 2013. 

•	 	 A second Deputy Chair was added to act alongside 
the Chair and Deputy, to further facilitate the review 
process. 

•	 	 A part time ERC Coordinator was recruited to 
assist with the increasing volume of submissions, 
primarily by tracking and monitoring submissions, 
reviews and responses. The Coordinator also 
provides general administrative and logistical 
support to the MSI ERC and the MSI Ethics Lead.

 

2 World Health Organization (WHO). Operational Guidelines for Ethics Committees. Geneva: World Health Organization, 2000.
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The MSI ERC reviewed 16 research 
protocols in 2012 for research proposed 
across 14 countries.  

The research was undertaken in the following regions: 

•	 	 Eight in Asia (South East Asia and Indian 
subcontinent

•	 	 Five in Africa (including West and East Africa)

•	 	 One in Central America

•	 	 Two global protocols (MSI client exit interview and 
PEER). 

The 16 reviews conducted in 2012 were of the 
following type:

•	 	 Four were fast tracked (because the protocol had 
already received approval from another 
international ethics body)

•	 	 Nine were expedited (as the studies were 
considered to carry no more than minimal risk of 
harm to participants, as defined in the ERC’s Terms 
of Reference)

•	 	 Three were full reviews (as the studies were 
considered to involve greater than minimal risk of 
harm to participants).

See Table 1 overleaf.

3. Overview of protocols reviewed in 2012

Full review – the study involves greater than minimal 
risk of harm to participants. It requires reviews collated 
from reviewers in addition to the Chair or Deputy Chair. 

Expedited review – the study involves no more than 
minimal risk of harm to participants. Two reviews are 
required and these need to be conducted 
independently, submitted to the Chair or Deputy Chair 
and then discussed to reach agreement. 

Fast track review – protocol has already received 
approval from an approved ethics body; or protocol is 
an amendment/country adaptation of a previously 
approved protocol. In this case, the turnaround is two to 
three weeks.  

2. ERC composition 
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TABLE 1: Overview of the number of research protocols reviewed in 2012 

No Country Name Review type Outcome

1. 001-12 Global protocol Qualitative baseline research using the PEER 
method in six countries

Full Approved after 
revisions 

2. 002-12 Global protocol MSI Exit Interview: Improved programming 
through understanding clients

Expedited Approved after 
revisions 

3. 004-12a Bangladesh Menstrual regulation with medication outside of 
centres (MRMOOC): Effectiveness and safety

Full Approved after 
revisions 

4. 004-12b Bangladesh Menstrual regulation with medication outside of 
centres (MRMOOC) in Bangladesh: 
Operational perspectives

Full Approved after 
revisions

5. 005-12 Bangladesh Qualitative baseline research using the PEER 
method in Kishargong, Bangladesh

Fast tracked* Approved

6. 006-12 Senegal Misoprostol knowledge and provision practices 
among pharmacies

Expedited Approved after 
revisions 

7. 007-12 South Sudan Qualitative baseline study in Yambio County, 
South Sudan

Expedited Approveda 
after revisions 

8. 008-12 Zimbabwe and 
Sierra Leone

Qualitative baseline research using the PEER 
method

Expedited Approved after 
revisions

9. 012-12 Bangladesh Post-abortion care (PAC) seeking and use of 
Misoprostol in selected health facilities in 
Khulna and Sylhet districts of Bangladesh

Expedited Approved after 
revisions 

10. 013-12 Cambodia Mobile technology for improved family planning 
services

Expedited Approved after 
revisions

11. 014-12 Tanzania Community perceptions of “one-stop” model for 
gender based violence response in Iringa and 
Mbeya regions, Tanzania

Expedited Research 
project 
withdrawn from 
the ERC

12. 015-12 Philippines Linking the BlueStar social franchise with 
demand-side financing to improve poor 
women’s access to reproductive health 
services in Eastern Visayas, Philippines: A 
multi-component impact evaluation 

Fast tracked Approved after 
revisions 

13. 016-12 Mexico Barriers to reproductive health: Unplanned 
pregnancies and abortion seeking behaviour in 
Mexico

Expedited 
then fast 
tracked

Approved after 
revisions 

14. 017-12 Pakistan Strengthened delivery of integrated family 
planning and safe motherhood services in 29 
districts of Sind and Punjab

Fast tracked Approved after 
revisions 

15. 018-12 Uganda Follow up assessment of the expanding access 
to long term family planning needs (LTM) 
project at public health facilities in Uganda 

Expedited Approved after 
revisions 

16. 019-12 Cambodia Global Turnaway Pilot Project Fast tracked Approved after 
revisions

*The fast track review option was introduced in November 2012.
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4(a) General feedback received  

Throughout 2012, the MSI ERC sought internal 
feedback from MSI’s Research, Monitoring and 
Evaluation (RME) team, which had submitted protocols 
on behalf of the RME teams in country programmes. 
The feedback received was generally positive, with 
several RME staff referring to the fact that project 
protocols were strengthened on the basis of the ethics 
review process: 
 
“I have only had one experience with the ERC, during 
the exit interview protocol review, and the first point I 
would like to make is that the protocol is MUCH 
stronger now as a result of their review (so thanks 
again to them!).” 

“The feedback we have received has been very clear 
and detailed, alternatives have been proposed where 
changes are requested which has been really helpful 
and will strengthen our studies.”

Additionally, the RME team members who have 
submitted protocols have made several suggestions as 
to how the ethics review process can be strengthened 
and made more efficient. This feedback, and the steps 
taken by the ERC to address this feedback, is outlined 
below. Primarily the suggestions concerned the 
development of internal documents and guidelines in 
response to the needs of staff and to facilitate 
complete and high quality submissions.  

4(b) Documents developed in response 
to feedback 

There is still a need for clarity about which types of 
RME activities require submission to the MSI ERC. 
This has been reflected in the feedback to the 
Committee. There is a specific request to generate 
internal guidance on what needs ethics review by the 
MSI ERC. This guidance is being developed in 2013.

Another suggestion was that an outline or sample 
protocol could be offered to RME staff to provide to 
partners as an example of a well designed and ethical 
protocol. 

4. Feedback on submission process  
and response

In response to this feedback, the ERC began 
developing a series of internal documents to address 
the needs of staff and to facilitate complete and 
competent submissions of study protocols for ethical 
review. Documents being developed by the ERC and 
the Ethics Lead include:

•	 	 Instructions for submitting protocols – for RME 
advisors to understand how to submit a protocol/
study documents to the ERC.

•	 	 Informed consent guidelines – organisational 
guidelines on how to draft an informed consent form 
and how to administer informed consent.

•	 	 Checklist for which RME activities do NOT need 
ethics review.

•	 	 MSI ERC induction Powerpoint – to be shared 
with country programmes during in-country technical 
assistance visits.

In addition to these internal ethics guidelines, the 
following MSI ERC documents have been updated, 
based on ERC and RME team feedback in 2012:

•	 	 Terms of reference (TOR) – to include the fast 
track review option, update turnaround time for each 
type of review, and update links to national ethics 
committees in host countries.

•	 	 Project submission form – for RME staff and 
in-country researchers to complete as part of their 
submission to the ERC, along with the protocol/study 
documents. Updates included questions about other 
international and local ethics review committees to 
which the protocol as been submitted.

•	 	 Ethics review form – for ERC members to use 
during review. Updates included more specific 
questions about ‘community engagement’.

•	 	 Response to reviewers’ template – optional cover 
page for RME staff/in-country researchers to use in 
re-submissions to the ERC, outlining changes that 
have been made in response to the ERC review. 

•	  Approval letter – sent to the RME staff/in-country 
researcher(s) upon receiving final approval of the 
protocol from the ERC. Updates include: reminders of 
documents to submit to the ERC as the study 
progresses; changes, and/or conclusions and a 
reminder that ERC approval is provisional, conditional 
upon proof of local (host country) ethics approval.
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4(c) Changes to submission process 

Significant feedback was received from RME staff 
about the submission procedures when a protocol has 
already been reviewed or is being simultaneously 
reviewed by another international ethics review board 
or committee. There was discussion about whether to 
apply to both committees simultaneously and then 
address both comments together, or whether to seek 
the other committee’s approval first before submitting 
to the MSI ERC (thus incorporating changes made to 
the protocol on the basis of the other committee’s 
review). There was some concern raised about delays 
resulting from double review processes and the time 
required to address differing comments from the two 
bodies. 

Although the ERC is aware that other ethics review 
committees may not identify the same concerns, it 
wishes to ensure that its reviews do not delay the 

review process. Against the background of these 
considerations, the ERC Terms of Reference were 
amended to include a fast track option, which will apply 
to protocols that have already received ethics approval 
from other approved ethics review boards or is an 
amendment of an already-approved protocol3. The 
only exception to this is where the informed consent 
procedure involves verbal, unwitnessed consent. This 
would still go for full review.

The fast track review comprises review by the Chair/
Deputy Chair plus one other member, and takes 
approximately three weeks (for initial review). If 
concerns arise in the fast track review process, then a 
third reviewer can be sought. The expedited review 
remains a review of the Chair/Deputy plus two other 
members and takes approximately six weeks. 
 

3 Where simultaneous submissions are made, the review will be expedited. 
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The ERC was established according to 
the principles specified in the World 
Health Organization (WHO) Operational 
Guidelines for Ethics Committees 
(2000)4, and all studies should comply 
with ethical standards laid out by the US 
Office of Human Research Protections.  

The MSI ERC is a registered independent review 
board and is based on the following principles:

•	 	 Helsinki Declaration

•	 	 Belmont Report

•	 	 Council for International Organizations of Medical 
Sciences (CIOMS). 

Guidelines have emerged in recent decades that 
researchers need to be aware of, including:

•	 	 1965 – World Medical Association’s Helsinki 
Declaration

•	 	 1978 – Belmont Report, US

•	 	 1982 – Council for International Organizations of 
Medical Sciences

•	 	 1995 – Good Clinical Practice Guidelines (WHO)

•	 	 2002 – Nuffield Council on Bioethics Report

•	 	 2003 – European Group on Ethics in Science

•	 	 2004 – Council of Europe’s Steering Committee on 
Bioethics5 

•	 	 2005 – UNESCO’s Universal Declaration on 
Bioethics and Human Rights.

The MSI ERC works in accordance with these ethical 
guidelines and keeps MSI researchers informed about 
ethical standards through the guiding documents it 
creates and the ethical training it delivers. 

All researchers within MSI’s Global Research Network 
complete the FHI 360 online Research Ethics Training 
(http://www.fhi360.org/sites/all/libraries/webpages/
fhi-retc2/RETCTraditional/intro.html).

5. Ethics training activities 
This training is aimed at international researchers, and 
provides an overview of the main ethical principles that 
need to be considered in the development and conduct 
of research involving human subjects. RME Advisors 
ensure that the RME staff across the MSI Global 
Research Network complete this training in order to 
guarantee that there is a base knowledge on research 
ethics across the partnership. 
Discussions are underway about developing an annual 
resource kit for MSI research staff and ERC members 
to keep them up to date about the ERC procedures 
and principles.  

4  World Health Organization (WHO). Operational Guidelines for Ethics Committees. Geneva: World Health Organization, 2000.
5  Has force of law, but UK has not ratified.
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5(b) Ethics training, Cape Town, 
September 2012

Susannah Mayhew and Isolde Birdthistle (ERC Chair 
and Deputy Chair, respectively) ran a training session 
for members of the GRN at the MSI Research, 
Monitoring and Evaluation Global Retreat in Cape 
Town, South Africa on 19th September 2012. 

The training provided an overview of the ERC, 
including how and why it was established, as well as a 
comparative analysis of the MSI ERC against other 
international NGO ethics review committees. The 
presentation also offered tips to MSI staff on 
submissions, and introduced them to the range of 
internal documents/guidance that has been developed. 

In addition, the training presented various ethics case 
studies on issues that have emerged as important in 
the ERC’s review of protocol submissions, including: 
informed consent in vulnerable groups; mystery client 
studies; community participation; and clinical audits. 
Following break-out discussions of these case studies, 
a plenary discussion was held to discuss ethics issues 
arising from scenarios based on MSI-type research 
and how to minimise risk to participants at the study 
design stage.

The training was attended by 55 MSI staff, and was 
met with a high level of engagement and was rated 
very highly by participants.

	  
 MSI RME Global Retreat in Cape Town, South Africa, September 19, 2012
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The MSI ERC plans to meet bi-annually 
in 2013 and going forward. London-
based ERC members attend meetings in 
person, while those based elsewhere 
attend via conference call. The morning 
session is an open meeting, attended by 
ERC members and MSI RME staff. The 
afternoon sessions are closed to ERC 
members to discuss ERC business.   

The following meetings were held in 2012:

 

6(a) Information meeting, May 2012 

The Chair, Deputy Chair and one ERC member (Karen 
Newman) met with London based RME staff for an 
informational session about the ERC, its procedures 
and lessons learned from a review of other NGO ethics 
committees and a pilot review.  
 

6. Annual meetings 2012 
 

6(b) Annual meeting, October 2012 

The 2012 annual ERC meeting was held on 22nd 
October 2012. The open morning meeting was 
attended by seven MSI staff and five ERC members. 
The Committee provided feedback on the protocols 
submitted so far, as well as providing updates on ERC 
training activities. MSI RME staff were able to ask 
questions and seek clarifications on procedures and 
issues of concern.

In the afternoon closed session, members agreed on 
and adopted amendments to its working documents. 
Additionally, four issues were discussed that had 
arisen during 2012. Those issues are discussed in 
some detail in the following section.
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Four key issues arose during the year 
that merited consideration both by MSI 
and the ERC in terms of appropriate 
responses:

•	 	 informed consent

•	 	 community engagement

•	 	 clinical audits

•	 	 mystery clients

7(a) Informed consent  

MSI RME staff fed back to the ERC that verbal consent 
is an important method in their research environments 
across the partnership, but this is not well received by 
the ERC. The ERC has also made the following 
observations about informed consent in the protocols 
that it has reviewed: 

•	 	 Unwitnessed or interview witnessed verbal consent 
is not accepted in submitted protocols, given that it 
is open to coercion (with the exception of telephone 
based protocols).

•	 	 Interviewers cannot give consent ‘on behalf’ of the 
participant, given the conflict of interest involved.

•	 	 Third party witnessed consent is considered 
difficult.

•	 	 In protocols where written or thumb print consent is 
sought, there is agreement to exclude all potential 
respondents from that research who are not willing 
or able to give written or thumb printed consent; 
they will be considered ‘declined consent’.

•	 	 The numbers of ‘declined consent’ will be 
monitored.

•	 	 There may be some cases where verbal, 
unwitnessed consent is the only way that consent 
can be obtained in a way that maintains the 
participant’s privacy and respects their concerns 
about anonymity. These cases will only be 
considered by the ERC where the following 
information is provided in the protocol: 

– an explicit justification of why verbal consent is 
necessary

7. Emerging issues
– which local/community members have been 

consulted in making the decision that verbal 
consent is the only possible form of consent

– explicit details of interviewer training on verbal 
informed consent procedures.

In response to concerns about informed consent, MSI 
and the ERC have developed internal guidelines on 
the administration of informed consent and the 
development of informed consent forms.  

 

7(b) Community engagement 

MSI places high emphasis on community engagement 
throughout its programmes and is committed to 
working continuously with the community by engaging 
community health workers and local leaders, as well 
as local authorities and policy makers. MSI also seeks 
feedback from clients on its delivery of services to the 
community. MSI’s approach to community engagement 
is therefore not limited to its research but is reflected in 
its programme as a whole. Notwithstanding this, 
community engagement has been recognised as one 
of the key challenges faced in the MSI ERC review 
processes. 

Finding ways of ensuring community participation 
throughout the research process without 
compromising time and resource restraints has proven 
to be challenging for research generally, beyond just 
the MSI context. Furthermore, permission from state 
authorities and scientists has sometimes been 
confused with genuine community engagement6. In the 
context of MSI’s ERC work, lack of community 
engagement has been a concern in a number of 
protocols, raising questions as to how community 
participation can be ensured and enhanced in MSI 
research or better reflected in Protocols that are 
submitted to the ERC. 

Given that MSI approaches community engagement 
not only specifically in the research it undertakes, but 
across the scope of all its programmes, the MSI RME 
team has sought the ERC’s views on situations in 
which community participation was not deemed 
sufficient or appropriate in their research, and asked 

6 See for instance, Schopper et al. Research Ethics Review in Humanitarian Contexts: The Experience of the Independent Ethics Review Board of Médecins Sans Frontières. PLoS Med 2009 6(7): e1000115.
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for specific guidance on what is expected in terms of 
community engagement. Concern was raised that 
some types of ‘public’ engagement could jeopardise 
the safety of participants (due to the sensitive nature of 
the topics MSI researches), constituting a breach of 
trust and potentially exceeding the role of MSI 
researchers.  

In response, the MSI ERC clarified that ‘community’ 
does not (necessarily) mean ‘the public’ but rather 
means members of the community to which the 
proposed participants belong (eg clinic clients, 
pharmacists, providers or particular sub-sections of 
wider communities such as young women). 

The MSI ERC has incorporated components on 
community engagement in the training it has delivered, 
has amended its reviewer forms and will develop 
internal guidance on community engagement in 2013 
in cooperation with MSI staff so as to deepen its 
understanding of programmatic specificities. A 
discussion and example of community engagement by 
another NGO (Médecins Sans Frontières) has also 
been shared. There was significant discussion about 
community engagement at the MSI ERC annual 
meeting in October. It was agreed that the upcoming 
community engagement internal guidelines should 
include the following:

•	 	 how is ‘community’ defined, given that it is different 
in each project

•	 	 a description of any community engagement 
activities that are already taking place in proposed 
study areas as a result of MSI’s existing 
programmes, and 

•	 	 whether seeking inputs and providing feedback to 
the relevant ‘community’ is feasible before, during 
and after a study. 
 

7(c) Clinical audits

Whether clinical audits require ethics review was 
discussed extensively at the MSI ERC annual meeting 
in October. Notably two distinctions were discussed: 
whether an audit comprises a research question or 
hypothesis being tested, or whether there is an 

intention to feed information directly back to the 
community or produce generalisable findings to the 
wider scientific community.

As a result, MSI is developing internal guidance on 
what types of protocols do not require review. 
 
 

7(d) Mystery clients 

Mystery client studies are popular monitoring tools 
across MSI to investigate issues of quality and client 
experience. However, the ERC considers the use of 
mystery (or simulated) clients to be ethically 
problematic if conducted without the informed consent 
of the provider. Questions are raised as to whether 
routinely conducted mystery client research is 
considered ‘research’, and whether there is a 
difference using mystery clients in MSI clinics, MSI-
franchised clinics or external clinics. Questions have 
arisen as to whether these scenarios should be treated 
differently with regards to ethics review.

The use of mystery clients was extensively discussed 
at the MSI ERC annual meeting in October. It was 
agreed that:

•	 	 If MSI agreement contracts (in the study setting) 
explicitly state that staff will be subject to clinical 
audits, then the use of mystery clients in routine 
quality of care audit purposes within MSI clinics is 
acceptable and does not need ethics review. 

•	 	 If mystery clients are used in MSI settings that do 
not have routine audits specified in their 
employment contracts or where they are used 
outside MSI clinics or for non-routine purposes (ie 
to answer a research question or test a hypothesis), 
then ethics approval should be sought.
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In its first year of becoming operational, 
almost all submissions to the ERC were 
made in the latter half of 2012. As the 
volume of submissions increased, the 
ERC did not always meet timeframes set 
out in the Terms of Reference (TOR), 
particularly when multiple submissions 
were made in the same short period (for 
example, the first cluster of submissions 
were made in July/August, when many 
members of the ERC were due to take 
annual leave). 

In response to the Committee’s growing 
responsibilities, and to ensure it is prepared for even 
the busiest periods, the MSI ERC has made changes 
to its working methods, the composition of the ERC 
and its support staff as outlined in section 2. It was 
also agreed that the MSI Ethics Lead would: 

(a)  notify the ERC of upcoming submissions, so that 
plans could be made to prepare ERC members for 
a busy period ahead; and 

(b)  encourage MSI staff to schedule sufficient time for 
the initial review and expect that changes will be 
required following ERC review.

It is anticipated that these changes will ensure that MSI 
submissions are made well in advance of expected 
study start, and that ERC reviews are completed 
according to the timelines outlined in the TOR. With 
the help of the ERC Coordinator, MSI applicants 
should expect more frequent communication about the 
status of their application (eg what type of review and 
expected timeframe). 

The MSI ERC is committed to providing timely and 
high quality review to MSI protocols, while recognising 
the pressures of implementing research in a fast paced 
service delivery organisation. For that reason, it will 
continue to accept submissions on a rolling basis, and 
consider ways in which the review process can be 
efficient without sacrificing rigour. 

8. Challenges and future direction
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