
Foreword
As an effort to promote transparency and to maintain 
ethical standards across Marie Stopes International 
(MSI), this annual report summarises the MSI Ethics 
Review Committee’s (ERC) work and lessons learnt in 
2013. It aims to promote learning and accountability 
among team members across both Marie Stopes 
International and the ERC, including researchers and 
programmatic staff. We also hope that ethical insights 
gained and challenges faced in 2013 can serve as 
valuable platforms for our external partners and other 
organisations working on research ethics.  Finally, this 
report highlights key metrics that track progress of the 
ERC by quarter and year. 

In 2013, we enjoyed opportunities, such as MSI 
lunchtime seminars and the annual Evidence Day, to 
disseminate lessons learnt so that key ethical 
considerations encountered by some researchers are 
incorporated into protocols by others. An example of 
the ERC’s impact in this regard can be found in the 
response of RME staff to our review of the global Exit 
Interview protocol;  

“Nearly 30 MSI country programmes used 
this tool as a means to find out useful 
programmatic information on client profile 
and family planning behaviours. Thanks 
again for all the help and improvements that 
were made to the protocol as a result of the 
review process.” 

 
At the core of what we do, it is this we try to offer: 
support to improve the ethical design and conduct of 
research protocols.  

We thank colleagues at MSI for placing their trust in 
us. We look forward to receiving more fascinating 
protocols and collaborating with our impressive 
committee members in reviewing them. And we look 
forward to further engaging with Global Research 
Network (GRN) and International Programmes 
Department (IPD) staff in the design, implementation 
and review of high-quality, ethical research.

 

Isolde Birdthistle  Marika McAdam
Co-Chair, MSI ERC Co-Chair, MSI ERC
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FIGURE 1: Number of research protocols submitted to 
the MSI ERC by year and quarter
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Summary 
Building on the momentum of its first year of operation 
in 2012, the Marie Stopes International Ethics Review 
Comitttee (MSI ERC) received 34 protocols in 2013; 
an increase from 20 in 2012. Protocols were submitted 
by programmes in 17 countries, compared to 12 in 
2012. For the first time in 2013, research teams in 
Afghanistan, Ethiopia, Ghana, Madagascar, Nepal, 
Nigeria, Timor Leste, Yemen and Zambia submitted 
protocols. 

Joint Working Groups were created to generate 
guidance on key challenges such as mystery client 
protocols and community engagement. Committees 
were comprised of both ERC and MSI representatives 
so that guidance would accord with international ethical 
standards while being grounded in the practical realities 
of MSI’s work. We also appointed our first non-voting 
member from among MSI’s International Programmes 
Department (IPD) staff in 2013 - West Africa and Latin 
America Regional Director Sue Holland. 
 
Protocols reviewed in 2013 
Submissions by year and quarter 
The MSI ERC reviewed 34 research protocols in 2013 
for research or evaluation activities proposed across 
17 countries. This is an increase from the 20 protocols 
submitted to the ERC in 2012, and amounts to 54 
protocols in only two years of operation (Figure 1). 
Similar to 2012, there was some seasonality to the 
submission process, with the largest number of 
research protocol submissions coming in the third and 
fourth quarters of the year. 

Submissions by country and region  
Figure 2 (on page 3) lists the host countries for 
protocols received in 2012 and 2013, and shows that 
more countries submitted protocols in 2013 (17) than in 
2012 (13). One protocol was for a multi-country study 
conducted in two host countries.

In 2013, the MSI ERC received protocols for the first 
time from research teams in Afghanistan, Ethiopia, 
Ghana, Madagascar, Nepal, Nigeria, Timor Leste, 
Yemen and Zambia. The submission from Yemen is 
notable for the fact that no local ethics review 
committee exists in that country as yet.

Countries submitting the most protocols to date 
include Bangladesh, Kenya and Pakistan, with six 
submissions each.

Submissions by topic  
Research protocols submitted addressed a wide range 
of topics. The studies submitted for ethics review were 
designed to answer questions about the need, uptake, 
delivery mode and quality of family planning, safe 
abortion, and post-abortion care. They included 
questions about the provision of medical abortion via 
pharmacies; the accuracy of gestational dating; 
abortion stigma; mobile technology for family planning; 
uptake of long-acting contraceptive methods; 
knowledge, acceptance and use of vasectomy and 
other ways to increase male involvement in family 
planning; reproductive decision-making among young 
people; family planning vouchers; community-based 
marketing; training for religious leaders; and attitudes 
of policymakers toward task sharing.    

Submissions by study design   
Protocols represented a wide range of methodologies 
including randomised controlled trials, evaluations (eg, 
client exit interviews and satisfaction surveys – of both 
clients and providers – to assess service quality 
across different modes of delivery and mystery client 
studies to assess provider performance); KAP 
(knowledge, attitude, practice) surveys; and situational 
analyses. Qualitative research was also proposed, 
including Peer Ethnographic studies with men and 
women in a range of study contexts, focus group 
discussions, in-depth interviews, and PhotoVoice, as 
well as protocols with mixed methods.

Types of review conducted by the ERC  
The 34 reviews conducted in 2013 were of the 
following type1:
•	 	 10 were fast tracked reviews because the 

protocol had already received approval from 
another international ethics body.

2012

2013

1 For more information on the type of reviews conducted by the ERC, the criteria on which that type is determined, and the differences in procedure and 
turnaround time that results, see the MSI Ethics Review Committee Terms of Reference (MSI, 2012), p.4, available at: http://www.mariestopes.org/sites/
default/files/MSI_Ethics%20TOR_09NOV12.pdf.  



FIGURE 2: . Number of research protocols submitted to the MSI ERC by country and region  
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•	 	 18 were expedited reviews because the studies 
were considered to carry no more than minimal risk 
of harm to participants, as defined in the ERC’s 
Terms of Reference.

•	 	 5 were full reviews because the studies were 
considered to involve greater than minimal risk of 
harm to participants.

•	 	 1 was an amendment to a protocol previously 
approved by the ERC. 

Emerging issues addressed by the 
MSI ERC 
Key issues arose during 2013 that merited special 
consideration both by MSI and the ERC, including dual 
ethics review, use of mystery clients, informed consent 
processes, and submission guidelines.

Dual approval from MSI ERC and local (national) 
ethics committee 
International guidelines on research ethics advise that 
independent ethics committees in both the country where 
the research is to be carried out (the ‘host’) and the 
sponsor country (funding the research), approve protocols 
to ensure that ethical standards of both countries are met, 
and to avoid exploitation given potential imbalances of 

power and resources. For this reason, the ERC’s approval 
– similar to most sponsoring country ethics committees – 
is conditional on the approval (or written exemption) of 
local ethics review committees. 

In the past two years, MSI has applied for approval in 18 
different host countries. In the majority of cases, MSI has 
been successful in receiving approval of both the ERC and 
a host country ethics committee. In some cases, the 
review by local committees has been time-consuming, 
costly or otherwise onerous. In one host country, there 
was no local ethics committee in place, and the Ministry of 
Health wrote a letter to support the research proposed. 
However, in most cases, the ideal of securing both host 
and sponsoring country approval has been upheld by MSI.  

In a single case, the decision of the ERC and a local 
committee conflicted (about the requirements for 
informed consent in a mystery client study), and the ERC 
deferred to the host country’s decision, considering them 
best placed to understand risks and benefits in the 
specific study context. The ERC has also introduced a 
process whereby applicants can request that the ERC 
waive the conditionality of its own approval pending local 
approval, in extremely exceptional circumstances that 
must be justified. 
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FIGURE 3:  Number and type of ethics reviews 
conducted in 2012 and 2013   
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scientific veracity.

To support MSI to develop ethically sound informed 
consent processes, the ERC supported the RME team in 
the development of Informed Consent Guidelines for 
Research, which were released in April of 20134. Those 
guidelines outline how to draft informed consent forms 
(including citing study purpose, researcher and 
participant responsibilities, the voluntary nature of the 
research, confidentiality, contact details, etc.), how to 
screen potential participants and how to administer 
informed consent processes in an ethically sound 
manner.  

Protocol submission guidance   
Given that the ERC is only in its second year of 
operation, many MSI researchers are new to ethics 
review and must navigate the protocol submission 
process for the first time. The ERC has undertaken 
several activities to support them. 

At the outset, it must first be determined which 
information gathering activities require ethics approval 
from the ERC, and what constitutes low-risk monitoring 
that does not require ethics review. In response to the 
challenges posed by these considerations, the ERC 
developed an MSI Ethics Checklist in April 2013 to 
assist in the determination of which RME protocols do 
not require ethics approval5.  

Impact and benefit of ERC for MSI 
and beyond 
The ERC was created to review MSI research protocols 
and ensure that MSI protects the safety, dignity and 
rights of research participants, who often are MSI clients 
and providers. To ensure sustainability and continued 
capacity-building, the ERC has evolved to add value to 
MSI in several ways.  

How is MSI ERC pioneering?  

•	 	 To	our	knowledge,	MSI was the first UK-based NGO 
to establish an independent ethics review committee. 
Other NGOS have since created their own ethics 
committees, while others are looking to learn from 
MSI ERC.

•	 	 The	MSI	ERC	is	driven	by	the	needs	of	a	service	
delivery organisation: the review process is flexible 
and rapid, and tailored to MSI. The ERC accepts 
protocols on a rolling basis (whenever MSI submits 
them) rather than only during certain times of the year 
like many other ethics committees. To further expedite 
the process, reviews are conducted virtually, and 

2 Rhodes & Miller, 2012. Simulated Patient Studies: An Ethical Analysis. The Milbank Quarterly, 90: 4, 706–724.
3 These guidelines will be updated and a global Mystery Client Study template developed in 2014.   
4 The MSI Informed Consent Guidelines for Research (April 2013) are available at: http://www.mariestopes.org/sites/default/files/MSI-Informed-
Consent-Guidelines.pdf  
5 The MSI Ethics Checklist: Which research, monitoring and evaluation (RME) protocols do NOT need review by the MSI Ethics Review Committee? 
(April 2013) is available at: http://www.mariestopes.org/sites/default/files/MSI-Ethics-Checklist.pdf. 

Mystery client guidelines 
MSI uses mystery clients in both research and ongoing 
monitoring activities. The use of mystery clients (also 
known as ‘simulated patients’) is a “hot topic” in research 
ethics2,  having potential implications for both mystery 
clients themselves (whose artifice may expose them to 
risk), and for those they engage with and observe (who 
may unknowingly be participants in research without 
having consented). 

To strengthen the ethics of MSI mystery client study 
protocols, the ERC created a Working Group comprised 
of members of both the ERC and MSI’s RME team. The 
aim was to give MSI staff a deeper understanding of 
ethical considerations unique to a mystery client survey, 
while offering ERC members insight into the challenges 
faced by MSI in conducting research alongside its 
service-delivery and monitoring thereof. The result of this 
process was Mystery Client Guidelines on the ethics of 
planning and conducting mystery client studies3. 

Informed consent guidelines  
Informed consent is one of the most central ethical 
considerations in research involving human participants, 
and yet one of the most challenging. Informed consent 
processes are critical not only to ensure that MSI 
respects clients and other research participants, but also 
to protect the information collected from them and its 



5 Research brief series 2014 / 001
Marie Stopes International

discussions are held when there is dissent among 
reviewers.   

•	 	 As	key	issues	emerge,	such	as	how	to	ethically	utilise	
mystery clients, and how to engage communities in 
research, joint MSI and ERC Working Groups have 
been formed to produce recommendations and 
practical guidelines.

•	 	 As	of	2013,	the	ERC	is	open	to non-voting 
members from among MSI’s IPD staff to review 
protocols to heighten our understanding of MSI’s 
approach. The first non-voting member from IPD was 
appointed in 2013.

What benefits does the ERC ethics review process offer 
to MSI programmes? 

•	 	 Increased	protection of the rights, safety and 
dignity of clients, service providers, and community 
members involved in MSI research (for instance, 
through better protection of mystery clients).

•	 	 Increased	country-level capacity to adhere to 
ethical research standards at the national and 
international level. 

•	 	 Improved	efficiency of research (for instance, by 
ensuring that sample sizes are not too large or too 
small, and thus do not waste participants’ or 
researchers’ time).

•	 	 Enhanced	quality of MSI research protocols, in 
terms of both ethical and scientific merit.

•	 	 Strengthened	programmatic decision-making 
based on ethically valid data.  

•	 	 Increased	complicity of MSI with international 
standards and donor requirements. 

•	 	 Greater	opportunities for MSI research to be 
published (for instance, task sharing of tubal 
ligations in Uganda; an mHealth trial in Cambodia; 
and exit interview data which are used across 
countries),6  advancing MSI as a sector-leader.

What impact does the MSI ERC have on individual 
research protocols? 
We are beginning to gather examples of the impact that 
MSI ERC has had on specific research protocols, to 
improve the ethical and scientific merit of research on the 
ground. To date, we have received feedback from MSI of 
the following positive influences on research projects:

•	 	 Greater	protection	of	potential	research	participants	
by ensuring that eligibility screening is conducted 
sensitively and privately (eg, not in public or social 
spaces, with individuals under the influence of 

alcohol, or by asking sensitive questions for which 
informed consent should be attained beforehand).

•	 	 Greater	protection	of	participants	from	stigma	(via	
association with a sensitive study) by allowing verbal 
consent in cases where written consent may increase 
risk.

•	 	 Greater	protection	of	researchers	who	travel	for	
interviews, eg, adopting ERC advice to have 
researchers travel in pairs, and call supervisors 
before and after interviews.

•	 	 Greater	protection	of	MSI	providers	by	ensuring	that	
evaluations of their performance by mystery clients 
are kept private and confidential during the collection, 
analysis and presentation of study data.

How does the MSI ERC add value beyond MSI?  
Beyond MSI, the following examples from 2013 illustrate 
the value added by the MSI ERC as an emerging player 
in the global research ethics community:

•	 	 The	ERC	has	been	approached for advice and 
looked to as a model by the Australian Council for 
International Development Research & Ethics 
Programme and Save the Children UK, in the 
development of their own independent ethics review 
committees.

•	 	 Other	international	ethics	review	committees	
(including those of Abt Associates7 and Ibis 
Reproductive Health8) have placed their trust in the 
MSI ERC, deferring to our ethics reviews of MSI 
research protocols in lieu of conducting their own. 

6 See for instance, Mobile Technology for Improved Family Planning Services (MOTIF): study protocol for a randomised controlled trial, available at: http://www.trialsjournal.com/
content/14/1/427; Safety and acceptability of tubal ligation procedures performed by trained clinical officers in rural Uganda, available at: http://www.ijgo.org/article/S0020-
7292(13)00503-1/fulltext, Availability and provision of misoprostal and other medicines for menstral regulation mong pharmacies in Bangladesh via mystery client survey, available 
at: http://www.ijgo.org/article/S0020-7292(13)00582-1/abstract, and Scaling up delivery of contraceptive implants in Sub-Saharan Africa: operational experiences of Marie Stopes 
International, available at: http://www.ghspjournal.org/content/early/2014/01/29/GHSP-D-13-00116.short?rss=1. 
7 Abt Associate deferred to the MSI ERC decision with respect to a Task Sharing Tubal Ligation Project in Ethiopia. Abt Associates is the host organisation for the 
USAID SHOPS project which funded this research. For more information about Abt Associates, see: http://www.abtassociates.com. 
8 Ibis Reproductive Health deferred to the MSI ERC on the MA Mexico Study. For more information about Ibis, see: http://www.ibisreproductivehealth.org/about/. 
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Further  
resources: 
 

MSI Ethics Review Committee Terms of Reference (MSI, 
2012)

MSI Ethics Review Committee (ERC) Annual Report 2012 
(MSI, 2013)
MSI Informed Consent Guidelines for Research (April 2013)
MSI Ethics Checklist: Which research, monitoring and 
evaluation (RME) protocols do NOT need review by the MSI 
Ethics Review Committee? (April 2013)
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Future Directions 
Susannah Mayhew completed her term as Chair of the 
ERC in October of 2013 and was succeeded by Isolde 
Birdthistle and Marika McAdam as Co-Chairs who will 
continue to lead the work of the ERC through 2014. 
Cristin Gordon-Maclean completed her time as MSI 
Ethics Lead and was succeeded by Olivia Nuccio.

As well as continuing to provide high-quality, timely 
reviews of research protocols, the ERC will support 
MSI in other ways in 2014.

Global Goods  
In 2014, the ERC will offer the following global goods in 
response to emerging ethical issues and the needs of 
MSI:

•	 Finalise	and	launch	the	ethics e-learning module for 
use by the MSI GRN.  This HTML-based module is 
designed for use by GRN staff anywhere in the world, 
to ensure they are well versed in the basic prinicpals 
of conducting ethical research, and understand the 
ethics review process at MSI.

•	 Ethics	guidelines	for	MSI	on	engaging youth (minors 
under the legal age of majority) in research will 
describe key ethical issues and how to address them 
in protocols.    

•	 Elaborate	and	disseminate	guidelines	for	MSI	on	
strengthening community engagement in research.  
Guidelines will be tailored to MSI’s research context, 
being the result of collaboration between ERC 
members and RME staff.

•	 Update	Mystery Client Study guidelines and deliver a 
Global Mystery Client Study template to support 
design of research protocols and more efficient 
review and approval of mystery client studies.  

•	 Prepare	manuscripts for publication in peer-reviewed 
journals, on the experiences and lessons learned 
from the establishment and early years of operation 

of the MSI ERC, to inform others interested in 
establishing their own ethics review committee, and 
continue to widen the ethics debate within MSI. 

Ethics engagement across MSI

Our core aim is to increase the ethical 
veracity of protocols through active 
engagement with MSI’s GRN, so protocols 
achieve approval with minimal revisions, 
resulting in more efficient commencement of 
high quality, ethically sound research.

The following activities will be undertaken in 2014 as part 
of on-going efforts to strengthen engagement on ethics 
across MSI’s GRN:

•	 	 Provide	advice	and	offer	guidance	to	support	MSI	in	
the design and submission of ethically sound 
research protocols that achieve approval with fewer 
rounds of review, via guidelines, webinars, and 
ERC-approved protocols. 

•	 	 Engage	with	programme	staff	via	one-to-one	
meetings and lunchtime talks, towards: 

– Recruitment of additional non-voting ERC 
members from among IPD staff to participate in 
reviews of protocols, and 

– Creation of a ‘sounding board’ or other mechanism 
by which the ERC can support MSI on ethical 
issues and challenges in its on-going work.  


