
Module 4: Session 2

Ethical considerations 
in research on FGM

E- learning course on a public health approach 
to addressing female genital mutilation



Learning objectives

• How to address ethical considerations in different 
types of research on FGM. 

• List and explain the core principles for the ethical 
conduct of research involving human subjects.

• Know and understand key concepts in research 
ethics and their applications at each stage of 
research on FGM



Background

• Evidence-based decision-making 
requires strong evidence 

• Research must have scientific and 
social value

• Research processes must respect the 
rights of participants

• FGM is a sensitive topic that requires 
careful consideration of ethical 
principles



Introduction

• Research on FGM involves inquiry on a highly sensitive and traumatic 
practice.

• Research on FGM has been conducted for many decades with no 
specific ethical guidance available as a resource for researchers.

• High quality ethical research on FGM is essential to the international, 
national and local efforts to end the practice.

• Investors, policy-makers and programmers need well conducted 
research on FGM to make evidence-based choices to maximize the 
impact of interventions, while ensuring that the rights of research 
participants are respected. 



New resource

https://www.who.int/publications/i/item/9789240040731

Content
❑ Stages of research process:

i. Study design
ii. Study implementation
iii. Data analysis and dissemination

❑ 6 hypothetical scenarios
❑ 3 checklists

Intended audience
❑ Researchers planning and 

conducting research
❑ Research ethics committees
❑ End users of research results

https://www.who.int/publications/i/item/9789240040731


Categories of research on FGM

Research on FGM:

• Takes place in a variety of settings – health facilities, community 
settings etc.

• Includes a range of study designs and methodologies, depending on 
the research question of interest

• Falls broadly into four categories:
1. Descriptive studies

2. Observational studies of associations/correlations

3. Experimental and quasi-experimental intervention research

4. Implementation research

Different study designs bring up different ethical challenges



Descriptive studies

• Contribute to the overall body of knowledge – FGM prevalence, FGM 
drivers.

• Increase the understanding of the characteristics, beliefs, power structures 
and practices of communities. 

• Population-based data are critical for tracking the progress of indicators for 
global monitoring efforts, for example, the Sustainable Development Goals 
(SDGs).

Data sources: 

▪ Population-based household surveys –Demographic and Health Surveys (DHS) or the 
Multiple Indicator Cluster Surveys (MICS) 

▪ Other surveys

▪ Ethnographic or anthropological investigations

▪ Rapid assessment processes- use a mix of quantitative and qualitative methods to 
gain an overview of FGM in a specific setting

▪ Case studies



Observational studies of associations/ 
correlations 

• Observe differences between groups to identify risk factors 
or variables that may be associated with the likelihood of 
undergoing FGM

• May be cross-sectional or longitudinal, retrospective or 
prospective

• Data can be collected in households, health facilities, schools 
or other community settings

• Data collection tools – surveys,  questionnaires etc. 

• Data sources – existing medical records, population-based 
surveys



Experimental and quasi-experimental 
intervention research 

Research on interventions can include those on:

• Primary prevention interventions – to  prevent FGM from 
occurring in high-risk communities

• Secondary prevention interventions – to prevent it from 
reoccurring in the case of infibulated women who are de-
infibulated

• Tertiary prevention interventions – involving treatment and 
care interventions to mitigate the health and psychosocial 
consequences of FGM and to actively encourage health-
seeking behaviour and engagement with health systems 
regarding FGM-related morbidity



Implementation research (1)

• A scientific approach to understanding why and how the implementation 
of particular programmes, policies and interventions result in desired 
outcomes in real-world health settings. 

• Study designs vary and depend on the research questions to be explored.

• Involves the scaling up of interventions previously shown to be effective in 
specific contexts, or seek to understand barriers and conditions under 
which specific strategies achieve results, thereby increasing the 
effectiveness and impact of subsequent intervention.

• When the studies are conducted appropriately and ethically, the findings of 
implementation research can ultimately improve how effective 
interventions are delivered and/or scaled up, and can ensure that 
particular groups are given equitable access.



Implementation research (2)

Specific ethical considerations

Who gives consent and who is affected by the research are important 
questions relating to implementation research:

• Clients or patients may not be aware and may not have consented to 
the testing of new approaches in the place they are seeking services

• Participating health-care providers and other members of the health 
systems workforce may not have been fully informed of the research 

• Community members might be unknowing research participants or 
recipients of an intervention in the community 

Examples: studies investigating
• Scaling up the training of midwives to counsel mothers on the impact of 

FGM, based on positive outcomes in a pilot study
• Extending a successful school peer mentor programme on FGM prevention, 

from a girls’ secondary school to a range of co-educational secondary 
schools in rural and urban settings



International ethical guidelines for health-
related research involving humans
• The Council for International 

Organizations of Medical 
Sciences (CIOMS), founded in 
1949 first developed research 
ethics guidelines in 1982

• Subsequent revisions in 1993, 
2002, 2009 and 2016 

• The 2016 CIOMS guidelines 
reflect importance of 
translational research, fair 
research in low-resource 
settings, community 
engagement, inclusion of 
potentially vulnerable groups

• The concepts outlined in the 
document relate to FGM 
research



Ethical principles in research (1)

• How a research is conducted has implications for the rights and 
welfare of the participants, for the quality and validity of the 
results and how the findings subsequently inform programmes 
and policies.

• Core principles for the ethical conduct of research involving 
human subjects are:

• Respect for persons

• Beneficence

• Justice

• These principles place ethical obligations on researchers and 
research ethics committees

(see next slide for explanations)



Ethical principles in research (2)

Core principles for the ethical conduct of research involving human subjects

Respect for 
persons

• Highlights the importance of three components of informed consent 
(information, comprehension and voluntariness)

• Distinguishes between people with and without autonomy to protect their 
own interests

• Places a strong focus on how those with diminished autonomy should be 
treated (e.g. children, and people without the mental capacity to protect 
their own interests)

Beneficence • To do no harm and to maximize possible benefits while minimizing possible 
harms

• Beneficence in the process of assessment of risks and benefits need to 
consider the context of the research initiative

Justice • Fairness in the selection of participants and in how the research findings are 
applied

• Research subjects are not selected solely because of ease of accessing them 
or because of their vulnerability

• Learning from the research should not benefit some groups more than 
other groups because of their status



Existing guidance for researching violence 
against women, and other sensitive topics

• WHO (2001) Putting women first: ethical and safety recommendations for research on 
domestic violence

➢ It has been subsequently adapted for specific populations, including trafficked women (WHO, 
2003), women in emergencies (WHO, 2007), and for supporting research and testing 
interventions to address violence against women (WHO, 2016).

• Contreras-Urbina and others (2019)

➢ It applied the WHO ethical and safety recommendations for researching, documenting and 
monitoring sexual violence in emergencies and explored ethical and methodological 
considerations under four headings: (1) risk-benefit assessment, (2) methodological and 
conceptual approaches, (3) safety considerations, and (4) analysis and research uptake.

• WHO (2018) The WHO guidance for research on sexual and reproductive health topics 
among adolescent populations

➢ It explores four themes that are relevant to research on FGM, namely: (1) defining adolescents 
as a study population, (2) determining an adolescent’s capacity and maturity in the research 
context, (3) conflict between ethical and legal obligations in relation to adolescent research 
participants, and (4) information sharing. 



Ethical principles and frameworks to 
research on FGM: Privacy

• It is a fundamental element of ethical research to ensure the rights of research participants to 
privacy.

• Researchers must ensure that participants are in control of the type and level of information 
they choose to divulge about themselves throughout the research process, and that personal 
information is collected and stored in a way to ensure privacy.

• In communities where FGM is practised, questions of identity, power and voice are intimately 
linked to the FGM status of a girl or woman, and the nature of the information that might be 
shared during research on FGM or other sensitive topics is often highly personal and linked to 
personhood.

• Throughout the data-collection process, it should be ensured that research participants have 
trust in the people interviewing them and do not feel coerced to disclose a greater depth of 
information than they are comfortable with.



Ethical principles and frameworks to 
research on FGM: Vulnerability (1)

• Women and girls participating in research on FGM are potentially vulnerable to a range of 
psychosocial and physical harms.

• These may have immediate and long-term implications for them and their families. 

• These harms may be: 

• unintended harms or secondary trauma from the retelling of traumatic events, and 

• sanctions for not conforming to social norms associated with the practice where the 
prevalence of FGM is high.

• Contextual factors play a significant role in determining the different forms of vulnerability of 
individuals and groups.

• The appropriate protection of vulnerable persons is central to undertaking ethical research, and 
researchers should ensure that they have access to participation and have adequate protection 
from harms. 



Ethical principles and frameworks to 
research on FGM: Vulnerability (2)

• The “layers” of vulnerability, with each additional layer adding to the degree of an 
individual’s overall vulnerability should be acknowledged and addressed throughout 
a research on FGM. 

• Procedures in place to protect privacy and to maintain confidentiality can help to 
mitigate vulnerabilities to some extent but, may not eliminate them completely. 

• Therefore, appropriate support services and referrals should be put in place during –
and preferably continue after – the research which should be accessible to all 
research participants, including individuals or communities in control groups.

• Vulnerable groups and individuals should not be excluded from research on FGM 
since their perspectives can better inform findings. 



Ethical principles and frameworks to 
research on FGM: Confidentiality (1)

• The purpose of managing confidentiality throughout the research process is to 
reduce the risk of harm through the disclosure of sensitive data that could be 
attributed to specific research participants. 

• Sensitive data on FGM research include: 

o personal information

o experiences

o beliefs

o behaviours



Ethical principles and frameworks to 
research on FGM: Confidentiality (2)

• It is the responsibility of members of the research team to establish the overall framework within 
which confidentiality is managed by ensuring that:

• appropriate procedures and protocols are in place to ensure data are anonymized and stored 
securely to avoid individual identification;

• research team members are trained and provided with the resources required to adhere to 
the protocols on confidentiality;

• community leaders, community mobilizers and other key members of host communities are 
aware of the protocols on privacy and confidentiality;

• research participants, particularly in focus group discussions, are made aware of their 
responsibility to maintain confidentiality of information shared by other research 
participants; and

• confidentiality is maintained in the dissemination phase, including not disclosing any 
identifying information that can link to individuals in the presentation of results.



Ethical principles at all stages of 
research: Study design

The following should be considered when designing FGM 
related studies: 

1. Justification of research see Hypothetical scenario A in the 
next slide

2. The Legal status of FGM 

3. The ambiguity of language in relation to FGM - see 
Hypothetical scenario B in the next slide

4. Community engagement

5. Research capacity-building

6. Obtaining informed consent



Hypothetical scenarios on ethical principles 
during study design (adapted from: WHO, 
2021)



Ethical principles during study design checklist (adapted from: WHO, 2021)



Ethical principles during study design checklist cont’d (adapted from: 
WHO, 2021)



Ethical principles during study design checklist cont’d (adapted from: 
WHO, 2021)



Ethical principles during study design checklist cont’d (adapted from: WHO, 2021)



Ethical principles at all stages of research: Study 
implementation

Considerations include: 

• Sample selection: selection of sites, selection of individual research 
participants

• Risks to research participants and research team members: physical, 
psychological, psychosocial (see next slide hypothetical scenario C).

• Linkages to referral services: an important element of beneficence –
provision  of information on FGM types, legal status, health complications; 
referral resources to support individuals at risk of undergoing FGM or who 
have undergone FGM

• Selection, support and training of research team and data collectors: 
consider sex, ethnic and linguistic characteristics of data collectors and 
research participants, social desirability bias and concerns regarding 
confidentiality (see next slide hypothetical scenario D)



Hypothetical scenarios on ethical principles during study implementation (adapted from: 
WHO, 2021)



Ethical principles during study implementation checklist (adapted 
from: WHO, 2021) 



Ethical principles during study implementation checklist cont’d 
(adapted from: WHO, 2021)



Ethical principles during study implementation checklist cont’d 
(adapted from: WHO, 2021)



Ethical principles at all stages of research: 
Analysis and dissemination

• Researchers and donors have an ethical obligation to 
help ensure that their findings are properly interpreted 
and used to advance policy and intervention 
development.

• CIOMS (2016) calls for research to be translational and 
recommends that community engagement continues 
through all stages of the research, including during 
dissemination.



Ethical principles at all stages of research: 
Analysis and interpretation

• Disclosure of study limitations 
when presenting findings -
sample size, lack of 
generalizability of findings, 
measurement limitations, lack of 
controlling for confounding, or 
other risk of bias

• Avoiding stigmatization: 
especially when these might 
reinforce negative stereotypes of 
specific ethnic or religious groups 
(see hypothetical scenario E)

Hypothetical scenarios (adapted from: WHO, 2021)



Ethical principles at all stages of research: 
Dissemination of research findings

• Contributes to the policy-making 
discourse - engagement of 
policy-makers in dialogue about 
the findings of research

• Contributes to ongoing advocacy 
and programmatic activities

• Enables stakeholders across 
different sectors to come 
together for cross-sectoral 
dialogue to explore potential 
interventions and increase 
collaboration (see hypothetical 
scenario E)

Hypothetical scenarios (adapted from: WHO, 2021)



Ethical principles during data analysis and dissemination checklist cont’d (adapted 
from: WHO, 2021)



Ethical principles during data analysis and dissemination checklist 
cont’d (adapted from: WHO, 2021)



Key messages

• High quality ethical research on FGM are needed to guide efforts at the 
international, national and local levels to end the practice.

• How a research on FGM is conducted affects the rights and welfare of the 
participants, the quality and validity of the results and the use of the 
research findings to inform programmes and policies.

• Researchers and ethics committees have ethical responsibilities to maintain 
the core principles of respect for persons, beneficence and justice.

• The sensitive nature of FGM demands that special considerations are taken 
when applying these principles during the planning and conduct of a 
research on FGM as well as in the interpretation and dissemination of 
research results. 

• The concepts of privacy, vulnerability and confidentiality, as well as 
voluntariness must underpin all stages of the research process.



Reference

• Ethical considerations in 
research on female 
genital mutilation. 
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Licence: CC BY-NC-SA 3.0 
IGO. Available from: 
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Thank you!
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