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Introduction 
 
 
Formed in 1971, Family Health International (FHI) is among the largest and most established 
nonprofit organizations active in international public health. Our mission is to improve lives 
worldwide through research, education, and services in family health. We manage research and 
field activities in more than 70 countries to meet the public health needs of some of the world’s 
most vulnerable people. 
 
 
Research and Research Ethics 
 
Research is a scientific approach to answering questions, often involving human participants to test 
health care treatments or drugs. It is not always possible to know what will happen to the 
participants; sometimes unexpected or undesirable results happen. The participation of local 
community representatives in planning and conducting research is, therefore, important. 
Communities should be informed of the research, possible outcomes (positive and negative), and 
the results of the research. Research findings belong to participants and their communities as well 
as the researchers and the research community. Community representatives and researchers can 
work together to make sure that research is conducted in the most appropriate way. 
 
Research ethics is a growing field of study generating a great deal of attention. International 
research ethics should guide research conducted at the community level to ensure that international 
expectations and standards are followed. Family Health International (FHI) has conducted research 
involving human participants from communities around the world for over 30 years and believes 
that one of the primary goals of research is the protection of research volunteers through 
incorporating ethical considerations into the research study design and implementation. 
 
 
Purpose of This Curriculum 
 
We developed this interactive curriculum to prepare and inform community representatives about 
the importance of research ethics. It is important to educate community representatives about 
their roles and responsibilities so that they have a stronger voice before, during, and after the 
research process. 
 
This curriculum will inform readers about general principles of research ethics that are shared by 
geographic, cultural, economic, legal, and political groups around the world. Although these 
principles are accepted worldwide, it is recognized that cultural interpretations and human and 
material resources may vary. 
 
In well-designed research, it is very important that all research participants (sometimes called 
research “subjects”) know and understand: 
 

 That they have a choice to participate or not participate in the research study. 
 Why they are in the research study. 
 The possible positive outcomes that may happen to them. 
 The possible negative outcomes that may happen to them. 
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 That the research may have neither positive nor negative outcomes for them as individuals. 
 That they are free to leave a study even after it starts. 

 
 
Intended Audience 
 
Community representatives who will speak for communities in which research is conducted should 
read this curriculum. Using this curriculum, community representatives can learn to: 
 

 Provide input into the ethical issues in the research process. 
 Be an informed voice for communities where research takes place. 

 
Sometimes, community representatives form a group that advises the research process. Other times, 
an ethics committee—formed of members not based in the community—will ask a community 
representative to act on behalf of all participants involved in a research study. A formally 
established group, sometimes called a community advisory board (CAB) or other title, may be 
formed of many community representatives to advise a research study and monitor the process. No 
firmly established international guidelines exist to define exactly how community members can be 
involved in research studies. Sometimes they are involved on an individual or local level; other 
times they represent their communities on a national or international level. Whatever the case, the 
main responsibility of community representatives is to ensure community input into every level of 
the research development, implementation, and dissemination process. 
 
 
How to Use This Curriculum 
 
The Research Ethics Training Curriculum for Community Representatives is designed for 
individual or group learners. In both cases, it aims to:  
 

 Involve the reader or trainee. Adult learning improves when the learner participates actively in 
the process.  

 Be used as an interactive program. 
 
The curriculum will be available in print, CD-ROM, and online versions. 
 
If the reader is an individual learner: Completing this curriculum may take between 4 and 5 
hours. The learner may also want to read the suggested additional material. Because individual 
learners will not have the benefit of group discussion, we recommend that they discuss the ideas 
contained in this curriculum with a colleague or a fellow community representative. 

 
If the reader is a facilitator: Completing this curriculum will take approximately 6 to 8 hours on 
2 separate days, for a total of 12 to 16 hours of study. It has been designed so that the first day will 
provide basic information on the role of the community representatives, followed by discussion of 
basic research ethics issues on the second day. We recommend 2 days to allow learners more time 
to absorb the information. 
 



Research Ethics Training Curriculum for Community Representatives Introduction-page iii 
 

We suggest that if participants have limited formal education, one or more skilled facilitators 
conduct the training as a group interactive workshop. Note that this curriculum is written for a basic 
level of formal education. 
 
Facilitators should consider the following when tailoring the curriculum for each training group: 
 

 Slides contain key messages for the learner. We anticipate that additional discussion points will 
be raised by the group or the facilitator. Some slides are included to provoke discussion rather 
than provide factual information (example: Slide 2, the introductory activity.) 

 PowerPoint software is used in the online and CD-ROM versions for ease of adapting the 
material to the learning needs of each training group. Slides or photos can be added or deleted 
as needed. 

 Take advantage of the case studies and additional activities to further customize your training 
and respond better to learner needs. Do not hesitate to adapt illustrations or examples that 
represent your audience and local culture. 

 Throughout the curriculum, there are notes for the facilitator to incorporate certain activities or 
techniques for more effective learning. 

 
The curriculum content is divided into 2 parts, each containing 3 sections: 
 
Part A 

 Community Participation in the Research Process 
 Researchers and Sponsors 
 Ethics Committees 

 
Part B  

 Principles of Research Ethics 
 Informed Consent 
 Research Ethics Documents 

 
It is expected that the first 3 sections will be covered on the first day (approximately 6 to 8 hours), 
with the remaining 3 sections covered on the second day (another 6 to 8 hours). The 2 days could 
be consecutive days, separate occasions (for example, regularly scheduled community 
representative group meetings), or whenever it is convenient to reconvene the group. If the 
curriculum must be presented at one time for a shorter training experience, we recommend that the 
facilitator select the slides that are most appropriate for the audience. 
 
Activities are suggested to make learning participative and enjoyable. While a specific amount of 
time is suggested for each activity, it may take more or less time, depending on the learners. It is 
important that the learners understand the material, no matter how long it takes. Skilled 
facilitators are encouraged to use their own activities to enhance the learning. 
 
This curriculum contains the following components: 

 
 Introduction 
 Content—the basic material to be learned 
 Case Studies—real examples and answer keys to reinforce the learning process 
 Additional Resources—additional activities, recommended reading and websites 
 Evaluation—share your feedback with us 
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The Content section is composed of slides and narrative text. A shaded box labeled “Note” 
sometimes follows the narrative. Notes contain additional information or suggested references. 
Activities are included throughout the curriculum. Completing the activities will help with retention 
of key messages. 
 
The Case Studies section provides several health research case studies and discussion questions. 
The case studies are based on actual situations encountered by researchers. Answer keys with 
possible discussion points are included. 
 
The Additional Resources section contains optional activities or ideas for discussion as time permits 
and recommended reading materials in the research ethics field. Full text of these materials is 
available at www.fhi.org or in the CD-ROM version of this curriculum. 
 
The Evaluation section includes a form to evaluate what you liked or disliked about this 
curriculum. If you are interested in receiving a certificate of completion from FHI, you will need to 
send the participant’s evaluation form provided in this section. 
 
 
Terms Used in This Curriculum 
 

 Research, research study, and study are used interchangeably. 
 Participant is used to indicate a person who is participating in a research study. Subject is used 

frequently in international literature but is not used in this curriculum. FHI believes that the 
word participant better implies choice and the equal relationship that should exist between 
those conducting the research and those with whom the research is being conducted. The 
participant should not be “subject” to the research, but rather participate voluntarily. 

 Community representative group is used throughout the manual as a generic term. However, 
many groups exist that have been established formally and are called various names, such as 
community advisory board (sometimes referred to as CAB), community working group, or 
community advisory group. 

 
Other terms that are explained in the curriculum include: 
 

 Informed consent 
 Beneficence  
 Justice 
 Respect for persons 
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The Orchid Flower 
 
The orchid symbolizes perfection, wisdom, and thoughtfulness in some cultures; in other 
cultures it symbolizes virtue and morality. These are ideals toward which to strive in the 
research process. 
 
In 500 BC Confucius compared a beautiful orchid to the virtue of education when he stated: 
 

A solitary Orchid, stands, adorning the side of a mountain, 
perfumes the air even in the absence of appreciation. A true scholar, 
learned in morality and philosophy, is always a gentleman, even in 
the absence of wealth. 

 
Family Health International recognizes that each community and research study will be 
different, so we selected a different type of orchid flower—representing the uniqueness 
of the local wisdom, culture, and characteristics of each research study—to begin each 
section of the Research Ethics Training Curriculum for Community Representatives. 
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Certificate of Completion 
 
If you wish to receive a certificate of completion, complete and send the participant’s evaluation 
form to FHI. 
 

 
 
 
Send the completed participant’s evaluation form to: 
 
Office of International Research Ethics 
Family Health International 
PO Box 13950 
Research Triangle Park, NC 27709 
USA 
 
Please be sure to enclose your complete, correct mailing address or a business card. Include the 
name of your country. 
 
 
Contact Information 
 
Please contact Family Health International at the mailing address above, visit our Web site at 
www.fhi.org, or e-mail us at ethics@fhi.org. 
 
 

We look forward to hearing from you! 
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Research Ethics Training Curriculum Research Ethics Training Curriculum 
for Community Representativesfor Community Representatives

Research Ethics Training Curriculum for Community Representatives

Family Health International (FHI) developed this training curriculum to serve the needs of 
community representatives worldwide who are interested in the ethics of research.

For more information about FHI, please visit our Web site at: www.fhi.org.

Materials Needed for Part A

- 4 signs: strongly agree, agree, disagree, strongly disagree
- participant’s handout for Activity slide 2
- tape
- note cards, 1 for each pair of participants
- flip chart paper and markers
- table on ethics committees and community representatives (located in the Additional 
Resources section)
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ActivityActivity

IntroductionIntroduction
““People should be grateful for the research comingPeople should be grateful for the research coming
into their communities.into their communities.””

Do you:Do you:

Strongly agreeStrongly agree
AgreeAgree
DisagreeDisagree
Strongly disagreeStrongly disagree

Activity (30 minutes)

This activity provides a useful context for people to discuss their opinions and attitudes about research, as well as 
a framework for the upcoming discussion of ethics in research. This is not a test of getting the “correct”
answer. Rather, it should help us talk honestly about the many different attitudes and opinions we may have 
about what is right for us and our communities. All opinions are welcome, and it is likely that you will have 
participants strongly react against the word “grateful.” One may not agree with what is being said, but one can 
listen and work to understand differing opinions.

Here are two options for the activity.

Option 1: On the walls around the room, tape 4 signs: strongly agree, agree, disagree, strongly disagree.

Have participants get up and stand near the sign that corresponds to the answer they would give to the statement. 
The facilitator will then ask individuals in each group to defend their opinion. Some people may change their 
opinion given to hear other people’s explanations. Have participants return to their seat.

Option 2: Distribute a handout with the statement and the answers to each participant.

Have participants circle their opinion on the participants’ handouts. Tell them to be honest—they will not have to 
discuss their personal opinion. After they have finished circling their answers, collect and redistribute the 
handouts. Ask participants to then defend the opinion circled on the handout they received as persuasively as 
they can.

After all responses have been read and discussed, ask participants: What was it like to represent a point of view 
or opinion that was different than your own? Did anyone share anything that surprised you or caused you to 
think differently? If we were to do this activity with community members, research staff, and your principal 
investigator, how would the discussion unfold?
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What Is Health Research?What Is Health Research?

Research is a method of acquiring new Research is a method of acquiring new 
knowledge knowledge 

Health research makes discoveries about Health research makes discoveries about 
how to improve healthhow to improve health

What Is Health Research?

Health research is conducted to acquire more knowledge about a health problem or a possible solution to 
one. The word “acquire” makes clear that the researchers do not already know all the answers to the 
questions they are asking. Health research involves many professional disciplines, including biomedical 
and social sciences research.

In social sciences, health research seeks to acquire new knowledge on why individuals, or a group, behave 
in a certain way regarding their health care, such as why they do or do not use given preventive measures. 
In biomedical research, a frequently used approach is to take the best information available and test 
the best-known health treatments or practices against ones that may be better.

Research helps scientists develop prevention strategies, new treatments or health care practices. Some 
improvements in health care simply cannot be learned without first having people try them. Unfortunately, 
research participants sometimes believe that the health care they receive during a research study is already 
proven to be the best. These misunderstandings may lead some people to take risks with their health or to 
join studies because they wrongly believe they will be protected from or cured of a disease. 

Because of the possibility that research could be misunderstood or abused, participants need to be protected 
and to understand what is expected of them and what will happen to them. Researchers also need guidance 
to help ensure that participants are treated well during research studies. Three basic, universally accepted, 
ethics principles have been developed to help people make decisions about research. Each of these 3 
principles will be presented later in this curriculum.
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Content OverviewContent Overview

Section I:Section I: Community Participation in the Community Participation in the 
Research ProcessResearch Process

Section II:Section II: Researchers and Sponsors Researchers and Sponsors 
Section III:Section III: Ethics Committees Ethics Committees 

Section IV: Section IV: Principles of Research EthicsPrinciples of Research Ethics
Section V:Section V: Informed ConsentInformed Consent
Section VI:Section VI: Research Ethics DocumentsResearch Ethics Documents

Part APart A

Part BPart B

Content Overview

This curriculum is separated into two parts to facilitate 2 training sessions. Part A contains the first 3
sections, while Part B contains the last 3 sections. Two training sessions are suggested so that 
participants can consider the material covered in the first session and have time to ask questions about 
what they do not understand before beginning the second session. It is strongly recommended that all of
the material be covered in order to prepare community representatives to participate in the research 
process. 

Each of the 6 sections focuses on a content area considered essential for community representatives or
community advisory board members participating in research ethics training. The content areas are:
Part A

Section I: Community Participation in the Research Process (slide 6)
Section II: Researchers and Sponsors (slide 18)
Section III: Ethics Committees (slide 24)

Part B
Section IV: Principles of Research Ethics (slide 31)
Section V: Informed Consent (slide 44)
Section VI: Research Ethics Documents (slide 67)

Note

Each section uses a different orchid as a symbol. The orchid was selected because it symbolizes 
perfection, wisdom, and thoughtfulness, as well as virtue and morality in many cultures. 
Whenever possible, community representatives working with research projects should strive for 
wisdom and thoughtfulness while helping the research reach perfection.
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Part APart A

Section I:Section I: Community Participation in the Community Participation in the 
Research ProcessResearch Process

Section II:  Section II:  Researchers and SponsorsResearchers and Sponsors

Section III: Ethics CommitteesSection III: Ethics Committees

CCP

Part A

Part A should be covered on one day (approximately 6 to 8 hours) with Part B on another day 
(another 6 to 8 hours). The two days could be two consecutive days, separate occasions (for 
example, regularly scheduled meetings of a community working group), or whenever it is 
convenient to reconvene the group.
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Objectives:Objectives:
To define a communityTo define a community

To explain how to involve To explain how to involve 
community representatives in community representatives in 
the research processthe research process

To identify possible roles of a To identify possible roles of a 
community representativecommunity representative

Section I: Community Participation in Section I: Community Participation in 
the Research Processthe Research Process

Section I: Community Participation in the Research Process 

By the end of this section, participants will be able to: 

• Define a community

• Explain how to involve community representatives in the research process

• Identify the possible roles of a community representative

After achieving these objectives, you will see why it is important for community members to
participate in the research process and how they can do so. 
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ActivityActivity

Is it important to have community Is it important to have community 
representatives participate in the research representatives participate in the research 
process?process?

Activity (10 minutes)
This activity is designed to make participants reflect on their role in the conduct of research.

Ask participants to discuss with a partner for 2 minutes why they think it is important to have 
community representatives participate in the research process.

Ask each pair to write 2 reasons on a note card. Have participants post these on flip chart paper 
and tape to a wall. To save time, ask just a few pairs to share aloud with the entire group. 
Participants can look at the cards more during a break.

(Note: Some possible answers are on the following slides.)
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Partners in CommunityPartners in Community--Based Based 
Research: A ModelResearch: A Model

Research 
Staff

EC/ IRB

Community

Partners in Community-Based Research: A Model

Many partners are involved in identifying, developing, conducting, and disseminating research in a 
community. This curriculum focuses on an ideal relationship between 3 of these partners. 

• The community where research will be taking place, represented by the research 
participants and other community members.

• The research staff, including the study investigator and other persons with a direct role in the 
research. The sponsor of the research is included here, although this person or organization is not 

always physically located at the research site. The sponsor generally provides funds and resources 
needed to conduct the research. (Additional information about research staff and sponsors is covered 
in Section II.)

• The ethics committee or institutional review board, which reviews and approves research 
processes to make sure that participants will not be harmed in the research study. (Additional 
information on ethics committees or institutional review boards is covered in Section III.)

These 3 partners should work together to make sure that research studies are conducted with the best 
interests of the community in mind. All partners have specific responsibilities to each other and to the 
research process. When all partners have the information and training needed to meet responsibilities, 
it is more likely that the research will be conducted successfully.
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ActivityActivity

What is a community?What is a community?
What kind of community is shown in this slide?What kind of community is shown in this slide?
Why is this a community?Why is this a community?

Sara A. Holtz/Peace Corps

Activity (10 minutes)

Ask participants to discuss these questions:

• What is a community?

• What kind of community is shown in this slide?

• Why is this a community?

• What are some of the communities that you belong to?  

• How are these communities defined, or what are the characteristics of 
these communities?

• What makes you a member of a community?

• Why is it important for you to belong to a community?

(Note: Some possible answers are on the following slides.)
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Characteristics of a CommunityCharacteristics of a Community

A group linked by:A group linked by:

LocationLocation

Common perspectivesCommon perspectives

Joint actionJoint action

Julie Beamish/FHI

Julie Beamish/FHI

Characteristics of a Community

In 2001 a study of 118 persons with different social and ethnic backgrounds defined community as “a group of 
people with diverse characteristics who are linked by social ties, share common perspectives, and engage in joint 
action in geographical locations or settings.” 1

One element of community was identified as a “sense of place, something that could be located and described, 
denoting a sense of locale or boundaries.” A community is an identifiable area or location, such as a city, a 
village, a neighborhood, or even a workplace.

This study also identified “sharing common interests and perspectives” as part of belonging to a community. 
As members of a community, we share our values, norms, religion, interests, worries, needs, happiness, and 
suffering with the other members of our community. Many times these commonalities have existed for years, if 
not for centuries.

Other identified elements of community were joint actions that bring people together or social ties such as 
family, friends, and diversity. 

Note
1MacQueen KM, McLellan E, Metzger DS, et al. What is a community? An evidence-based 
definition for participatory public health. AJPH 2001;91(12):1929-38. 

The full article is located in the Additional Resources section of the online or CD-ROM version.



Family Health International

Research Ethics Training Curriculum for Community Representatives Content-page 11

11

Special Research CommunitiesSpecial Research Communities

By diseaseBy disease

By professionBy profession

By populationBy population

By locationBy location
Barbara Barnett/FHI

Special Research Communities

Some research projects may target participants who belong to special communities. Examples include:

• Persons with the same disease. Examples: AIDS or breast cancer.

• Persons with the same profession or method of earning a living. Examples: health care providers, 
teachers, or sex workers.

• Persons from the same population. Examples: adolescents, older persons, persons in prisons, or injecting 
drug users.

• Persons living in a specific geographic community. Examples: an urban city, a small rural village, or 
specific settings therein, such as bars, night clubs, antenatal clinics, or truck stops.

In all of these examples, individuals representing these communities should participate in the design,
review, and conduct of the research to ensure that the views and needs of the community are considered. 

Often the benefits and risks of the research affect not only the individual participants, but the
entire community from which they are drawn.
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Why Have Community Participation?Why Have Community Participation?

To build a bridge between the community To build a bridge between the community 
and the research and researchersand the research and researchers

To voice local questions and concernsTo voice local questions and concerns

To represent the interests of participantsTo represent the interests of participants

Cheryl Groff

Why Have Community Participation?

To build a bridge between the community and the research staff, it is important to involve the 
community in the entire research process. Community involvement optimizes the protection 
of research participants, enhances investigators’ perceptions of the research goals, and 
improves the way research is designed. 

Community participation in the research process can happen in many ways. Sometimes 
community representatives form a group to advise the research process, as the voice of local 
questions and concerns. Other times, an ethics committee—formed of members not based in 
the community—will ask a local community representative to be a voice for all participants. 
There are various names for a formally established group representing the community, such as 
a community advisory board (sometimes referred to as a CAB), community working group, or 
community advisory group. Such groups are usually empowered to advise the research study 
throughout the research process, representing the interest of the research participants.  

Although established international guidelines require community participation, they do not 
define exactly how a community and its representatives are involved in research studies. 
Sometimes representation is on a local level, while other times it could be on a national or 
international level. 
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Community Participation in the Community Participation in the 
Research ProcessResearch Process

Before the study, inform the communityBefore the study, inform the community

During the study, follow study progressDuring the study, follow study progress

After the study, share the research findingsAfter the study, share the research findings

Community Participation in the Research Process

At a minimum, community representation should be involved:

• Before the study, to inform the community.
In health-related research, one of the first steps for community representatives is to agree that the 
research addresses a need or problem relevant to that community and to confirm that the design is 
sensitive to local norms and culture. The study should bring some benefits to research participants or 
the community. 

Since research is done to answer questions, there is some risk associated with participation. Therefore, 
community representation is needed before the research begins to help develop appropriate ways to 
protect the participants. The informed consent process, discussed later in this curriculum, is one 
example of how participants are protected.

• During the study, to follow the progress of the study and address any concerns. 
Community representatives can continue to educate others about the research. As members of the 
community, community representatives can also be alert to issues or concerns about the research and 
communicate them to the research staff.

• After the study, to share the findings.
Once the research is completed, community representatives can help to make results known and applied 
to the entire community. Community representatives should understand that there is often a long gap 
between research and practice, so the sharing of findings may take up to several years.
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Roles and Responsibilities of Roles and Responsibilities of 
Community RepresentativesCommunity Representatives

Ensure that research is responsive to Ensure that research is responsive to 
community needs and expectationscommunity needs and expectations

Advocate for the wellAdvocate for the well--being of research being of research 
participantsparticipants

Ensure appropriate informed consentEnsure appropriate informed consent

Secure access to research benefitsSecure access to research benefits

Roles and Responsibilities of Community Representatives

One of the responsibilities of a community representative is to ensure that the research addresses a local
need and is not conducted only to find answers to scientific questions. When research is conducted among
individuals with a specific disease, a community representative should make sure that the research design is
sensitive to the needs and expectations of the individuals with the disease. In any type of health research,
community representatives should advocate for the well-being of participants.

Potential research participants must receive and understand all important information through the
informed consent process before deciding to participate in a research study. Details about informed
consent are presented later in this curriculum. Community representatives can work with the researchers in
the development of the informed consent process to make sure that this process is complete,
comprehensible, voluntary, and culturally appropriate.

Particular importance is given to the benefits that participants and their communities receive once the study
is completed, as well as what treatment participants in the study will receive. Important sample questions
for a community representative to ask include: 

• Will the study, drug, treatment, or intervention be made available to the participants? 
• Who will make it available? Under what conditions?
• How long will it be available in the community where it is being tested?
• Will the quality of health care in the community improve as a result of the research?
• Will the research result in desirable behavior change in the community?
• What other benefits will the community receive as a result of the research? 

Note
A table with a comparison chart of roles and responsibilities for the community representative and 
the ethics committee is located in the Additional Resources section.
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Summary: Community Participation Summary: Community Participation 
in the Research Processin the Research Process

Community definition: individuals share Community definition: individuals share 
common characteristicscommon characteristics

Community participation: individuals Community participation: individuals 
promote and enhance the interests of their promote and enhance the interests of their 
communitycommunity

Community representation: individuals Community representation: individuals 
assume many roles and responsibilities assume many roles and responsibilities 
on behalf of their communityon behalf of their community

Summary: Community Participation in the Research Process

A community can be defined as a group of people sharing the same location, beliefs, culture, 
ideals, goals, age, gender, profession, lifestyle, or disease. All of us belong to many 
communities, bonded by common interests. 

When researchers decide to study a specific community, members of that community can 
come together to promote their interests, ask questions, and voice any concerns. Community 
representation can occur in the form of formally established groups of individuals who take 
part in the research at all stages of the study.  

Community representation ensures that the research responds to community health needs 
and expectations, involves appropriate informed consent, and provides access to research 
benefits. Community representation benefits the community and can ensure that the research 
is designed and implemented in the best interests of science and community.



Family Health International

Research Ethics Training Curriculum for Community Representatives Content-page 16

16

Case Study 1: Case Study 1: 
Community ParticipationCommunity Participation

Case Study 1: Community Participation

An HIV vaccine trial is proposed in three large cities in Asia. The study will target previously identified at-
risk groups, including injecting drug users.

The research team plans to enroll injecting drug users at government-run rehabilitation centers and on the 
street. Most injecting drug users in the rehabilitation centers have been sent there by the local legal system. 
People who agree to participate in the research will receive an identification card with a participant number 
and contact information for questions or problems.  

In preparation for the study, the researcher meets with rehabilitation center management and 
representatives of the police force to discuss the study and ask for their cooperation. The authorities who 
run the rehabilitation centers are optimistic that most of the injecting drug users will agree to participate. In 
addition, the police request that participant identification cards include the police department’s official seal 
and that the names of participants recruited on the street be provided to police so that they are not arrested 
and prevented access to the study.

Community representative are asked for input on the recruitment process.
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Case Study 1: Case Study 1: 
Community ParticipationCommunity Participation

Discussion Questions:Discussion Questions:
1.1. Can this population (community) be included in Can this population (community) be included in 

this study? Why or why not?this study? Why or why not?

2. 2. What measures can the research staff take to What measures can the research staff take to 
ensure that informed consent is ensure that informed consent is givengiven freely by all freely by all 
participants?participants?

3. 3. If you believe that potential participants will not If you believe that potential participants will not 
be able to give voluntary informed consent, what be able to give voluntary informed consent, what 
could be done to change the informed consent could be done to change the informed consent 
process?process?

Case Study 1: Community Participation

1. Can this injecting drug user population (community) be included in this study? Why or why 
not?

Discussion Note: It may be possible to include these injecting drug users, but only with a well-
designed informed consent process that includes multiple meetings with the authorities in advance to 
ensure that they understand the nature of the study and to reiterate that participation is voluntary. The 
study should stress that it is acceptable to have a large number of this community refuse participation.

2. What measures can the research staff take to ensure that informed consent is given freely by all 
participants?

Discussion Note: It will be essential to use a private room for informed consent discussions. There 
should not be rehabilitation center staff members present for the discussions. Participation in the study 
should not result in an award or favorable treatment of rehabilitation center detainees. Also, informing 
the injecting drug user community of the research in advance may mean that some of the detainees are 
aware of the research before they are sent to the rehabilitation centers. 

3. If you believe that the potential participants will not be able to give voluntary informed consent, 
what could be done to change the informed consent process?

Discussion Note: If you believe that they will not be able to give voluntary informed consent, then 
they should not be enrolled. It may be better to recruit only injecting drug users who are not detained 
in rehabilitation centers.
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Section II: Researchers and SponsorsSection II: Researchers and Sponsors

Objectives:Objectives:
To list researcher To list researcher 
responsibilitiesresponsibilities

To list sponsor To list sponsor 
responsibilitiesresponsibilities

Section II: Researchers and Sponsors

By the end of this section, participants will be able to list the main responsibilities that 
researchers and research sponsors have in designing and conducting a research project.
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Nash Herndon/FHI

ResearcherResearcher’’s Responsibilitiess Responsibilities

Protect human participantsProtect human participants

Conduct research according to Conduct research according to 
universal ethical principlesuniversal ethical principles

Use the best possible scientific Use the best possible scientific 
methodsmethods

Obtain appropriate informedObtain appropriate informed
consentconsent

Respect confidentialityRespect confidentiality

Researcher’s Responsibilities

The researcher has the basic responsibility to protect everyone participating in the research, placing 
the welfare of participants above the interests of science and society. This responsibility should be 
seen by the researcher not just as a regulatory or legal requirement, but also as an imperative to 
conduct research according to universal ethical principles and norms.

The researcher should develop scientifically and technically correct research protocols based on the 
best existing scientific methodologies. The Council for International Organizations of medical 
Sciences (CIOMS) Guidelines recommend that “the protocol should be scientifically and ethically 
appraised by one or more suitably constituted review bodies.” The researcher is obligated to submit 
the protocol for review to a recognized ethics committee.

Additionally, the researcher should ensure that every participant gives informed consent before 
being admitted to the study. This informed consent must comply with the requirements covered in 
Section V. 

The researcher must protect the confidentiality of participants, under the terms stated in the 
informed consent.



Family Health International

Research Ethics Training Curriculum for Community Representatives Content-page 20

20

ResearcherResearcher’’s Responsibilities (cont.)s Responsibilities (cont.)

Conduct research according to protocolConduct research according to protocol

Ensure compliance with ethics committee Ensure compliance with ethics committee 
requirementsrequirements

Provide agreed treatment and/or assistanceProvide agreed treatment and/or assistance

SSupport lupport longong--term interests of participants term interests of participants 
and communities after the studyand communities after the study

Communicate the results of the studyCommunicate the results of the study

Researcher’s Responsibilities (cont.)

The researcher has the responsibility to conduct the research in strict compliance with the protocol
that was reviewed and approved by the ethics committee(s). Under no circumstance can the 
researcher make any changes to the protocol without the prior approval of the ethics committee. The 
researcher must submit for review and approval by the ethics committee any changes to the original 
protocol before any of those changes are implemented. The researcher must comply with all the 
decisions or recommendations of the ethics committee overseeing the research, including 
compliance to provide agreed treatment and/or assistance to the participant if state in the protocol. 

In recent years, increasing importance is placed on the researcher’s responsibilities to 
participants and communities during and after the study. These responsibilities should not be 
vague; they must be stated explicitly as part of the research protocol and the informed consent.

Finally, once the study is concluded, the researcher should communicate to the participants and the 
community at large the results of the study. Community representatives can be very helpful in 
planning for and communicating results to the community.
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SponsorSponsor’’s Responsibilitiess Responsibilities

Ensure appropriate review, approval, and Ensure appropriate review, approval, and 
supervision by an ethics committee and supervision by an ethics committee and 
community representative group community representative group 

Select and train qualified researchersSelect and train qualified researchers

Provide policies and proceduresProvide policies and procedures

Monitor the research Monitor the research 

Promote and support community representativesPromote and support community representatives

Ensure publication and dissemination of research Ensure publication and dissemination of research 
resultsresults

Sponsor’s Responsibilities

A sponsor generally provides funds and other resources needed to conduct research. Thus,
sponsors are responsible for providing an environment that promotes integrity, objectivity, and
the highest ethical standards. 

Sponsors can create this environment in several ways:

• Ensure appropriate review, approval, and supervision by an ethics committee and community 
representative group (where available.)

• Collaborate only with qualified researchers and provide them with all the necessary training to 
implement the research properly.

• Collaborate with researchers to develop written policies, procedures, and guidelines before the 
research is initiated.

• Monitor the research, collaborate in ensuring that all data are authentic, processed, and analyzed 
correctly.

• Technically and financially support the establishment and operation of an appropriate community 
representative group whenever possible and needed.

• Collaborate with local research partners to ensure the publication and dissemination of research 
results.
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SponsorSponsor’’s Responsibilities in s Responsibilities in 
International ResearchInternational Research

Obtain approval of local ethics committeeObtain approval of local ethics committee

Comply with local and national requirementsComply with local and national requirements

Emphasize benefits to local needsEmphasize benefits to local needs

Sponsor’s Responsibilities in International Research

All international guidelines recommend that external sponsors provide financial, educational, and 
technical assistance to promote capacity building in the area of research ethics, including the support of 
an independent ethics committee. Whenever possible, the sponsor should obtain the review and 
approval of the research by a local ethics committee and ensure that the proposed research complies 
with local and national ethical, regulatory, and legal requirements. 

Prior to study initiation, sponsors are responsible for discussing with the local partners the relevance 
of the research to the local needs and priorities and the potential benefits to the participating 
communities. Once the research has ended, particularly in the case of a favorable outcome such as an 
effective licensed product, sponsors should make reasonable efforts to make research products 
available to participants or the community at large. 

There is general agreement that either sponsors or researchers are responsible for providing free health 
care to participants when injuries or complications occur as a result of the research. Any limitations or 
conditions should be included in the informed consent. The possible responsibility of the sponsors to 
provide other types of health care may need to be considered in some studies and should be explicit in 
the research protocol and the informed consent form.

Activity (10 minutes)

Ask participants what they think are the three most important responsibilities of a researcher.

Suggested answers: Protect participants, conduct research according to the protocol, comply 
with ethics committee requirements.
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Summary: Researchers and Summary: Researchers and 
SponsorsSponsors
Researchers and sponsors shareResearchers and sponsors share
responsibility for:responsibility for:

Designing ethical research that meets local needsDesigning ethical research that meets local needs

Ensuring proper ethical review and approval of the Ensuring proper ethical review and approval of the 
researchresearch

Conducting the research according to the highest Conducting the research according to the highest 
ethical standardsethical standards

Applying and sharing the knowledge gained by the Applying and sharing the knowledge gained by the 
researchresearch

Summary: Researchers and Sponsors

Researchers and sponsors share a number of responsibilities that ensure the protection
of the people participating in research. These responsibilities are in response to legal
requirements, but are also the response to basic ethical norms that scientists and
health care professionals must follow.

Primarily, both researchers and sponsors share responsibility for:

• Designing ethical research that meets local needs

• Ensuring proper ethical review and approval of the research

• Conducting the research according to the highest ethical standards

• Applying and sharing the knowledge gained by the research
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Section III: Ethics CommitteesSection III: Ethics Committees

Objectives:Objectives:
To define the role(s) of To define the role(s) of 
ethics committees ethics committees 

To identify the steps in the To identify the steps in the 
progress of a research progress of a research 
studystudy

To link the community and To link the community and 
the ethics committee for the the ethics committee for the 
wellwell--being of the participantbeing of the participant

Section III: Ethics Committees

By the end of this section, participants will be able to:

• Define the role(s) of ethics committees 

• Identify the steps in the progress of a research study

• Link the community and the ethics committee for the well-being of the participant
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Ethics CommitteesEthics Committees

Names of ethics Names of ethics 
committees vary by committees vary by 
locationlocation

Primary role is to Primary role is to 
protect human protect human 
research participantsresearch participants

Njamburi/Cabak ELS

Ethics Committees

An ethics committee is a group of people from different backgrounds that conducts an independent 
review of proposed studies on human participants. All international regulations require the review 
and approval of human research studies by an independent and qualified ethics committee prior to 
initiation. These committees are known by various names, such as a research ethics committee 
(sometimes referred to as an EC) or an institutional review board (sometimes referred to as an IRB). 
The World Health Organization calls these groups ethics committees, the term we use in this 
curriculum.

The main purpose of ethics committees is to protect human research participants. This is more 
important than the interests of the researcher or the institution in which a study will take place.

Meeting of an ethics committee take place at least annually to review and approve human research 
studies before any participants are enrolled. They also review ongoing studies.

Activity (20 minutes)

Distribute copies of the table on the roles and responsibilities of ethics committee and 
community representatives found in the Additional Resources section.

The facilitator can either lead a discussion comparing the two columns or divide participants 
into 2 groups to discuss and then present examples to the entire group.
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Ethics Committee MembersEthics Committee Members

QualifiedQualified
Area of expertise depends on type of researchArea of expertise depends on type of research
Local community representativesLocal community representatives
Religious or other community leadersReligious or other community leaders
Former study participantsFormer study participants

DiverseDiverse
GenderGender
AgeAge
Cultural and ethnic backgroundCultural and ethnic background

Ethics Committee Members

Ethics committee members review studies to decide if they are ethical. In order to do this, each 
committee needs an appropriate mix of people.

World Health Organization guidelines require the following:

• Some members should have a background in science or research. Members should be qualified 
to review specific research activities as well as the acceptability of the proposed research in terms of 
institutional commitments and regulations, applicable law, and standards of professional conduct and 
practice.
• Some members should have a background that is not scientific so that the review is balanced.
One of these members may be a community representative. An ethics committee may also include 
religious or other community leaders or former study participants. These members help the ethics 
committee consider how the research might affect the community in which the study will take place.
These members must receive the same level of respect as the scientific members.
• Further, a diversity of gender, age, and ethnic and cultural background among ethics 

committee members promotes a balanced review of the research.  

Finally, an ethics committee should have access to external consultants with special knowledge, when 
necessary.
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Ethics Committees: Review of Ethics Committees: Review of 
ResearchResearch

Scientific design and conduct of the studyScientific design and conduct of the study

Recruitment of research participantsRecruitment of research participants

Community considerationsCommunity considerations

Care and protection of research participantsCare and protection of research participants

Appropriateness of informed consentAppropriateness of informed consent

Confidentiality issuesConfidentiality issues

Ethics Committees: Review of Research

To decide if proposed studies are ethical, the ethics committee should look at 6 basic issues:

• Scientific design and conduct of the study. The ethics committee should consider the impact on the 
safety of the participants in the design of the study.  

• Recruitment of research participants. The ethics committee should examine how participants are 
recruited. 

• Community considerations. The study should address a local need or problem and be designed with 
an understanding of the local community. Input from community representatives can help the ethics 
committee to do this.

• Care and protection of research participants. The ethics committee must look at how the study 
positively or negatively affects participants or their communities.

• Informed consent. The ethics committee must decide if the consent forms and process are adequate. 
Community representatives can provide an important perspective on the informed consent process. 

• Confidentiality issues. The ethics committee must review the steps taken by the study team to 
protect the confidentiality of participants. In some research, the greatest participant risk is having 
confidentiality broken.

Only when these concerns have been addressed should the ethics committee grant approval for the 
study to begin.

Additionally, some ethics committees also review other aspects of the research such as ownership of the 
data or budgets.
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Ethics Committees and Ethics Committees and 
Community RepresentativesCommunity Representatives

TwoTwo--way communication between way communication between 
ethics committee and community ethics committee and community 
representatives is importantrepresentatives is important

Researchers may initiate Researchers may initiate 
communication between ethics communication between ethics 
committees and community committees and community 
representativesrepresentatives Sereem Tjaddeis/CCP

Ethics Committees and Community Representatives

The role of community representatives is complementary to that of the ethics committee. Both 
protect the interests and well-being of participants and their communities. Unfortunately, 
communication between community representatives and ethics committees is often poor—
sometimes one does not know that the other even exists.

Most ethics committees would appreciate feedback from a community representative. Community 
representatives may need to seek out the ethics committee and offer help. This may simply 
involve study investigators notifying the ethics committee of the existence of community 
representatives, but it may also lead to community representatives serving on the ethics committee. 
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Summary: Ethics CommitteesSummary: Ethics Committees

Primary role is the protection of research Primary role is the protection of research 
participantsparticipants

Members are from diverse professional Members are from diverse professional 
and personal backgroundsand personal backgrounds

Are responsible for review of the researchAre responsible for review of the research

Summary: Ethics Committees

The primary role of ethics committees is to protect human research participants. These mandatory 
committees meet at least once annually to approve or disapprove new research projects and review the 
progress of ongoing studies. An ethics committee has a minimum of 5 members, some of whom have a 
background in research or science, while others are nonscientists and represent community interests.

In order to grant approval to initiate a study, close examination of scientific design and conduct of the 
study, participant recruitment measures, community considerations, care and protection of participants, 
informed consent, and confidentiality issues is necessary.

It may be in the interest of the community that a formally established community working group 
contact the local ethics committee and express readiness to help.

Activity (10 minutes)
Ask the participants to discuss these questions:
• What do you know about your ethics committee?
• Does your ethics committee know that there is a community representative group?
• What has your research team done in order to inform you about the ethics committee?
• How can bridges between the 2 groups be built?
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Part B

Before beginning Part B, ask if participants have any questions or comments about the material 
covered in the previous session. Distribute a red, blue, or green tag to each participant and ask 
them to wear them for this session. 

30

Part BPart B

Section IV:   Section IV:   Principles of Research EthicsPrinciples of Research Ethics

Section V:Section V: Informed ConsentInformed Consent

Section VI:Section VI: Research Ethics DocumentsResearch Ethics Documents

Materials Needed for Part B

- tags (red, blue, and green)
- flip chart paper and markers
- sample informed consent form (located in the Additional Resources section)
- green paper (at least 10 sheets of paper, to crumple and form a ball)
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Section IV: Principles of Section IV: Principles of 
Research EthicsResearch Ethics

Objectives:Objectives:
To learn the 3 fundamental To learn the 3 fundamental 
principles of research ethicsprinciples of research ethics

To identify vulnerable To identify vulnerable 
research participantsresearch participants

Section IV: Principles of Research Ethics

By the end of this section, participants will be able to:

• Learn the 3 fundamental principles of research ethics and their definitions

• Identify different types of vulnerable research participants or populations

Activity (10 minutes)

Write on flip chart paper the color code for the tags distributed at the beginning of the 
session: red for respect for persons, blue for beneficence, and green for justice. Tell 
participants that throughout the remainder of the session they will represent the principle 
suggested by the color tag they wear and should help initiate discussion about that 
principle. Ask them to pay particular attention to their principle during case study 
discussions, when each principle should be represented.
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Nash Herndon/FHI

Three Fundamental Principles of Three Fundamental Principles of 
Research EthicsResearch Ethics

Respect for personsRespect for persons

BeneficenceBeneficence

JusticeJustice

Todd Shapera

Three Fundamental Principles of Research Ethics 

Research ethics rests on the following 3 fundamental principles:
• Respect for persons
• Beneficence
• Justice

These principles are considered to be universal—they apply everywhere in the world. These 
principles do not have national, cultural, legal, or economic boundaries. Everyone involved in 
human research studies should understand and follow these principles. 

Although these principles are universal, the availability of the resources needed to maintain these 
principles throughout the research process is not universal or evenly distributed. For instance, 
financial resources available to an ethics committee or a community advisory board may be limited.
However, these principles should guide the thinking and behavior of all individuals involved in 
planning, conducting, and sponsoring research that involves human participants, regardless of 
limitations.
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ActivityActivity

Todd Shapera

Todd Shapera

Respect for PersonsRespect for Persons
List words or sentences List words or sentences 
that help define respect that help define respect 
for personsfor persons

Activity (10 minutes)

Ask participants to discuss words or sentences that make them think of respect for 
persons. In other words, how would they, as a group, define respect for persons?

As suggested earlier, participants wearing a red tag should initiate the discussion.

(Note: Some possible answers are on the following slide.)



Family Health International

Research Ethics Training Curriculum for Community Representatives Content-page 34

34

Respect for PersonsRespect for Persons

Each individual:Each individual:
Is unique and freeIs unique and free

Has the right and capacity to Has the right and capacity to 
decidedecide

Has value and dignityHas value and dignity

Has the right to informed consentHas the right to informed consent

CCP

Respect for Persons 

(Compare responses from the previous activity with the following concepts.)

Respect for persons is one of the fundamental principles in research: It is the recognition of a person as 
a autonomous, unique, and free individual. It also means that we recognize that each person has the 
right and capacity to make her or his own decisions. Respecting a person ensures that dignity is 
valued. 

Individuals should be empowered to make free decisions and be given all the information needed to 
make good decisions. To conduct a research project when some of the potential participants do not 
have the right or the capacity to make a decision is a violation of research ethics and basic human 
rights. Community representatives can help recognize the unique decision-making process of 
individuals and communities and suggest the best ways to empower participants to make voluntary 
decisions.
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ActivityActivity

Vulnerable ParticipantsVulnerable Participants

List groups of people considered List groups of people considered 
to be vulnerable research to be vulnerable research 
participantsparticipants

Nadine Burton/FHI

Activity (10 minutes)

A person is considered vulnerable when it is difficult for him or her to make a truly informed, 
voluntary choice to participate or continue in a research study. 

Ask participants to discuss different categories or types of persons they think are vulnerable research 
participants. Write responses on flip chart paper.

(Note: Some possible answers are on the following slide.)

Note 

The Council for International Organizations of Medical Sciences (CIOMS), an international, 
nongovernmental, nonprofit organization established jointly by the World Health 
Organization and the United Nations Educational, Scientific, and Cultural Organization in 
1949, has referred to vulnerability in the following terms: “Vulnerability refers to substantial 
incapacity to protect one’s own interests owing to such impediments as lack of capability to 
give informed consent, lack of alternative means of obtaining medical care or other 
expensive necessities, or being a junior or subordinate member of a hierarchical group.”
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Minors, pregnant women, Minors, pregnant women, 
prisonersprisoners
Persons with mental disabilities Persons with mental disabilities 
Persons who are illiterate or Persons who are illiterate or 
have limited formal educationhave limited formal education
Persons withPersons with limited access to limited access to 
health serviceshealth services
Women in some settingsWomen in some settings

Who Are Vulnerable Persons? Who Are Vulnerable Persons? 

Eva Canoutas/FHI

Julie Beamish/FHI

Elizabeth Robinson/FHI

Who Are Vulnerable Persons? 

(Compare responses from the previous activity with the following concepts.)

Some groups are traditionally considered vulnerable research participants. They include:

• Minors
• Pregnant women
• Prisoners
• Persons with mental disabilities

In recent years, attention has been given to other types of vulnerable persons (including but not limited to):

• Persons with limited education or illiterate persons who may find it difficult to understand informed 
consent information.

• Persons with few economic resources who may have limited access to health services and may see their 
participation in a research study as the only opportunity to obtain needed health care.
• Sex workers or homosexuals.
• Women in some settings. For example, some women must ask their husbands before consenting to participate 
in a study. 
• Drug users or others who engage in illegal activities.

Vulnerable persons can still participate in a research study; however, they need special protections. The informed 
consent process, conducted with special care for vulnerable persons, promotes respect for persons.

Researchers and community representatives should understand that even small gifts or tokens to research 
participants can influence decisions, making persons vulnerable.

Note

Other groups may have been identified in the previous activity and should be acknowledged again 
here.
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ActivityActivity

BeneficenceBeneficence

List examples of beneficenceList examples of beneficence

Nash Herndon/FHI

Activity (5 minutes)

List some examples of beneficence. (Usually rules such as “do no harm” or “maximize possible 
benefits and minimize possible harms” are mentioned when discussing this principle.) 

(Note: Some possible answers are on the following slide.)

As suggested earlier, participants wearing a blue name tag should initiate the discussion.

Beneficence

Beneficence is from Latin meaning to do good for the people involved. Do no harm 
is the minimal standard of this principle.

People often use beneficence as a synonym for respect for persons or justice. 
However, only this principle involves acts of kindness or charity that go beyond 
strict obligation. 
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Nash Herndon/FHI

BeneficenceBeneficence

Researchers must:Researchers must:

Protect physical, mental, and Protect physical, mental, and 
social wellsocial well--beingbeing

Reduce risks to a minimumReduce risks to a minimum

Retain the community Retain the community 
perspectiveperspective

Beneficence

The principle of beneficence makes the researcher responsible for the physical, mental, and social 
well-being of the research participant.

Community representatives can provide input to ensure that the benefits to the research participant are 
optimal while the risks are reduced to a minimum. The commitment to avoid risks or reduce them as 
much as possible is also referred to as non-maleficence, from the classic medical profession’s 
promise to “first do no harm.” The risks to a person participating in a research study must be weighed 
against potential benefits and knowledge to be gained.

In addition to benefits and risks to individuals, recent attention has been given to possible benefits or 
risks to the communities where the research will be conducted.

Activity (5 minutes)

Discuss what kinds of risks are acceptable or unacceptable in the context of a study.
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ActivityActivity

JusticeJustice

List words or sentences List words or sentences 
that help define justicethat help define justice

Activity (10 minutes)

Ask participants to discuss words or sentences that make them think of justice. In other words, 
how would they, as a group, define justice?

As suggested earlier, participants wearing a green tag should initiate the discussion.

Ask participants to discuss why the scale is being used for this discussion and why one arm of 
the scale is lower than the other arm of the scale.

At the end of the discussion, post examples of the 3 principles side by side so that participants 
can be clear about the characteristics of each.

Note 
If one arm of the scale represents risks and the other arm represents benefits, the heavier 
arm should represent the benefits to the study participants. Ideally in a study, benefits 
should outweigh the risks.
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JusticeJustice

Researchers must:Researchers must:
Ensure a fair distribution of risks and benefitsEnsure a fair distribution of risks and benefits

Conduct equitable recruitment of research participantsConduct equitable recruitment of research participants

Provide special protection for vulnerable groupsProvide special protection for vulnerable groups

Justice 

Justice requires the fair and equal distribution of benefits and risks of participation in a research 
study. Recruitment and selection of participants must be done in a fair and equal manner.  

Justice forbids exposing one group of people to the risks of the research solely for the benefit of 
another group. Community representatives have the responsibility to ensure that community 
participation in a research study is justified. 

Community representatives need to be aware of the need for appropriate protections for research 
participants. They must pay special attention to the benefits that the participants or their communities 
will receive as a result of their participation in the research and advise the research team so that 
incentives offered by the research will not influence the decision to participate.

The principle of justice establishes special protections for vulnerable persons. Justice does not 
permit using vulnerable groups—such as low-resource persons—as research participants for the 
exclusive benefit of more privileged groups.
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Summary: Principles of Research Summary: Principles of Research 
EthicsEthics

Respect for personsRespect for persons
BeneficenceBeneficence
JusticeJustice
Vulnerable populations at greater riskVulnerable populations at greater risk

Summary: Principles of Research Ethics

Health research is conducted according to 3 universal principles: 
• Respect for persons
• Beneficence
• Justice 

Researchers must work for the well-being of populations that participate in their studies. 
These principles were developed to provide guidance and ensure that the well-being of each 
participant is always considered. Community representatives should understand these 
research ethics principles and how to apply them in their communities.
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Case Study 2: AutonomyCase Study 2: Autonomy

Case Study 2: Autonomy

A microbicide clinical study is being started for women who attend local health clinics 
where sexually transmitted infections are treated. The identified sites are in China, India, 
Tanzania, United States, and Vietnam. This is the first time the international sites have 
participated in clinical trials, and the principal investigators at each site have committed to 
developing a process that includes creating a community representative group at each site.

One site’s group members have determined that payment should be provided to the members 
for their advisory input because site staff receive salaries for their work.  

The group has nine representatives: the district health officer, the director of the local police 
department, a local politician, two local business leaders, two health educators from local 
community-based organizations, and two women who were identified by the clinic staff as 
being interested in representing women who might participate in the study.
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Case Study 2: AutonomyCase Study 2: Autonomy

Discussion Questions:Discussion Questions:
1.1. Can this community representative group adequately Can this community representative group adequately 

represent the issues and concerns of potential participants if represent the issues and concerns of potential participants if 
the group receives money from the study? Why or why not?the group receives money from the study? Why or why not?

2.2. Is it appropriate to provide community advisors any form of Is it appropriate to provide community advisors any form of 
compensation for their participation? What would be compensation for their participation? What would be 
acceptable compensation, and what would be inappropriateacceptable compensation, and what would be inappropriate??

3.3. Could paying the advisors affect which issues, concerns, and Could paying the advisors affect which issues, concerns, and 
advice would be discussedadvice would be discussed??

Case Study 2: Autonomy

1. Can this community representative group adequately represent the issues and concerns of 
potential participants if the group receives money from the study? Why or why not?

Discussion Note: Many programs, sponsors, and countries place value on having a voluntary and 
autonomous community advisory group capable of providing input without regard to financial 
incentives. Compensation is justified to the extent that community representatives do not incur 
personal expenses associated with their participation. Community representatives should only be 
compensated by the project to cover the costs of participation in project-related activities (for 
example, travel, food, hotel, childcare).

2. Is it appropriate to provide community advisors any form of compensation for their 
participation? What would be acceptable compensation, and what would be inappropriate?

Discussion Note: It is appropriate to compensate community representatives for costs related to their 
participation in community advisory and educational activities, such as transportation reimbursement 
and childcare costs. Nonmonetary compensation, such as meals or refreshments, is also appropriate. 
Full support for attendance at local, regional, or international training opportunities and meetings is 
also appropriate.

3. Could paying the advisors affect which issues, concerns, and advice would be discussed?

Discussion Note: It is important to distinguish between payment and compensation. The mere act of 
compensating someone for his or her time and inconvenience does not create a conflict of interest. 
However, when payment beyond reimbursement for legitimate meeting or project-related expenses 
occurs, a case of conflict of interest may be perceived, thus compromising the integrity of a 
community representative group in the eyes of the community at large.
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Section V: Informed ConsentSection V: Informed Consent

Objectives:Objectives:
To explain the concept To explain the concept 
of informed consentof informed consent

To name and discuss To name and discuss 
the 8 essential elements the 8 essential elements 
of informed consentof informed consent

Section V: Informed Consent

By the end of this section, participants will be able to:
• Explain the concept of informed consent
• Name and discuss the 8 essential elements of informed consent
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Source: Council of International Organizations of Medical Sciences (CIOMS) Ethical Guidelines

What Is Informed Consent?What Is Informed Consent?

““Consent given by a competent individual whoConsent given by a competent individual who

Has received the necessary informationHas received the necessary information

Has adequately understood the informationHas adequately understood the information

After considering the information, has arrived After considering the information, has arrived 
at a decision without having been subjected to at a decision without having been subjected to 
coercion, undue influence or inducement, or coercion, undue influence or inducement, or 
intimidationintimidation””

What Is Informed Consent?

Informed consent is essential to research ethics. The CIOMS Guidelines have defined informed consent 
as:

“Consent given by a competent individual who:
• Has received the necessary information (verbally and in writing).
• Has adequately understood the information.
• After considering the information, has arrived at a decision without having been subjected 
to coercion, undue influence or inducement, or intimidation.”

This definition is a 4-step process:
Step 1: Information is provided
Step 2: Information is understood
Step 3: A decision is made
Step 4: Comprehension is monitored and maintained
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Community Representatives and Community Representatives and 
the Informed Consent Processthe Informed Consent Process

Participation, in the draft and review of the informed Participation, in the draft and review of the informed 
consent process safeguards participantsconsent process safeguards participants’’ wellwell--beingbeing

Community representative advice is essential for:Community representative advice is essential for:
DevelopmentDevelopment

Review, agreement, or approvalReview, agreement, or approval

Participant understandingParticipant understanding

VigilanceVigilance

Community Representatives and the Informed Consent Process

Community representatives can offer culturally appropriate guidance when researchers are developing 
the informed consent process. Involvement at this stage safeguards each potential participant’s ability to 
make an informed, voluntary choice to participate or not to participate in the research.

The information provided during the informed consent process must be carefully selected based on the 
needs of both the researcher and the research participants. Since the information the researcher 
considers to be essential may be extensive or difficult to understand, it is necessary to include evidence 
or indicators that this information has been understood by the participant. Information that is not 
understood is the same as no information, and the informed consent is meaningless. Community input 
is particularly valuable in selecting the type and sufficiency of the information provided and the 
indicators that confirm that the potential participant can understand the information.

Rumors may surface at any time in the research process. Community representatives can work with the 
research team to help resolve them.
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Informed Consent ProcessInformed Consent Process

The informed consent process begins The informed consent process begins 
when people first hear about a study.when people first hear about a study.

Denise Todloski

Informed Consent Process

The informed consent process begins when people first hear about a study.

Different strategies exist to introduce a study to the community. The strategy used depends on who in 
the community is eligible to participate in the research and the kind of research study. For purposes of 
the informed consent process, think about the community that can potentially participate in the 
research. Often participants first learn about a study in a public setting. For example, some research 
studies have been introduced to the community by using a drama at the market, a song in a clinic 
waiting room, or service given by a nongovernmental organization (NGO).

Once people start hearing about a new study, the informed consent process is under way. What people 
hear from this point on could influence what they think about the project and their decision to be 
involved. For this reason, it is important for community representatives to help to plan how to 
introduce a new study. 
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ActivityActivity

Denise Todloski

Activity (10 minutes) 

This illustration shows a health outreach worker telling people in a market about a new 
study. Discuss what you think about this way of telling people. Sample discussion questions 
to consider include:

• Is it acceptable to tell people about a new study in a place like this?
• How can a community representative help?
• What other locations would be appropriate to tell people about a new study?
• What other locations would be inappropriate to tell people about a new study?
• Will people be suspicious about what the outreach worker is saying?
• Would it be helpful to have a community representative go with the outreach worker to 
tell people about this study? What other ways could be used to let people know about a new 
study?
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Informed Consent Process Informed Consent Process (cont.)(cont.)

Getting the facts about the study

Denise Todloski

Informed Consent Process (cont.)

Getting the facts about the study:

After someone learns about a study, he or she must go to the research site to learn more about it. 
Complete information on the specifics of the study should be provided to each interested individual. 
Additional information may then be provided at the clinic, at home, or at any other suitable community 
setting. If a person decides to join a study, he or she must sign a document called the informed consent 
form. We will cover later what specifically must be included in this form.

Community representatives can help the research team decide how best to provide people with required 
information, including how to protect privacy, what to do if people do not know how to read and write, 
and how to ensure that people who want to talk with a spouse or other person before deciding have the 
opportunity to do so. Before signing the consent form, or making a mark, the participant should be sure 
that he or she really wants to join, and it must be clear to him or her that choosing not to participate will 
carry no negative consequences.
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ActivityActivity

Denise Todloski

Activity (10 minutes) 

Discuss the illustration in this slide.  

• Can you imagine the woman having any problems understanding the nurse? If so, how 
could the community representative help?

• Can you imagine the woman feeling that she must agree?  

• What can be done to make the woman feel more comfortable?
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Informed Consent Process Informed Consent Process (cont.)(cont.)

During the study:
People must remember 
what is expected

Rumors may develop

New information may 
become available

Denise Todloski

The Informed Consent Process (cont.)

During the study:

It is important to make sure that the individuals who participate in the study and the community understand
what is happening during the study, especially if the study continues for some time.

• People receive a lot of information when they are learning about a study and deciding to sign the consent form. 
It may be difficult to remember all this information. If participants do not fully understand or remember, they 
might not do what is expected or withdraw due to a misunderstanding. Community representatives might help 
in the continuing education of the study participants.

• Community members who are not enrolled in a study may have different ideas about what the study is about. 
Rumors may develop. It is important that there be mechanisms for such rumors to be reported to the study staff 
so that they can take steps to correct them. Community representatives can be helpful in reporting harmful, 
negative, or incorrect rumors to the study team, working with the study team toward a solution, and helping to 
dispel such rumors.

• Information that is relevant to the study and the research topic should be provided as it becomes available 
throughout the course of the study. Community representatives can help convey new findings from the study.   

• Sometimes new information learned during a study may change the risk/benefit ratio and therefore cause a 
person to reconsider participation in the study. If this type of information becomes known, it may be necessary 
to ask the participant to re-consent and sign a new informed consent document.
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Handling rumors

ActivityActivity

Denise Todloski

Activity (5 minutes)

Ask participants to discuss:

• What kind of rumors have you heard about previous or ongoing studies?
• How could a community representative help prevent rumors from spreading?
• Why should a community representative alert the study staff if he or she hears rumors 
about the study?
• How could a community representative help ensure that accurate research results reach 
the study participants?
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Creation of Informed Consent Creation of Informed Consent 
DocumentsDocuments

Use local language 

Write to appropriate reading level

Illustrate with appropriate concepts and 
images

Perform a translation and back-translation

Pilot-test

Creation of Informed Consent Documents

The informed consent process may include different types of materials such as the form that people must 
sign, project fact sheets that explain the study, and flyers or posters that tell about the study.

• Documents must be in the local language, use local terms, and be written for a language level that  
potential participants can easily understand. 

• Concepts, images, and support materials in general should be appropriate to the local community.

• Translations should be accurate, of high quality, and be verified by back-translations.

• It is strongly advised that materials and forms be tested for appropriateness before they are used in 
screening or actual enrollment. This practice, called pilot-testing, involves a person who knows the 
materials and uses them with someone who is very similar to the individuals to be recruited for the 
study. Based on results from this test, the materials may need to be revised to make them more 
understandable. 
Community representatives can help the research team develop these materials.
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Essential Elements of Informed Essential Elements of Informed 
ConsentConsent

1.1. Research descriptionResearch description
2.2. RisksRisks
3.3. BenefitsBenefits
4.4. AlternativesAlternatives
5.5. ConfidentialityConfidentiality
6.6. CompensationCompensation
7.7. ContactsContacts
8.8. Voluntary participation and withdrawalVoluntary participation and withdrawal

H. Kakande/DISH II Project

Essential Elements of Informed Consent

Developing or selecting the information to be included in the informed consent process is
very important. The process benefits from the involvement of community representatives and usually
includes an 8-point framework: 

1. Description of the research and the role of the participant, including an explanation of all procedures relevant 
to the participant

2. Description of reasonably foreseeable risks
3. Description of expected benefits
4. Alternatives to participation, such as other studies or services in the area
5. Explanation of confidentiality
6. Explanation of compensation for injuries or health problems resulting from participation in the study
7. Whom to contact about the research if the participant has questions or concerns
8. Explanation that participation is voluntary



Family Health International

Research Ethics Training Curriculum for Community Representatives Content-page 55

55

Informed Consent: Description of Informed Consent: Description of 
the Researchthe Research

Research studyResearch study

Objectives of the studyObjectives of the study

Expected responsibilitiesExpected responsibilities

Procedures involvedProcedures involved

Study durationStudy duration

Explanation of randomization or placebo Explanation of randomization or placebo 

Jason Smith/FHI

Informed Consent: Description of the Research

A description of the research is commonly presented at the beginning of the informed consent process and 
documentation. It should clearly explain that the potential participant is being asked to participate in a 
research study. It is common for participants to mistakenly believe they will receive a free and effective 
treatment. It must be clear that the safety and efficacy of such treatment is not known and is precisely 
the reason why the research is being conducted. Potential participants must understand that they will not be 
receiving standard or routine care services. The purpose and objectives of the research must be clearly 
presented, explaining the new information being sought.

All the procedures involved in the research, e.g., number of blood samples, diagnostic tests, number of 
follow-up visits, or interviews, must be detailed to ensure that the participant understands that she or he is 
agreeing to undergo such procedures, particularly to those procedures that are experimental. The 
anticipated duration of the person’s participation must be clearly stated.

When the research requires the use of a placebo, it is essential to confirm that the potential participant has 
understood that she or he may actually not receive any treatment at all. The use of placebos often requires 
special attention in the informed consent document and process, because many people have difficulty 
understanding the concept.

It is also important to disclose the names of the institution(s) responsible for the research, the sponsors, 
and the members of the ethics committees and community advisory boards that reviewed and approved 
the research.
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David Borasky/FHI

Informed Consent: Description of Informed Consent: Description of 
RisksRisks

Anticipated or foreseeableAnticipated or foreseeable

Physical, social, psychologicalPhysical, social, psychological

Likelihood, severity, durationLikelihood, severity, duration

Informed Consent: Description of Risks

The informed consent process must make the potential participant well aware of all anticipated
or foreseeable risks associated with the study. Consideration must be given not only to 
physical, but also to mental and social risks, e.g., social stigmatization to participants in 
HIV/AIDS prevention or treatment studies. Participants must be notified promptly if any new 
risks are identified during the conduct of the study. 

The amount of information on the possible risks, likelihood of such risks occurring, and their 
severity and duration, require careful consideration in the planning of the informed consent 
process. The challenge is to present no more or no fewer risks than is necessary.
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Informed Consent: Description of Informed Consent: Description of 
BenefitsBenefits

Reasonably expectedReasonably expected

Not exaggeratedNot exaggerated

DurationDuration

Jean Sack/ICDDRB

Informed Consent: Description of Benefits

The informed consent documentation must include a description of any benefits to the participant or others that 
may reasonably be expected from the research.

Benefits must be presented without overstatement or exaggeration with the intent to induce participation. The 
provision of health care to which the potential participant is entitled without participating in the research must not be 
presented as a research benefit. 

Persons with limited access to health care services are vulnerable research participants. Offering health care to 
individuals who otherwise do not have access to this care is potentially coercive. Researchers are responsible for 
ensuring that the potential participant’s decision is not unduly influenced by the opportunity to receive health care.

Benefits are commonly presented as available only during the study. In other words, when the research is finished, 
the benefits also end. The duration of any benefit associated or derived from the research participation must be clear 
to the potential participants beforehand. What benefits or services will be available to participants when the research 
is ended, or if she or he decides to withdraw from the study, should be explained in the informed consent process. 
This is particularly important in studies of new treatments. If the treatment proves to be safe and effective, the 
participant must be informed of availability when the study is terminated.

Note 

• Some groups call attention to the information on “the expected benefits of the research to the 
community or to society at large, or contributions to scientific knowledge.”2 

• Community representatives should pay special attention to how information on benefits is presented, as 
participants often confuse “benefit” and “compensation.”

2 CIOMS. Full text is located in the Additional Resources section of the online or CD-ROM version.
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Informed Consent: Available Informed Consent: Available 
AlternativesAlternatives

Alternative procedures Alternative procedures 
or treatmentor treatment

Advantages and Advantages and 
disadvantagesdisadvantages

AvailabilityAvailability
CCP

Informed Consent: Available Alternatives

It is important to present to the potential participant the existing alternatives or choices other than 
participation in the study. The participant should be given information on the advantages and 
disadvantages of the alternatives and allowed the opportunity of choosing between participating in 
the study or the alternatives. For some research, there is no alternative—the only choice would be to 
not participate. 

In biomedical research, the potential participant must be informed of the regular health care options 
available compared to the research options. In essence, the information gives the person the choice 
not to participate. 
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Informed Consent: ConfidentialityInformed Consent: Confidentiality

Degree of confidentialityDegree of confidentiality

Indicate persons or organizations who may Indicate persons or organizations who may 
have access to the informationhave access to the information

Anticipated future use of data or biological Anticipated future use of data or biological 
samplessamples

Informed Consent: Confidentiality

In most research studies, the participants provide information they may consider confidential or 
personal. In the informed consent process, they must be informed about the degree of confidentiality 
throughout the study and once the study is over. 

This section should mention all the persons or organizations who may review or have access to the 
research records. If the researcher’s capability to protect any confidential information is limited, the 
extent of this limitation must be disclosed. Special attention to confidentiality is necessary when 
public knowledge of participation is potentially damaging to the participants or their 
community. For example, if the research study is studying homosexual men or HIV-infected people, 
participation in the study might indicate membership in that community. It may be necessary to 
ensure that all study staff, even the drivers, housekeepers, and file clerks, understand the need to 
protect participant identity.

Confidentiality extends beyond the duration of the study. Any anticipated future use of the 
information or biological samples gathered must also be provided, including the conditions under 
which such information might be used. 
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Informed Consent: CompensationInformed Consent: Compensation

Fully explained and not coerciveFully explained and not coercive

Fair payment for time, travel, and Fair payment for time, travel, and 
inconvenienceinconvenience

Possibility of treatment and Possibility of treatment and 
compensation in case of researchcompensation in case of research--
related injury or complicationsrelated injury or complications

Degree of health care to be made Degree of health care to be made 
available available 

Susan Palmore/FHI

Informed Consent: Compensation

Any compensation of economic value associated with participation in the research must be explained. No 
compensation of any type should have any coercive effect to participate in the study. It is common to compensate 
participants for their time, travel, and inconvenience. The amount or value of this compensation should not be so 
high as to unduly influence a potential participant’s decision to participate in the study. Input from community 
representatives is needed at the beginning of the study to determine the appropriate amount and type of 
compensation.

Information must be disclosed about available treatment, the degree and duration of treatment, and who would pay 
for it in the case of injury or complications related to the research. Community representatives need to be aware 
of the research, institution, national, or sponsor policies on compensations available to the research participants.

Sometimes treatment will be provided free of charge for injury or complications associated with the research. 
However, the resources available for this purpose may be limited. For example, in an experimental study to prevent 
HIV/AIDS, some of the participants may become infected; it is important to state whether such participants will 
receive treatment and if so, for how long. The degree or kind of health care that will actually be provided should 
be well understood by the potential participant.

Be sure all participants understand that they will not receive free general health care during the study.

Note

The difference between benefits and compensation should be made known to participants. Compensation, usually in 
form of payment for transportation expenses or a token of appreciation, is generally given at the enrollment stage or after 
a visit to the study clinic. Benefits, such as drugs, health care, and the like, are usually given only during the study.
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Elizabeth Robinson/FHI

Informed Consent: Contact PersonsInformed Consent: Contact Persons

Research teamResearch team

Ethics committeeEthics committee

Special groupsSpecial groups

Informed Consent: Contact Persons

In the informed consent documentation, 3 groups of contacts should be considered:

• Research team
• Ethics committees
• Special groups (such as members of a community representative group or a special interest group)

Information should include name, address, phone number, or any other means to establish contact with these 
persons. The contact information must be realistic, economically viable, and culturally appropriate.

The names of the responsible investigator, research coordinator, or other member of the research team must 
be provided to address participant questions, complaints, or any health care problems. The inclusion of the 
research sponsor can provide the participant with the option of direct communication with the sponsor. 
However, it is generally easier for a participant to contact the research site before trying to reach the study 
sponsor directly.

Contacts outside of the research team are needed to address possible concerns about participation or the 
quality of the care. Names of members of the ethics committee must be included. 

In some types of research, contact information for counseling groups or groups of persons with the same 
disease may be appropriate.
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Informed Consent: Voluntary Informed Consent: Voluntary 
ParticipationParticipation

Absolutely voluntaryAbsolutely voluntary

Right to discontinue at Right to discontinue at 
any timeany time

No penalty for refusal No penalty for refusal 
or withdrawalor withdrawal CCP

Informed Consent: Voluntary Participation

It is important to assure the potential participant that participation in the research is absolutely 
voluntary and that he or she will be free to discontinue participation at any time. The information 
should indicate that refusal to participate or decision to withdraw will not result in any penalties or 
loss of benefits to which the participant is otherwise entitled.

However, it should be made clear how important the participant is and how much it means that he or 
she complete the study. If many of the participants do not follow procedures and the study is 
compromised, then opportunity, time, and money have been lost.
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Informed Consent: Informed Consent: 
DocumentationDocumentation

Is only part of the informed consent processIs only part of the informed consent process

Signatures may not always be possibleSignatures may not always be possible

Waiving requires ethics committee review and Waiving requires ethics committee review and 
approvalapproval

Dharma Raj Bajracharya/CCP

Informed Consent: Documentation

An informed consent form is commonly used to facilitate, standardize, and document the process of 
informed consent. In general, all international and national guidelines recommend or require the 
written documentation of informed consent. The participant is asked to sign the informed consent 
form. In the case that the signature is not possible, the participant may be asked to give a thumbprint 
or make a mark as evidence that he or she received the information and agreed to participate in the 
study. 

This documentation may be waived due to concerns about potential harm to the participant if 
confidentiality is broken and when the research involves no more than minimal risk.

The waiving of informed consent documentation requires approval by the ethics committee that is 
reviewing the research, after careful consideration of the special circumstances that justify this 
waiving.

Optional Activity (30 minutes) 
Distribute the sample informed consent form provided in the Additional Resources section and ask 
participants to take 10 minutes to read it individually, noting any weaknesses of the document. They should 
then discuss their observations with the entire group.

This activity will show flaws in the process of informed consent design and will alert the participants to poor 
planning.

Note
A local sample consent form may be used in place of the sample provided in this curriculum. Be sure it is a 
blank form before distributing it to participants.
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Summary: Informed ConsentSummary: Informed Consent

Ethical, not just legal, requirementEthical, not just legal, requirement

Free of coercionFree of coercion

Documentation neededDocumentation needed

Comprehensibility essentialComprehensibility essential

Support materials helpfulSupport materials helpful

PilotPilot--testing encouragedtesting encouraged

Summary: Informed Consent

Obtaining appropriate informed consent is necessary before any research is initiated. It is an ethical 
obligation as well as a legal requirement designed to protect the basic human rights of research 
participants. 

Informed consent must be obtained without coercion or manipulation. The researcher’s cultural or 
professional status, excessive compensation, or implied increase in health care should not play a role in 
inducing the participant’s decision. In some circumstances, informed consent may be better obtained by 
someone without a direct interest in the research study. Vulnerable participants may require special 
protection.

Written documentation of informed consent is usually required. However, it is essential to ensure that 
the potential participant has understood all the information provided. The challenge of informed 
consent is to provide sufficient information to make an informed decision, while at the same time 
presenting this information in a way that the potential participant understands. 

The participant’s education, maturity, and cultural environment have a strong effect on her or his ability 
to understand such information. The use of support materials, such as brochures or videos, should be 
considered. 

Researchers may also need to create mechanisms to communicate with others, such as participants’
partners, family members, or friends. In studies in which risks may be high, pilot-testing of the 
informed consent process should be considered prior to the study initiation. In some cases, more than 
one information session with participants may be necessary.
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Case Study 3:Case Study 3:
Informed Consent ProcessInformed Consent Process

Case Study 3: Informed Consent Process

An HIV vaccine study is being conducted in 12 sites in multiple countries. In this study, some 
participants receive the vaccine being tested and some receive a placebo* (the placebo is an injection 
that does not have the active ingredient being tested to prevent HIV). The study requires regular 
visits to the study clinic for blood tests as well as completion of questionnaires on life and risk 
behaviors.

In the first 12 months after vaccination, a growing number of study participants report an increase in 
risk-taking behaviors. In the responses from the behavioral surveys, many of these participants state 
that they believe that the vaccine will protect them. Many of them also appear to forget that they 
could receive a placebo with no active ingredient. The problem is more severe at 4 of the sites.

All of this is reported back to the community representatives.

* Placebo: The placebo is similar to the new drug or device being tested except that it does not 
contain the active ingredient in the new drug or device. Sometimes, this is called a “sugar pill.”
Placebos usually look, feel, and taste identical to the product being tested in the research study. .
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Case Study 3: Case Study 3: 
Informed Consent ProcessInformed Consent Process

Discussion QuestionsDiscussion Questions::
1.1. How should community representatives advise the How should community representatives advise the 

research staff concerning participantsresearch staff concerning participants’’ reported reported 
highhigh--risk behavior?risk behavior?

2.2. What changes could the community What changes could the community 
representatives recommend for the enrollment of representatives recommend for the enrollment of 
new participants?new participants?

3.3. What improvements might be made in the design What improvements might be made in the design 
of future studies and their enrollment strategies?of future studies and their enrollment strategies?

Case Study 3: Informed Consent Process

1. How should community representatives advise the research staff concerning participants’
reported high-risk behavior?
Discussion Note: The research team should be informed immediately so that they may begin to address 
the problem.

2. What changes could the community representatives recommend for the enrollment of new 
participants?
Discussion Note: One suggestion is to have potential new participants complete a quiz prior to 
enrollment and at every follow-up visit that requires them to describe what a placebo is and to discuss 
strategies for preventing infection. 

3. What improvements might be made in the design of future studies and their enrollment 
strategies?
Discussion Note: Future studies should anticipate this problem and address it at the time the 
community is informed of the study and during the informed consent process. Better education on the 
concept of placebo is required, and the counseling on risk reduction must be enhanced and repeated for 
the duration of the study. As was mentioned before, one possible suggestion is to have potential study 
participants complete a quiz prior to enrollment and at every follow-up visit that requires them to 
describe what a placebo is and to discuss strategies for preventing infection.
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Section VI: Research Ethics Section VI: Research Ethics 
DocumentsDocuments

Objectives:Objectives:
To identify 2 ethics To identify 2 ethics 
considerations included considerations included 
in these documentsin these documents

To recognize the 3 To recognize the 3 
universal principles universal principles 
highlighted in these highlighted in these 
documentsdocuments

Section VI: Basic Research Ethics Documents

By the end of this section, participants will be able to:

• Identify 2 ethics considerations included in these documents 

• Recognize the 3 universal principles highlighted in these documents

Full text of these documents are provided in the Additional Resources section of the online or CD-
ROM version of this curriculum. We encourage you to read these documents, especially as they may 
be available in your native language. They can be very helpful in further understanding the 
importance and responsibilities of your work as a community representative.
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Developed to observe the Developed to observe the ““rules of the roadrules of the road”” for research for research 
involving human participantsinvolving human participants

Basic Research Ethics DocumentsBasic Research Ethics Documents

NurembergNuremberg

HelsinkiHelsinki

BelmontBelmont

CIOMSCIOMS

Basic Research Ethics Documents

Several landmarks have led to the development of guidelines and regulations for international research 
ethics:

• The illegal experiments performed on concentration camp prisoners by Nazi doctors during World 
War II and the subsequent Nuremberg Trials in 1946 gave birth to the Nuremberg Code, that states 
that “voluntary informed consent is absolutely necessary.”

• The Declaration of Helsinki of 1964 stressed the importance of written consent forms.

• The 1974 Belmont Report highlighted the 3 fundamental principles of respect for persons, 
beneficence, and justice.

• In 1993, CIOMS issued guidelines to apply the Declaration of Helsinki in developing countries.
The field of research ethics and human research protection currently rests on the 3 fundamental 
principles (respect for persons, beneficence, and justice) we reviewed in Section IV.

Note
While equally important when discussing international regulations on research ethics, the Nuremberg 
Code has been mentioned on the slide but will not be discussed at length. Please encourage 
participants to read these guidelines in the Additional Resources section of the online or CD-ROM 
version.
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The Declaration of Helsinki

The Declaration of Helsinki was first published by the World Medical Association in 1964. It is regularly 
cited as a reference in most national or international guidelines and it is considered by many to be the first 
international standard for biomedical research. At the heart of the declaration is the statement that the “the 
well-being of the human subject should take precedence over the interests of science and society.” It 
also gives special attention to the importance of written informed consent.

The Declaration of Helsinki has been revised five times, most recently in 2001 to include issues of 
particular relevance to the kind of research currently being conducted, such as the use of placebo controls. It 
proposes that any new method should be tested against the best current proven prophylactic, diagnostic, or 
therapeutic methods. 

The revised declaration also states that “medical research is only justified if there is a reasonable 
likelihood that the populations in which the research is carried out stand to benefit from the results 
of the research.”

69

The Declaration of HelsinkiThe Declaration of Helsinki

““The wellThe well--being of the human subject being of the human subject 
should take precedence over the interests of should take precedence over the interests of 
science and societyscience and society””
Consent should be in writingConsent should be in writing
Use caution if participant is in dependent Use caution if participant is in dependent 
relationship with researcherrelationship with researcher
Limit use of placeboLimit use of placebo
Participants benefit from researchParticipants benefit from research

Note 

The full text of the Declaration of Helsinki is included in the Additional Resources section of 
the online or CD-ROM version. This document is recommended reading for community 
representatives.

Some participants may find the words “prophylactic and therapeutic” daunting. You can 
replace them with “prevention” and “treatment” methods.
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From the Belmont Report to the From the Belmont Report to the 
Code of Federal RegulationsCode of Federal Regulations
Evolution of research ethics in the United StatesEvolution of research ethics in the United States

The Tuskegee StudyThe Tuskegee Study
Ethical problems with research are identifiedEthical problems with research are identified

The Belmont ReportThe Belmont Report
Fundamental principles for the ethical conductFundamental principles for the ethical conduct
of research are advocatedof research are advocated

The Code of Federal RegulationsThe Code of Federal Regulations
Specific regulations are adoptedSpecific regulations are adopted

From the Belmont Report to the Code of Federal Regulations

In 1972, the American public became aware of the Tuskegee Syphilis Study, in which 399 poor black 
sharecroppers in Macon County, Alabama, were denied treatment for syphilis and were deceived by physicians 
of the U.S. Public Health Service from 1932 to 1972. As part of the study, designed to document the natural 
history of the disease, these men were told that they were being treated for “bad blood.” In fact, government 
officials went to extreme lengths to insure that they received no therapy from any source. On July 26, 1972, The 
New York Times described the study as “the longest nontherapeutic experiment on human beings in medical
history.” The disclosure of this study by the press was a major scandal in the United States.

To address this problem, in 1974 the U.S. government established the National Commission for the Protection 
of Human Subjects. In 1978, the commission submitted its report, The Belmont Report: Ethical Principles and 
Guidelines for the Protection of Human Subjects in Research. The report advocated respect for persons, 
beneficence, and justice as the fundamental principles for the ethical conduct of research involving human 
participants.

The current federal regulations for the conduct of research in the United States are derived from the ethical 
principles of the Belmont Report. The Code of  Federal Regulations, frequently referred as 45 CFR 46 or the 
Common Rule, includes the basic policies of the U.S. government for the protection of human research 
subjects. It includes, among others, detailed regulations on institutional review boards or research ethics 
committees and informed consent.

Note

The full texts of the Belmont Report and the Code of Federal Regulations are in the Additional 
Resources section of the online or CD-ROM version.
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NurembergNuremberg

HelsinkiHelsinki

CIOMSCIOMS

•• Role of ethics committeesRole of ethics committees

•• Informed consentInformed consent

•• Access to benefitsAccess to benefits

•• Provision of health care Provision of health care 
servicesservices

•• Distribution of burdens and Distribution of burdens and 
benefits benefits 

Council for International Organizations Council for International Organizations 
of Medical Sciences (CIOMS) Guidelinesof Medical Sciences (CIOMS) Guidelines

Council for International Organizations of Medical Sciences Guidelines
The Council for International Organizations of Medical Sciences (CIOMS), in collaboration with the World 
Health Organization, has been active in research ethics for many years. CIOMS issued the first publication of its 
Guidelines in 1993 and revised them in 2002. Their purpose was:

“to prepare guidelines to indicate how the ethical principles that should guide the conduct of biomedical 
research involving human subjects, as set forth in the Declaration of Helsinki, could be effectively applied, 
particularly in developing countries, given their socioeconomic circumstances, laws and regulations, and 
executive and administrative arrangements.”

The CIOMS Guidelines recognize the challenge of applying universal ethical principles in a world with 
contrasting resources.

The Guidelines consist of 21 specific guidelines, each followed by interpretative commentaries. Some 
guidelines that are of special interest to community representatives are:
• Ethical review committees
• Obtaining informed consent: essential information for prospective research subjects
• Benefits for participants and their communities
• Provision of health care services
• Distribution of the burdens and benefits

The CIOMS Guidelines are very influential and have been widely disseminated. They are frequently used as a 
reference for developing national or local guidelines. 

Note 

The full text of the 2002 CIOMS Guidelines is included in the Additional Resources section of the 
online or CD-ROM version. This document is recommended reading for community representatives.
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From Fundamental Ethical Principles From Fundamental Ethical Principles 
to Local Guidelinesto Local Guidelines

National regulations and 
international recommendations

Respect for persons,
beneficence,

justice

3 Principles3 Principles

Local/institution 
operational guidelines

From Fundamental Ethical Principles to Local Guidelines

The 3 fundamental principles of human research ethics, respect for persons, beneficence, and justice, 
which we reviewed in Section II, are the basis for protecting human research participants. In turn, these 
principles are embodied in national regulations and international recommendations, which outline 
specific requirements that must be met whenever research involving human participants is conducted.

Eventually, national regulations (such as the U.S. Code of Federal Regulations) or international 
recommendations (such as CIOMS) need to be adapted or transformed into local or institutional 
operational guidelines (such as those of local health departments) to be used at the level of the research 
institution or board to guide the planning, review, approval, and conduct of its own research studies. In this 
context, fundamental principles are applied within the context of local laws, cultural needs, and available 
resources.

Note

Ask participants if they know of national guidelines for research. The presenter should have those available, 
if they exist.
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Local Regulations and GuidelinesLocal Regulations and Guidelines

Rapid growth of Rapid growth of 
international international 
research research 
Many countries now Many countries now 
have national have national 
guidelinesguidelines
Greatest need in Greatest need in 
developing countriesdeveloping countries Njamburi/Cabak ELS

Local Regulations and Guidelines

Throughout the world, countries are at various stages in developing local regulations and establishing an 
infrastructure to supervise research. The rapid rise of research on human participants in developing 
countries has further exposed the need for local regulations and support mechanisms. While existing 
international recommendations, such as the Declaration of Helsinki and the CIOMS Guidelines, are 
important references, they are not substitutes for national or local regulations.

In recent years, several countries have developed advanced national guidelines or regulations. However, 
many other countries do not have them or are at the beginning stage of their development. In many 
developing countries, an urgent need remains for regulations and the establishment and support of 
supervising mechanisms. 

Forming a formally established community representative group is a relatively new concept. As a 
consequence, the lack of relevant international and local guidelines for community representative 
operations is particularly noticeable. Uniting as a community to remedy this situation should be seen as a 
priority in countries where research tends to favor certain populations and excludes others. Community 
representatives should bring the importance of this issue to their respective local government bodies.
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Summary: Research Ethics Summary: Research Ethics 
DocumentsDocuments

From Nuremberg to CIOMSFrom Nuremberg to CIOMS

Three universal principlesThree universal principles

Protection of the participantProtection of the participant

Summary: Research Ethics Documents

The research community should be knowledgeable about basic research ethics documents 
and the three universal principles. It is only by staying alert, sharing lessons learned, and 
using best practices that the research community can strive to meet, if not exceed, the spirit 
contained in the different guidelines and respect the well-being of each participant.
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ActivityActivity

Final reviewFinal review

Robert Rice/FHI

The cabbageThe cabbage

Activity (20 to 30 minutes)
As a final activity, facilitators should draft 10 questions, some relating to the curriculum and some that may 
induce enthusiasm and fun. The following 10 questions are just examples.
Sample questions:
1. How many participants attended the session today? Or, who arrived late at the session this morning?
2. What is informed consent?
3. What are 2 possible roles for a community representative speaking as the voice of his or her 

community?
4. Among participants yesterday, who was wearing white shoes?
5. State at least 5 elements of informed consent.
6. Give 2 reasons why a community representative should be involved in the research process.
7. Who are the 3 partners involved in community-based research?
8. Name 3 types of special research communities.
9. Explain the 3 fundamental principles of research ethics.
10. Identify 2 international guidelines on research ethics.

Write each question on a separate sheet of green paper. Make a ball by crumpling one sheet and then crumpling 
each remaining sheet around the core. Have the participants form a circle in the middle of the room. Standing 
in the middle of the circle, toss the “cabbage” to one participant and have him or her unfold and read the first 
question, answer it, and throw the cabbage to another participant until all of the questions have been answered. 
If green paper is not available, use white paper and call it the “onion toss.”
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ConclusionConclusion

CertificationCertification

For more information, contact:For more information, contact:
Office of International Research EthicsOffice of International Research Ethics
Family Health InternationalFamily Health International
P.O. Box 13950P.O. Box 13950
Research Triangle Park, NC 27709 USA Research Triangle Park, NC 27709 USA 

EE--mail: mail: ethics@fhi.orgethics@fhi.org
Web site: Web site: www.fhi.orgwww.fhi.org

Conclusion

We hope that you will take the information from this curriculum with you as you return to 
your community. Your interest in research ethics, as well as your involvement as a community 
representative, can make a positive difference for the future conduct of research. To that end, 
we encourage you to review the following additional materials included in the Additional 
Resources section of the online or CD-ROM version:

• Full text of documents, located in the Additional Resources section of the online or CD-
ROM version

• Recommended Readings

• Recommended Internet Web Sites

Please take time now to complete the participant’s evaluation form (found in the Evaluation
section of this curriculum). Mail your completed evaluation form to FHI (address found on the 
last page of the Introduction) to obtain a certificate of completion.

Note
Prepare flip chart paper with FHI’s and your contact information. Thank participants for a 
stimulating session.



1

Research Ethics Training Curriculum Research Ethics Training Curriculum 
for Community Representativesfor Community Representatives
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ActivityActivity

IntroductionIntroduction
““People should be grateful for the research comingPeople should be grateful for the research coming
into their communities.into their communities.””

Do you:Do you:

Strongly agreeStrongly agree
AgreeAgree
DisagreeDisagree
Strongly disagreeStrongly disagree
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What Is Health Research?What Is Health Research?

Research is a method of acquiring new Research is a method of acquiring new 
knowledge knowledge 

Health research makes discoveries about Health research makes discoveries about 
how to improve healthhow to improve health
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Content OverviewContent Overview

Section I:Section I: Community Participation in the Community Participation in the 
Research ProcessResearch Process

Section II:Section II: Researchers and Sponsors Researchers and Sponsors 
Section III:Section III: Ethics Committees Ethics Committees 

Section IV: Section IV: Principles of Research EthicsPrinciples of Research Ethics
Section V:Section V: Informed ConsentInformed Consent
Section VI:Section VI: Research Ethics DocumentsResearch Ethics Documents

Part APart A

Part BPart B
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Part APart A

Section I:Section I: Community Participation in the Community Participation in the 
Research ProcessResearch Process

Section II:  Section II:  Researchers and SponsorsResearchers and Sponsors

Section III: Ethics CommitteesSection III: Ethics Committees

CCP
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Objectives:Objectives:
To define a communityTo define a community

To explain how to involve To explain how to involve 
community representatives in community representatives in 
the research processthe research process

To identify possible roles of a To identify possible roles of a 
community representativecommunity representative

Section I: Community Participation in Section I: Community Participation in 
the Research Processthe Research Process
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ActivityActivity

Is it important to have community Is it important to have community 
representatives participate in the research representatives participate in the research 
process?process?
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Partners in CommunityPartners in Community--Based Based 
Research: A ModelResearch: A Model

Research 
Staff

EC/ IRB

Community
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ActivityActivity

What is a community?What is a community?
What kind of community is shown in this slide?What kind of community is shown in this slide?
Why is this a community?Why is this a community?

Sara A. Holtz/Peace Corps



10

Characteristics of a CommunityCharacteristics of a Community

A group linked by:A group linked by:

LocationLocation

Common perspectivesCommon perspectives

Joint actionJoint action

Julie Beamish/FHI

Julie Beamish/FHI



11

Special Research CommunitiesSpecial Research Communities

By diseaseBy disease

By professionBy profession

By populationBy population

By locationBy location
Barbara Barnett/FHI
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Why Have Community Participation?Why Have Community Participation?

To build a bridge between the community To build a bridge between the community 
and the research and researchersand the research and researchers

To voice local questions and concernsTo voice local questions and concerns

To represent the interests of participantsTo represent the interests of participants

Cheryl Groff



13

Community Participation in the Community Participation in the 
Research ProcessResearch Process

Before the study, inform the communityBefore the study, inform the community

During the study, follow study progressDuring the study, follow study progress

After the study, share the research findingsAfter the study, share the research findings
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Roles and Responsibilities of Roles and Responsibilities of 
Community RepresentativesCommunity Representatives

Ensure that research is responsive to Ensure that research is responsive to 
community needs and expectationscommunity needs and expectations

Advocate for the wellAdvocate for the well--being of research being of research 
participantsparticipants

Ensure appropriate informed consentEnsure appropriate informed consent

Secure access to research benefitsSecure access to research benefits
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Summary: Community Participation Summary: Community Participation 
in the Research Processin the Research Process

Community definition: individuals share Community definition: individuals share 
common characteristicscommon characteristics

Community participation: individuals Community participation: individuals 
promote and enhance the interests of their promote and enhance the interests of their 
communitycommunity

Community representation: individuals Community representation: individuals 
assume many roles and responsibilities assume many roles and responsibilities 
on behalf of their communityon behalf of their community
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Case Study 1: Case Study 1: 
Community ParticipationCommunity Participation
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Case Study 1: Case Study 1: 
Community ParticipationCommunity Participation

Discussion Questions:Discussion Questions:
1.1. Can this population (community) be included in Can this population (community) be included in 

this study? Why or why not?this study? Why or why not?

2. 2. What measures can the research staff take to What measures can the research staff take to 
ensure that informed consent is ensure that informed consent is givengiven freely by all freely by all 
participants?participants?

3. 3. If you believe that potential participants will not If you believe that potential participants will not 
be able to give voluntary informed consent, what be able to give voluntary informed consent, what 
could be done to change the informed consent could be done to change the informed consent 
process?process?
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Section II: Researchers and SponsorsSection II: Researchers and Sponsors

Objectives:Objectives:
To list researcher To list researcher 
responsibilitiesresponsibilities

To list sponsor To list sponsor 
responsibilitiesresponsibilities
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Nash Herndon/FHI

ResearcherResearcher’’s Responsibilitiess Responsibilities

Protect human participantsProtect human participants

Conduct research according to Conduct research according to 
universal ethical principlesuniversal ethical principles

Use the best possible scientific Use the best possible scientific 
methodsmethods

Obtain appropriate informedObtain appropriate informed
consentconsent

Respect confidentialityRespect confidentiality



20

ResearcherResearcher’’s Responsibilities (cont.)s Responsibilities (cont.)

Conduct research according to protocolConduct research according to protocol

Ensure compliance with ethics committee Ensure compliance with ethics committee 
requirementsrequirements

Provide agreed treatment and/or assistanceProvide agreed treatment and/or assistance

SSupport lupport longong--term interests of participants term interests of participants 
and communities after the studyand communities after the study

Communicate the results of the studyCommunicate the results of the study
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SponsorSponsor’’s Responsibilitiess Responsibilities

Ensure appropriate review, approval, and Ensure appropriate review, approval, and 
supervision by an ethics committee and supervision by an ethics committee and 
community representative group community representative group 

Select and train qualified researchersSelect and train qualified researchers

Provide policies and proceduresProvide policies and procedures

Monitor the research Monitor the research 

Promote and support community representativesPromote and support community representatives

Ensure publication and dissemination of research Ensure publication and dissemination of research 
resultsresults
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SponsorSponsor’’s Responsibilities in s Responsibilities in 
International ResearchInternational Research

Obtain approval of local ethics committeeObtain approval of local ethics committee

Comply with local and national requirementsComply with local and national requirements

Emphasize benefits to local needsEmphasize benefits to local needs
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Summary: Researchers and Summary: Researchers and 
SponsorsSponsors
Researchers and sponsors shareResearchers and sponsors share
responsibility for:responsibility for:

Designing ethical research that meets local needsDesigning ethical research that meets local needs

Ensuring proper ethical review and approval of the Ensuring proper ethical review and approval of the 
researchresearch

Conducting the research according to the highest Conducting the research according to the highest 
ethical standardsethical standards

Applying and sharing the knowledge gained by the Applying and sharing the knowledge gained by the 
researchresearch



24

Section III: Ethics CommitteesSection III: Ethics Committees

Objectives:Objectives:
To define the role(s) of To define the role(s) of 
ethics committees ethics committees 

To identify the steps in the To identify the steps in the 
progress of a research progress of a research 
studystudy

To link the community and To link the community and 
the ethics committee for the the ethics committee for the 
wellwell--being of the participantbeing of the participant
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Ethics CommitteesEthics Committees

Names of ethics Names of ethics 
committees vary by committees vary by 
locationlocation

Primary role is to Primary role is to 
protect human protect human 
research participantsresearch participants

Njamburi/Cabak ELS
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Ethics Committee MembersEthics Committee Members

QualifiedQualified
Area of expertise depends on type of researchArea of expertise depends on type of research
Local community representativesLocal community representatives
Religious or other community leadersReligious or other community leaders
Former study participantsFormer study participants

DiverseDiverse
GenderGender
AgeAge
Cultural and ethnic backgroundCultural and ethnic background
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Ethics Committees: Review of Ethics Committees: Review of 
ResearchResearch

Scientific design and conduct of the studyScientific design and conduct of the study

Recruitment of research participantsRecruitment of research participants

Community considerationsCommunity considerations

Care and protection of research participantsCare and protection of research participants

Appropriateness of informed consentAppropriateness of informed consent

Confidentiality issuesConfidentiality issues
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Ethics Committees and Ethics Committees and 
Community RepresentativesCommunity Representatives

TwoTwo--way communication between way communication between 
ethics committee and community ethics committee and community 
representatives is importantrepresentatives is important

Researchers may initiate Researchers may initiate 
communication between ethics communication between ethics 
committees and community committees and community 
representativesrepresentatives Sereem Tjaddeis/CCP
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Summary: Ethics CommitteesSummary: Ethics Committees

Primary role is the protection of research Primary role is the protection of research 
participantsparticipants

Members are from diverse professional Members are from diverse professional 
and personal backgroundsand personal backgrounds

Are responsible for review of the researchAre responsible for review of the research
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Part BPart B

Section IV:   Section IV:   Principles of Research EthicsPrinciples of Research Ethics

Section V:Section V: Informed ConsentInformed Consent

Section VI:Section VI: Research Ethics DocumentsResearch Ethics Documents
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Section IV: Principles of Section IV: Principles of 
Research EthicsResearch Ethics

Objectives:Objectives:
To learn the 3 fundamental To learn the 3 fundamental 
principles of research ethicsprinciples of research ethics

To identify vulnerable To identify vulnerable 
research participantsresearch participants
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Nash Herndon/FHI

Three Fundamental Principles of Three Fundamental Principles of 
Research EthicsResearch Ethics

Respect for personsRespect for persons

BeneficenceBeneficence

JusticeJustice

Todd Shapera
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ActivityActivity

Todd Shapera

Todd Shapera

Respect for PersonsRespect for Persons
List words or sentences List words or sentences 
that help define respect that help define respect 
for personsfor persons
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Respect for PersonsRespect for Persons

Each individual:Each individual:
Is unique and freeIs unique and free

Has the right and capacity to Has the right and capacity to 
decidedecide

Has value and dignityHas value and dignity

Has the right to informed consentHas the right to informed consent

CCP
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ActivityActivity

Vulnerable ParticipantsVulnerable Participants

List groups of people considered List groups of people considered 
to be vulnerable research to be vulnerable research 
participantsparticipants

Nadine Burton/FHI
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Minors, pregnant women, Minors, pregnant women, 
prisonersprisoners
Persons with mental disabilities Persons with mental disabilities 
Persons who are illiterate or Persons who are illiterate or 
have limited formal educationhave limited formal education
Persons withPersons with limited access to limited access to 
health serviceshealth services
Women in some settingsWomen in some settings

Who Are Vulnerable Persons? Who Are Vulnerable Persons? 

Eva Canoutas/FHI

Julie Beamish/FHI

Elizabeth Robinson/FHI
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ActivityActivity

BeneficenceBeneficence

List examples of beneficenceList examples of beneficence

Nash Herndon/FHI
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Nash Herndon/FHI

BeneficenceBeneficence

Researchers must:Researchers must:

Protect physical, mental, and Protect physical, mental, and 
social wellsocial well--beingbeing

Reduce risks to a minimumReduce risks to a minimum

Retain the community Retain the community 
perspectiveperspective
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ActivityActivity

JusticeJustice

List words or sentences List words or sentences 
that help define justicethat help define justice
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JusticeJustice

Researchers must:Researchers must:
Ensure a fair distribution of risks and benefitsEnsure a fair distribution of risks and benefits

Conduct equitable recruitment of research participantsConduct equitable recruitment of research participants

Provide special protection for vulnerable groupsProvide special protection for vulnerable groups
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Summary: Principles of Research Summary: Principles of Research 
EthicsEthics

Respect for personsRespect for persons
BeneficenceBeneficence
JusticeJustice
Vulnerable populations at greater riskVulnerable populations at greater risk
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Case Study 2: AutonomyCase Study 2: Autonomy
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Case Study 2: AutonomyCase Study 2: Autonomy

Discussion Questions:Discussion Questions:
1.1. Can this community representative group adequately Can this community representative group adequately 

represent the issues and concerns of potential participants if represent the issues and concerns of potential participants if 
the group receives money from the study? Why or why not?the group receives money from the study? Why or why not?

2.2. Is it appropriate to provide community advisors any form of Is it appropriate to provide community advisors any form of 
compensation for their participation? What would be compensation for their participation? What would be 
acceptable compensation, and what would be inappropriateacceptable compensation, and what would be inappropriate??

3.3. Could paying the advisors affect which issues, concerns, and Could paying the advisors affect which issues, concerns, and 
advice would be discussedadvice would be discussed??



44

Section V: Informed ConsentSection V: Informed Consent

Objectives:Objectives:
To explain the concept To explain the concept 
of informed consentof informed consent

To name and discuss To name and discuss 
the 8 essential elements the 8 essential elements 
of informed consentof informed consent
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Source: Council of International Organizations of Medical Sciences (CIOMS) Ethical Guidelines

What Is Informed Consent?What Is Informed Consent?

““Consent given by a competent individual whoConsent given by a competent individual who

Has received the necessary informationHas received the necessary information

Has adequately understood the informationHas adequately understood the information

After considering the information, has arrived After considering the information, has arrived 
at a decision without having been subjected to at a decision without having been subjected to 
coercion, undue influence or inducement, or coercion, undue influence or inducement, or 
intimidationintimidation””
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Community Representatives and Community Representatives and 
the Informed Consent Processthe Informed Consent Process

Participation, in the draft and review of the informed Participation, in the draft and review of the informed 
consent process safeguards participantsconsent process safeguards participants’’ wellwell--beingbeing

Community representative advice is essential for:Community representative advice is essential for:
DevelopmentDevelopment

Review, agreement, or approvalReview, agreement, or approval

Participant understandingParticipant understanding

VigilanceVigilance
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Informed Consent ProcessInformed Consent Process

The informed consent process begins The informed consent process begins 
when people first hear about a study.when people first hear about a study.

Denise Todloski
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ActivityActivity

Denise Todloski
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Informed Consent Process Informed Consent Process (cont.)(cont.)

Getting the facts about the study

Denise Todloski
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ActivityActivity

Denise Todloski
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Informed Consent Process Informed Consent Process (cont.)(cont.)

During the study:
People must remember 
what is expected

Rumors may develop

New information may 
become available

Denise Todloski
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Handling rumors

ActivityActivity

Denise Todloski
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Creation of Informed Consent Creation of Informed Consent 
DocumentsDocuments

Use local language 

Write to appropriate reading level

Illustrate with appropriate concepts and 
images

Perform a translation and back-translation

Pilot-test
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Essential Elements of Informed Essential Elements of Informed 
ConsentConsent

1.1. Research descriptionResearch description
2.2. RisksRisks
3.3. BenefitsBenefits
4.4. AlternativesAlternatives
5.5. ConfidentialityConfidentiality
6.6. CompensationCompensation
7.7. ContactsContacts
8.8. Voluntary participation and withdrawalVoluntary participation and withdrawal

H. Kakande/DISH II Project
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Informed Consent: Description of Informed Consent: Description of 
the Researchthe Research

Research studyResearch study

Objectives of the studyObjectives of the study

Expected responsibilitiesExpected responsibilities

Procedures involvedProcedures involved

Study durationStudy duration

Explanation of randomization or placebo Explanation of randomization or placebo 

Jason Smith/FHI
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David Borasky/FHI

Informed Consent: Description of Informed Consent: Description of 
RisksRisks

Anticipated or foreseeableAnticipated or foreseeable

Physical, social, psychologicalPhysical, social, psychological

Likelihood, severity, durationLikelihood, severity, duration
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Informed Consent: Description of Informed Consent: Description of 
BenefitsBenefits

Reasonably expectedReasonably expected

Not exaggeratedNot exaggerated

DurationDuration

Jean Sack/ICDDRB
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Informed Consent: Available Informed Consent: Available 
AlternativesAlternatives

Alternative procedures Alternative procedures 
or treatmentor treatment

Advantages and Advantages and 
disadvantagesdisadvantages

AvailabilityAvailability
CCP
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Informed Consent: ConfidentialityInformed Consent: Confidentiality

Degree of confidentialityDegree of confidentiality

Indicate persons or organizations who may Indicate persons or organizations who may 
have access to the informationhave access to the information

Anticipated future use of data or biological Anticipated future use of data or biological 
samplessamples
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Informed Consent: CompensationInformed Consent: Compensation

Fully explained and not coerciveFully explained and not coercive

Fair payment for time, travel, and Fair payment for time, travel, and 
inconvenienceinconvenience

Possibility of treatment and Possibility of treatment and 
compensation in case of researchcompensation in case of research--
related injury or complicationsrelated injury or complications

Degree of health care to be made Degree of health care to be made 
available available 

Susan Palmore/FHI
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Elizabeth Robinson/FHI

Informed Consent: Contact PersonsInformed Consent: Contact Persons

Research teamResearch team

Ethics committeeEthics committee

Special groupsSpecial groups
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Informed Consent: Voluntary Informed Consent: Voluntary 
ParticipationParticipation

Absolutely voluntaryAbsolutely voluntary

Right to discontinue at Right to discontinue at 
any timeany time

No penalty for refusal No penalty for refusal 
or withdrawalor withdrawal CCP
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Informed Consent: Informed Consent: 
DocumentationDocumentation

Is only part of the informed consent processIs only part of the informed consent process

Signatures may not always be possibleSignatures may not always be possible

Waiving requires ethics committee review and Waiving requires ethics committee review and 
approvalapproval

Dharma Raj Bajracharya/CCP
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Summary: Informed ConsentSummary: Informed Consent

Ethical, not just legal, requirementEthical, not just legal, requirement

Free of coercionFree of coercion

Documentation neededDocumentation needed

Comprehensibility essentialComprehensibility essential

Support materials helpfulSupport materials helpful

PilotPilot--testing encouragedtesting encouraged
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Case Study 3:Case Study 3:
Informed Consent ProcessInformed Consent Process
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Case Study 3: Case Study 3: 
Informed Consent ProcessInformed Consent Process

Discussion QuestionsDiscussion Questions::
1.1. How should community representatives advise the How should community representatives advise the 

research staff concerning participantsresearch staff concerning participants’’ reported reported 
highhigh--risk behavior?risk behavior?

2.2. What changes could the community What changes could the community 
representatives recommend for the enrollment of representatives recommend for the enrollment of 
new participants?new participants?

3.3. What improvements might be made in the design What improvements might be made in the design 
of future studies and their enrollment strategies?of future studies and their enrollment strategies?
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Section VI: Research Ethics Section VI: Research Ethics 
DocumentsDocuments

Objectives:Objectives:
To identify 2 ethics To identify 2 ethics 
considerations included considerations included 
in these documentsin these documents

To recognize the 3 To recognize the 3 
universal principles universal principles 
highlighted in these highlighted in these 
documentsdocuments
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Developed to observe the Developed to observe the ““rules of the roadrules of the road”” for research for research 
involving human participantsinvolving human participants

Basic Research Ethics DocumentsBasic Research Ethics Documents

NurembergNuremberg

HelsinkiHelsinki

BelmontBelmont

CIOMSCIOMS
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The Declaration of HelsinkiThe Declaration of Helsinki

““The wellThe well--being of the human subject being of the human subject 
should take precedence over the interests of should take precedence over the interests of 
science and societyscience and society””
Consent should be in writingConsent should be in writing
Use caution if participant is in dependent Use caution if participant is in dependent 
relationship with researcherrelationship with researcher
Limit use of placeboLimit use of placebo
Participants benefit from researchParticipants benefit from research
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From the Belmont Report to the From the Belmont Report to the 
Code of Federal RegulationsCode of Federal Regulations
Evolution of research ethics in the United StatesEvolution of research ethics in the United States

The Tuskegee StudyThe Tuskegee Study
Ethical problems with research are identifiedEthical problems with research are identified

The Belmont ReportThe Belmont Report
Fundamental principles for the ethical conductFundamental principles for the ethical conduct
of research are advocatedof research are advocated

The Code of Federal RegulationsThe Code of Federal Regulations
Specific regulations are adoptedSpecific regulations are adopted
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NurembergNuremberg

HelsinkiHelsinki

CIOMSCIOMS

•• Role of ethics committeesRole of ethics committees

•• Informed consentInformed consent

•• Access to benefitsAccess to benefits

•• Provision of health care Provision of health care 
servicesservices

•• Distribution of burdens and Distribution of burdens and 
benefits benefits 

Council for International Organizations Council for International Organizations 
of Medical Sciences (CIOMS) Guidelinesof Medical Sciences (CIOMS) Guidelines
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From Fundamental Ethical Principles From Fundamental Ethical Principles 
to Local Guidelinesto Local Guidelines

National regulations and 
international recommendations

National regulations and 
international recommendations

Respect for persons,
beneficence,

justice

3 Principles3 Principles

Local/institution 
operational guidelines
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Local Regulations and GuidelinesLocal Regulations and Guidelines

Rapid growth of Rapid growth of 
international international 
research research 
Many countries now Many countries now 
have national have national 
guidelinesguidelines
Greatest need in Greatest need in 
developing countriesdeveloping countries Njamburi/Cabak ELS
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Summary: Research Ethics Summary: Research Ethics 
DocumentsDocuments

From Nuremberg to CIOMSFrom Nuremberg to CIOMS

Three universal principlesThree universal principles

Protection of the participantProtection of the participant



75

ActivityActivity

Final reviewFinal review

Robert Rice/FHI

The cabbageThe cabbage
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ConclusionConclusion

CertificationCertification

For more information, contact:For more information, contact:
Office of International Research EthicsOffice of International Research Ethics
Family Health InternationalFamily Health International
P.O. Box 13950P.O. Box 13950
Research Triangle Park, NC 27709 USA Research Triangle Park, NC 27709 USA 

EE--mail: mail: ethics@fhi.orgethics@fhi.org
Web site: Web site: www.fhi.orgwww.fhi.org

mailto:ethics@fhi.org
http://www.fhi.org
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Guidelines for Case Studies 
 
 
Note 
 
This section provides 5 reproductive health case studies to prompt discussion about the material 
presented in the curriculum. Additionally to the 3 case studies provided in the Content section, 2 
cases studies (Rumors and Standard of Care and Undue Inducement) are provided as alternatives. 
Each case study is printed separately for individual copying as handouts for participants. An Answer 
Key follows each case study. The recommended duration time for a case study activity is 30 to 45 
minutes. 
 
Case Study 1:  Community Participation 
Case Study 2:  Autonomy 
Case Study 3:  Informed Consent Process 
Case Study 4:  Rumors 
Case Study 5:  Standard of Care and Undue Inducement 
 
One way to use the Case Studies: 
 

 In a group setting, distribute the text to participants and let them read it individually for 5 
minutes. After 5 minutes have elapsed, show them the slide with the questions.  

 
 For the next 15 minutes, ask them to pretend to be a formally established community 

representative group and discuss possible answers to the questions. After 15 minutes of group 
discussion, a designated spokesperson will let the entire group know the main issues that were 
raised. 

 
 The last 10 to 25 minutes should be devoted to a global discussion with the whole group. 

 
Keep in mind that case studies will generally elicit a variety of reactions. While they are focused in 
the area of reproductive health, the issues raised transcend one specific category of research, and they 
were written to raise a multitude of questions and considerations. This type of discussion will enrich 
the working group and should be pursued; however, the training leader may need to curtail some 
discussions in the interest of time. 
 
The case studies illustrate the complexity of human research and how cultural, social, and gender 
issues affect the ethics of a research study. 
 
We believe that these case studies are applicable to most settings, but discussions of characteristics 
that are unique to a particular country are encouraged. 
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Case Study 1: Community Participation 
(Suggested for slide 16 activity) 

 
 
An HIV vaccine trial is proposed in three large cities in Asia. The study will target previously 
identified at-risk groups, including injecting drug users. 
 
The research team plans to enroll the injecting drug users at government-run rehabilitation centers 
and on the street. Most of the injecting drug users in the rehabilitation centers have been sent there by 
the local legal system. Participants who agree to participate will receive an identification card with a 
participant number, and contact information for questions or problems. 
 
In preparation for the study, the researcher meets with rehabilitation center management and 
representatives of the police force to discuss the study and ask for their cooperation. The authorities 
who run the rehabilitation centers are optimistic that most of the injecting drug users will agree to 
participate. In addition, the police request that participant identification cards include the police 
department’s official seal and that the names of participants recruited on the street be provided to 
police so that they are not arrested and prevented access to the study. 
 
Community representatives are asked for input on the recruitment process. 
 
Discussion Questions: 
 
1. Can this injecting drug user population (community) be included in this study? Why or why 

not? 
 
 
2. What measures can the research staff take to ensure that the informed consent is given 

freely by all participants? 
 
 
3. If you believe that the injecting drug users will not be able to give voluntary informed 

consent, what could be done to change the informed consent process? 
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Answer Key 
Case Study 1: Community Participation 

 
 
An HIV vaccine trial is proposed in three large cities in Asia. The study will target previously 
identified at-risk groups, including injecting drug users. 
 
The research team plans to enroll the injecting drug users at government-run rehabilitation centers 
and on the street. Most of the injecting drug users in the rehabilitation centers have been sent there by 
the local legal system. Participants who agree to participate will receive an identification card with a 
participant number, and contact information for questions or problems. 
 
In preparation for the study, the researcher meets with rehabilitation center management and 
representatives of the police force to discuss the study and ask for their cooperation. The authorities 
who run the rehabilitation centers are optimistic that most of the injecting drug users will agree to 
participate. In addition, the police request that participant identification cards include the police 
department’s official seal and that the names of participants recruited on the street be provided to 
police so that they are not arrested and prevented access to the study. 
 
The community advisory board is asked for input on the recruitment process. 
 
Discussion Questions: 
 
1. Can this injecting drug user population (community) be included in this study? Why or why 

not? 
 

Discussion Note: It may be possible to include these injecting drug users, but only with a well-
designed informed consent process and that includes multiple meetings with the authorities in 
advance to ensure that they understand the nature of the study and to reiterate that participation is 
voluntary. The study should stress that it is acceptable to have a large number of this community 
refuse participation. 
 

2. What measures can the research staff take to ensure that the informed consent is given 
freely by all participants? 

 
Discussion Note: It will be essential to use a private room for informed consent discussions.  
There should not be rehabilitation center staff members present for the discussions. Participation 
in the study should not result in an award or favorable treatment of rehabilitation center detainees. 
Also, informing the injecting drug user community of the research in advance may mean that 
some of the detainees are aware of the research before they are sent to the rehabilitation centers. 

 
3. If you believe that the injecting drug users will not be able to give voluntary informed 

consent, what could be done to change the informed consent process? 
 

Discussion Note: If you believe that they will not be able to give voluntary informed consent, 
then they should not be enrolled. It may be better to only recruit injecting drug users who are not 
detained in rehabilitation centers. 
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Case Study 2: Autonomy 
(Suggested for slide 42 activity) 

 
 
A microbicide clinical study is being started for women who attend local health clinics where 
sexually transmitted infections are treated. The identified sites are in China, India, Tanzania, United 
States, and Vietnam. This is the first time the international sites have participated in clinical trials, and 
the principal investigators at each site have committed to developing a process that includes creating a 
community representative group at each site. 
 
One site’s group members have determined that payment should be provided to the members for their 
advisory input because site staff receive salaries for their work.   
 
The group has nine representatives: the district health officer, the director of the local police 
department, a local politician, two local business leaders, two health educators from local community-
based organizations, and two women who were identified by the clinic staff as being interested in 
representing women who might participate in the study.  
 
Discussion Questions: 
 
1. Can this community representative group adequately represent the issues and concerns of 

potential participants if the group receives money from the study? Why or why not? 
 
 

2. Is it appropriate to provide community advisors any form of compensation for their 
participation? What would be acceptable compensation, and what would be inappropriate? 

 
 
3. Could paying the advisors affect which issues, concerns and advice would be discussed? 
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Answer Key 
Case Study 2: Autonomy 

 
 
A microbicide clinical study is being started for women who attend local health clinics where 
sexually transmitted infections are treated. The identified sites are in China, India, Tanzania, United 
States, and Vietnam. This is the first time the international sites have participated in clinical trials, and 
the principal investigators at each site have committed to developing a process that includes creating a 
community representative group at each site. 
 
One site’s group members have determined that payment should be provided to the members for their 
advisory input because site staff receive salaries for their work. 
 
The group has nine representatives: the district health officer, the director of the local police 
department, a local politician, two local business leaders, two health educators from local community-
based organizations, and two women who were identified by the clinic staff as being interested in 
representing women who might participate in the study. 
 
Discussion Questions: 
 
1. Can this community representative group adequately represent the issues and concerns of 

potential participants if the group receives money from the study? Why or why not? 
 
Discussion Note: Many programs, sponsors, and countries place value on having a voluntary and 
autonomous community advisory group capable of providing input without regard to financial 
incentives. Compensation is justified to the extent that community representatives do not incur 
personal expenses associated with their participation. Community representatives should only be 
compensated by the project to cover the costs of participation in project-related activities (for 
example, travel, food, hotel, childcare). 
 

2. Is it appropriate to provide community advisors any form of compensation for their 
participation? What would be acceptable compensation, and what would be inappropriate? 

 
Discussion Note: It is appropriate to compensate community representatives for costs related to 
their participation in community advisory and educational activities, such as transportation 
reimbursement and childcare costs. Nonmonetary compensation, such as meals or refreshments, 
is also appropriate. Full support for attendance at local, regional, or international training 
opportunities and meetings is also appropriate. 
 

3. Could paying the advisors affect which issues, concerns, and advice would be discussed? 
 

Discussion Note: It is important to distinguish between payment and compensation. The mere act 
of compensating someone for his or her time and inconvenience does not create a conflict of 
interest. However, when payment beyond reimbursement for legitimate meeting or project-related 
expenses occurs, a case of conflict of interest may be perceived, thus compromising the integrity 
of a community representative group in the eyes of the community at large. 
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Case Study 3: Informed Consent Process 
(Suggested for slide 65 activity) 

 
An HIV vaccine study is being conducted in 12 sites in multiple countries. In this study, some 
participants receive the vaccine being tested and some receive a placebo* (the placebo is an injection 
that does not have the active ingredient being tested to prevent HIV). The study requires regular visits 
to the study clinic for blood tests as well as completion of questionnaires on life and risk behaviors. 
 
In the first 12 months after vaccination, a growing number of study participants report an increase in 
risk-taking behaviors. In the responses from the behavioral surveys, many of these participants state 
that they believe that the vaccine will protect them. Many of them also appear to forget that they 
could receive a placebo with no active ingredient. The problem is more severe at 4 of the sites. 
 
All of this is reported back to the community representatives. 
 
* Placebo: The placebo is similar to the new drug or device being tested except that it does not 
contain the active ingredient in the new drug or device. Sometimes, this is called a “sugar pill.” 
Placebos usually look, feel, and taste identical to the product being tested in the research study.  
 
Discussion Questions: 
 
1. How should community representatives advise the research staff concerning participants’ 

reported high-risk behavior? 
 
 
2. What changes could the community representatives recommend for the enrollment of new 

participants? 
 
 
3. What improvements might be made in the design of future studies and their enrollment 

strategies? 
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Answer Key 
Case Study 3: Informed Consent Process 

 
 
An HIV vaccine study is being conducted in 12 sites in multiple countries. In this study, some 
participants receive the vaccine being tested and some receive a placebo* (the placebo is an injection 
that does not have the active ingredient being tested to prevent HIV). The study requires regular visits 
to the study clinic for blood tests as well as completion of questionnaires on life and risk behaviors. 
 
In the first 12 months after vaccination, a growing number of study participants report an increase in 
risk-taking behaviors. In the responses from the behavioral surveys, many of these participants state 
that they believe that the vaccine will protect them. Many of them also appear to forget that they 
could receive a placebo with no active ingredient. The problem is more severe at 4 of the sites. 
 
All of this is reported back to the community representatives. 
 
* Placebo: The placebo is similar to the new drug or device being tested except that it does not 
contain the active ingredient in the new drug or device. Sometimes, this is called a “sugar pill.” 
Placebos usually look, feel, and taste identical to the product being tested in the research study.  
 
Discussion Questions: 
 
1. How should community representatives advise the research staff concerning participants’ 

reported high-risk behavior? 
 

Discussion Note: The research team should be informed immediately so that they may begin to 
address the problem. 

 
2. What changes could the community representatives recommend for the enrollment of new 

participants? 
 

Discussion Note: One suggestion is to have potential new participants complete a quiz prior to 
enrollment and at every follow-up visit that requires them to describe what a placebo is and to 
discuss strategies for preventing infection.  

 
3. What improvements might be made in the design of future studies and their enrollment 

strategies? 
 

Discussion Note: Future studies should anticipate this problem and address it at the time the 
community is informed of the study and during the informed consent process. Better education on 
the concept of placebo is required, and the counseling on risk reduction must be enhanced and 
repeated for the duration of the study. As was mentioned before, one possible suggestion is to 
have potential study participants complete a quiz prior to enrollment and at every follow-up visit 
that requires them to describe what a placebo is and to discuss strategies for preventing infection. 
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Case Study 4: Rumors 
(Suggested for section V activity) 

 
 
A microbicide study is being conducted in 5 countries. Participants in this study will receive either an 
active microbicide or a placebo.* All participants receive extensive counseling and free condoms. 
Participants return to the clinic at monthly intervals for blood tests, additional study product, and 
more counseling.   
 
At the beginning of the study, recruitment went well. All sites met or exceeded their enrollment goals 
for the first two months. However, in the last three months it has become more and more difficult to 
recruit new participants. The community representatives have been asked to find out why people have 
stopped joining the study. 
 
In talking with the community, the community representatives learn that there have been rumors 
spreading among potential participants, including: 
 

 Participants’ blood samples are being sold on the black market 
 Condoms are contaminated with HIV by the government 
 The study product causes impotence in men 

 
These rumors are also making previously enrolled participants reconsider their decisions. The 
research team asks the community representatives to help stop the spread of rumors. 
 
* Placebo: The placebo is similar to the new drug or device being tested except that it does not 
contain the active ingredient in the new drug or device. Sometimes, this is called a “sugar pill.” 
Placebos usually look, feel, and taste identical to the product being tested in the research study. 
 
Discussion Questions: 
 
1. What steps can community representatives take to contain the spread of rumors? 
 
 
2. What changes could community representatives recommend for the enrollment of new 

participants? 
 
 
3. How can community representatives help prevent the loss of already enrolled participants? 
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Answer Key 

Case Study 4: Rumors 
 
A microbicide study is being conducted in 5 countries. Participants in this study will receive either an 
active microbicide or a placebo.* All participants receive extensive counseling and free condoms. 
Participants return to the clinic at monthly intervals for blood tests, additional study product, and 
more counseling.   
 
At the beginning of the study, recruitment went well. All sites met or exceeded their enrollment goals 
for the first two months. However, in the last three months it has become more and more difficult to 
recruit new participants. The community representatives have been asked to find out why people have 
stopped joining the study. 
 
In talking with the community, the community representatives learn that there have been rumors 
spreading among potential participants, including: 
 

 Participants’ blood samples are being sold on the black market 
 Condoms are contaminated with HIV by the government 
 The study product causes impotence in men 

 
These rumors are also making previously enrolled participants reconsider their decisions. The 
research team asks the community representatives to help stop the spread of rumors. 
 
* Placebo: The placebo is similar to the new drug or device being tested except that it does not 
contain the active ingredient in the new drug or device. Sometimes, this is called a “sugar pill.” 
Placebos usually look, feel, and taste identical to the product being tested in the research study. 
 
Discussion Questions: 
 
1. What steps can community representatives take to contain the spread of rumors? 
 

Discussion Note: An aggressive effort to reeducate the community must begin immediately, 
including current study participants. This may involve the research team meeting with various 
community leaders and holding information sessions in public meeting places. 
 

2. What changes could community representatives recommend for the enrollment of new 
participants? 

 
Discussion Note:  Known rumors should be addressed at the time of informed consent as part of 
the consent process.  Ignoring the rumors would be a mistake. 
 

3. How can community representatives help prevent the loss of already enrolled participants? 
 

Discussion Note: Community representatives can spread the word about the truth behind any 
rumors. This could include encouraging participants with questions about the rumors to ask the 
community representatives and members of the study team for answers. 
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Case Study 5: Standard of Care and Undue Inducement 

(Suggested for end of training activity)  
 
 
A seven-year trial of antiretroviral treatments for couples where one person is HIV positive is being 
conducted in multiple nonurban communities in Kenya, Malawi, Zimbabwe, and South Africa. The 
study will provide a range of medications for treatment of AIDS and opportunistic infections that are 
not presently available to the communities where the study is being conducted. 
 
Each site will have 10 to 20 couples enrolled in the study, which represents about 10% of those who 
are eligible to participate.   
 
Most of the medications that will be studied have been proven effective in other settings, and a few of 
the medications need follow-up care after the study is over.  Two of the most promising study 
medications are very expensive and are known to cause resistance to future use if the treatment is 
stopped or interrupted. 
 
The researchers who developed the trial have indicated they believe the price of medications and 
availability of antiretroviral medications will increase greatly by the end of the study. 
 
Discussion Questions: 

 
1. Given that the participants will have access to medications the rest of their community will 

not, what do you think will be some of the concerns a community advisory group may have 
about the study? 

 
 
2. As a community advisory group member, what concerns would you have about the ability 

for participants to decide if they want to participate? If some of the medications had some 
painful or potentially harmful side effects, how might your response be different? 

 
 
3. What are some responsibilities of the researchers to the participants in the study regarding 

access to medications and positive study results from the different treatments? What are 
some responsibilities of the researcher to the communities where the research is being 
conducted? 
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Answer Key 
Case Study 5: Standard of Care and Undue Inducement 

 
 
A seven-year trial of antiretroviral treatments for couples where one person is HIV positive is being 
conducted in multiple nonurban communities in Kenya, Malawi, Zimbabwe, and South Africa. The 
study will provide a range of medications for treatment of AIDS and opportunistic infections that are 
not presently available to the communities where the study is being conducted. 
 
Each site will have 10 to 20 couples enrolled in the study, which represents about 10% of those who 
are eligible to participate.   
 
Most of the medications that will be studied have been proven effective in other settings, and a few of 
the medications need follow-up care after the study is over.  Two of the most promising study 
medications are very expensive and are known to cause resistance to future use if the treatment is 
stopped or interrupted. 
 
The researchers who developed the trial have indicated they believe the price of medications and 
availability of antiretroviral medications will increase greatly by the end of the study. 
 
Discussion Questions: 
 
1. Given that the participants will have access to medications the rest of their community will 

not, what do you think will be some of the concerns a community advisory group may have 
about the study? 

 
Discussion Note: The advisory group may be concerned that participants will share their study 
medication with family or friends (this happened in the United States during early studies of 
antiretroviral treatments). Another concern might be that participants will be stigmatized because 
they will be the only people with these medications. 

 
2. As a community advisory group member, what concerns would you have about the ability 

for participants to decide if they want to participate? If some of the medications had some 
painful or potentially harmful side effects, how might your response be different? 

 
Discussion Note: Initial concern would be that the prospect of receiving free medication will 
make it impossible to decline to participate. If the study drugs are known to cause painful or 
harmful side effects, advisory group members should carefully examine the informed consent 
process to be sure that side effects are explained clearly to participants. 
 

3. What are some responsibilities of the researchers to the participants in the study regarding 
access to medications and positive study results from the different treatments? What are 
some responsibilities of the researcher to the communities where the research is being 
conducted? 

 
Discussion Note: Their primary responsibility during the study is the safety of participants.  In 
addition, the research team should make good-faith efforts to ensure that any drugs that are 
successful are available in the host communities following the study. 



Primary Roles and Responsibilities of Ethics Committees  
and Community Representatives  

 Ethics Committee
Community 

Representatives
Slides with the 
Right Answers 

To protect research 
participants by applying the 
principles of research ethics 
and any relevant guidelines 
and regulations 

  
25 

To review the protocol 
  

25 

To represent the interests of 
research participants   

12 

To advise the researchers on 
the protocol   

13 

To review the informed 
consent and other materials 
intended for research 
participants 

  
27 

To provide input into the 
informed consent process; to 
review support materials for 
linguistic and cultural 
relevance 

 
 

14, 46 

To provide input into the 
development of recruitment 
and retention plans 

 
 

14 

To review the recruitment and 
retention plans  

 27 

To approve the study 
 

 25 

To advocate for the study 
among the community  

 
14, 47 

To conduct ongoing review, at 
least annually, for all research 
studies 

 
 29 

To participate in community 
education and outreach 
activities. 

 
 

13, 47 

To review and approve any 
changes to approved research 
prior to implementation 

 
 29 

To alert the research team 
about rumors and assist in 
dispelling them. 

 
 

13, 51 



To advise the research team 
on how to best disseminate 
research results 

 
 

13 
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Sample Family Health International (FHI) Consent Form 
(Suggested for slide 56 activity) 

 
 

 
Title: [Name of research project] 
 
Sponsor: [FHI and USAID] 
 
Principal Investigator: [Name] 
Address: [Name of institution/company and complete address] 
 
Introduction 
This Consent Form contains information about the research named above. In order to be sure that 
you are informed about being in this research, we are asking you to read (or have read to you) this 
Consent Form. You will also be asked to sign it (or make your mark in front of a witness). We will 
give you a copy of this form. This consent form might contain some words that are unfamiliar to 
you.  Please ask us to explain anything you may not understand. 
 
Reason for the Research 
You are being asked to take part in research to (objectives of the research in easily-understood 
words). 
 
General Information about (the Research Methods/Product/Drug) 
(General information about the research methods/procedures/product(s)/drug(s) to be taken or 
used in the research. Identify what is experimental.) 
 
[When applicable:  If you agree to be in this research, here is how things will be different from 
simply getting (treatment/product) without taking part in the research. The (standard 
treatment/product) part of the research would be available to you without agreeing to be in the 
research. The new (treatment/product) we are testing is still considered experimental and cannot be 
given except as part of a research.] 
 
Your Part in the Research 
If you agree to be in the research, you will (an explanation of the tests, procedures, follow-up, etc. 
that will be required).  Your part in the research will last _________. About (# women/men 
/couples) will take part in this research (specify at this site and/or at # of sites.) 
 
Possible Risks  
(Specific language about anticipated/expected risks to participant. Include physical, social and 
psychological risks if anticipated.) 
 
[When applicable: These risks would be the same whether you got (treatment/product) in the 
research or got it without taking part in the research. What taking part in the research adds to the 
risks is....] 
 
Possible Benefits  
(Specific language about benefits to individuals and/or society that can be reasonably expected.) 
 
If You Decide Not to Be in the Research 
You are free to decide if you want to be in this research.  Your decision will not affect the health 
care you would normally receive. 
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Confidentiality 
We will protect information about you and your taking part in this research to the best of our 
ability. You will not be named in any reports. However, the staff of FHI [and/or the United States 
Food and Drug Administration, and/or other sponsoring organizations] may sometimes look at your 
research records. Someone from FHI might want to ask you questions about being in the research, 
but you do not have to answer them. A court of law could order medical records shown to other 
people, but that is unlikely. 
 
[When applicable:  If you miss a scheduled visit, we may contact you at home by phone, mail or in 
person to schedule another visit and to see if you still want to take part in the research. When this 
contact is made you will not be identified as being in this research.] 
 
Compensation 
You will not be paid, since you do not have to take part in this research. (If payment is planned, tell 
volunteer the actual amount to be given, conditions for receiving this payment, and when payments 
are made.  Payments should be made as the research progresses and not be contingent upon the 
volunteer completing the entire research.) 
 
Staying in the Research  
When applicable: If you decide to take part in this research, we ask you to use only the research 
(drug, device or treatment) that we provide. (Or if the research method is to be used with another 
method, list conditions of use.  Also note any exceptions to the exclusive use requirement.) 
 
Alternatives to Participation 
You do not have to participate in the research in order to receive [care/services/treatments].  
Alternatives include: 

 Other contraceptive methods. 
 Receiving services without taking part in the research. 
 Etc. 

 
Leaving the Research  
You may leave the research at any time.  If you choose to take part, you can change your mind at 
any time and withdraw. 
 
[When applicable] If so, please tell the research doctor/clinic staff why you wish to leave. 
 
Also, you may be asked to leave the research if (list applicable points):  

 the research doctor/clinic staff feels it is best for you, or  
 you are not able to follow the research procedures, or  
 the research is stopped.  

 
[When applicable] We will tell you if we learn something new about (the research product or 
drug) that could affect your choice to stay in the research. When you are no longer in the research, 
you will still be able to use this clinic. 
 
If You Have a Problem or Have Other Questions 
If you have a problem that you think might be related to taking part in this research or any 
questions about the research, please call (name and number).  If you need more help, we may give 
you a referral where you may have to pay.  (If there is a different alternative, it should be stated 
here.) 
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If You Get Sick or Have a Health Problem (when applicable) 
Please phone (phone number) or come back to the clinic right away, at any time during the 
research, if you: 

 get sick, or 
 think you are (pregnant), or 
 have concerns about your health (become infected). 

 
If you are sick or have a health problem due to your participation in this research, you will not have 
to pay for visits to see the research doctor/clinic staff. If you need more help, we will refer you to 
other clinics, where you may have to pay.  (If there is a different alternative, it should be stated 
here.)   
 
Your rights as a Participant 
This research has been reviewed and approved by the IRB of Family Health International [and the 
site, if applicable]. An IRB is a committee that reviews research studies in order to help protect 
participants.  If you have any questions about your rights as a research participant you may contact 
[name, phone number and address of local Institutional Review Board (IRB) representative and/or 
Mr. David Borasky, Protection of Human Subjects Committee, PO Box 13950, Research Triangle 
Park, NC  27709, USA, phone number: [International Access Code]-1-919-405-1445, , e-mail: 
dborasky@fhi.org.  [NOTE: It may also be appropriate to include a contact person at the local FHI 
country office who would forward concerns on to Mr. Borasky.  It is imperative that this person 
understands their role and agrees to immediately report any concerns to Mr. Borasky.] 
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VOLUNTEER AGREEMENT 
 
 
The above document describing the benefits, risks and procedures for the research titled (name of 
research) has been read and explained to me. I have been given an opportunity to have any 
questions about the research answered to my satisfaction. I agree to participate as a volunteer. 
 
 
__________________  _________________________________________________ 
Date    Signature or mark of volunteer 
 
 
If volunteers cannot read the form themselves, a witness must sign here: 
 
I was present while the benefits, risks and procedures were read to the volunteer. All questions 
were answered and the volunteer has agreed to take part in the research.  
 
 
__________________  _________________________________________________ 
Date    Signature of Witness 
 
 
 
 
 
I certify that the nature and purpose, the potential benefits, and possible risks associated with 
participating in this research have been explained to the above individual. 
 
 
__________________  _________________________________________________ 
Date         Signature of Person Who Obtained Consent 
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Recommended Readings 
 
 
 
Cox LE, Rouff JR, Svendsen KH, et al. Community advisory boards: their role in AIDS 
clinical trials. Health Soc Work 1998;23(4):290-97. 
 
Emanuel EJ, Wendler D, Killen J, et al. What makes clinical research in developing 
countries ethical? The benchmarks of ethical research. J Infect Dis 2004;189(5):930-37. 
 
Lo B, Bayer R. Establishing ethical trials for treatment and prevention of AIDS in 
developing countries. BMJ 2003;327(7410):337-39. 
 
MacQueen KM, Karim QA, Sugarman J. Ethics guidance for HIV prevention trials. BMJ 
2003;327(7410):340. 
 
MacQueen KM, McLellan E, Metzger DS, et.al. What is community? An evidence-based 
definition for participatory public health. Am J Public Health 2001;91(12):1929-38. 
 
Quinn, SC. Ethics in public health research: protecting human subjects: the role of 
community advisory boards. Am J Public Health 2004;94(6):918-22. 
 
Sullivan M, Kone A, Senturia KD, et al. Researcher and researched--community 
perspectives: toward bridging the gap. Health Educ Behav 2001;28(2):130-49. 
 
U.S. Department of Health and Human Services. Creating Partnerships, Improving 
Health: The Role of Community Based Participatory Research. Washington, DC: U.S. 
Department of Health and Human Services, Agency for Healthcare Research Quality, 
2003. 
 
Weijer C, Emanuel EJ. Ethics. Protecting communities in biomedical research. Science 
2000;289(5482):1142-44. 
 
World Health Organization. Indigenous Peoples and Participatory Health Research. 
Geneva: World Health Organization, Centre for Indigenous Peoples’ Nutrition and 
Environment, 2003. 
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Recommended Internet Web Sites 
 
 
Council for International Organizations of Medical Sciences (CIOMS) 
http://www.cioms.ch/  
 
The Center for the Health Professions: University of California, San Francisco 
http://www.futurehealth.ucsf.edu/ 
 
HIV Prevention Trial Network  
http://www.hptn.org/ResearchEthics/ethics.asp  
 
National Institutes of Health (NIH) 
http://www.nihtraining.com/ohsrsite/searchResults.html?searchTerms=community+repre
sentation  
 
Nuffield  
http://www.nuffieldbioethics.org 
 
NIH Bioethics Resources 
http://www.nih.gov/sigs/bioethics 
 
Program on Ethical Issues in International Health Research at Harvard School of Public 
Health 
http://www.hsph.harvard.edu/bioethics/  
 
United Nations Universal Declaration of Human Rights 
http://www.un.org/Overview/rights.html 
 
U.S. National Bioethics Advisory Committee (NBAC Report: The President's Council on 
Bioethics) 
http://www.bioethics.gov  
 
World Medical Association (Declaration of Helsinki) 
http://www.wma.net/e/ethicsunit/helsinki.htm 
 
World Health Organization (Operational Guidelines for Ethics Committees that Review 
Biomedical Research)  
http://www.who.int/tdr/publications/publications/pdf/ethics.pdf   
or http://www.who.int/ethics/research/en/ 
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Research Ethics Training Curriculum Research Ethics Training Curriculum 
for Community Representativesfor Community Representatives

2

ActivityActivity

IntroductionIntroduction
““People should be grateful for the research comingPeople should be grateful for the research coming
into their communities.into their communities.””

Do you:Do you:

Strongly agreeStrongly agree
AgreeAgree
DisagreeDisagree
Strongly disagreeStrongly disagree

3

What Is Health Research?What Is Health Research?

Research is a method of acquiring new Research is a method of acquiring new 
knowledge knowledge 

Health research makes discoveries about Health research makes discoveries about 
how to improve healthhow to improve health
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4

Content OverviewContent Overview

Section I:Section I: Community Participation in the Community Participation in the 
Research ProcessResearch Process

Section II:Section II: Researchers and Sponsors Researchers and Sponsors 
Section III:Section III: Ethics Committees Ethics Committees 

Section IV: Section IV: Principles of Research EthicsPrinciples of Research Ethics
Section V:Section V: Informed ConsentInformed Consent
Section VI:Section VI: Research Ethics DocumentsResearch Ethics Documents

Part APart A

Part BPart B

5

Part APart A

Section I:Section I: Community Participation in the Community Participation in the 
Research ProcessResearch Process

Section II:  Section II:  Researchers and SponsorsResearchers and Sponsors

Section III: Ethics CommitteesSection III: Ethics Committees

CCP

6

Objectives:Objectives:
To define a communityTo define a community

To explain how to involve To explain how to involve 
community representatives in community representatives in 
the research processthe research process

To identify possible roles of a To identify possible roles of a 
community representativecommunity representative

Section I: Community Participation in Section I: Community Participation in 
the Research Processthe Research Process
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7

ActivityActivity

Is it important to have community Is it important to have community 
representatives participate in the research representatives participate in the research 
process?process?

8

Partners in CommunityPartners in Community--Based Based 
Research: A ModelResearch: A Model

Research 
Staff

EC/ IRB

Community

9

ActivityActivity

What is a community?What is a community?
What kind of community is shown in this slide?What kind of community is shown in this slide?
Why is this a community?Why is this a community?

Sara A. Holtz/Peace Corps
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10

Characteristics of a CommunityCharacteristics of a Community

A group linked by:A group linked by:

LocationLocation

Common perspectivesCommon perspectives

Joint actionJoint action

Julie Beamish/FHI

Julie Beamish/FHI

11

Special Research CommunitiesSpecial Research Communities

By diseaseBy disease

By professionBy profession

By populationBy population

By locationBy location
Barbara Barnett/FHI

12

Why Have Community Participation?Why Have Community Participation?

To build a bridge between the community To build a bridge between the community 
and the research and researchersand the research and researchers

To voice local questions and concernsTo voice local questions and concerns

To represent the interests of participantsTo represent the interests of participants

Cheryl Groff
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13

Community Participation in the Community Participation in the 
Research ProcessResearch Process

Before the study, inform the communityBefore the study, inform the community

During the study, follow study progressDuring the study, follow study progress

After the study, share the research findingsAfter the study, share the research findings

14

Roles and Responsibilities of Roles and Responsibilities of 
Community RepresentativesCommunity Representatives

Ensure that research is responsive to Ensure that research is responsive to 
community needs and expectationscommunity needs and expectations

Advocate for the wellAdvocate for the well--being of research being of research 
participantsparticipants

Ensure appropriate informed consentEnsure appropriate informed consent

Secure access to research benefitsSecure access to research benefits

15

Summary: Community Participation Summary: Community Participation 
in the Research Processin the Research Process

Community definition: individuals share Community definition: individuals share 
common characteristicscommon characteristics

Community participation: individuals Community participation: individuals 
promote and enhance the interests of their promote and enhance the interests of their 
communitycommunity

Community representation: individuals Community representation: individuals 
assume many roles and responsibilities assume many roles and responsibilities 
on behalf of their communityon behalf of their community
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Case Study 1: Case Study 1: 
Community ParticipationCommunity Participation

17

Case Study 1: Case Study 1: 
Community ParticipationCommunity Participation

Discussion Questions:Discussion Questions:
1.1. Can this population (community) be included in Can this population (community) be included in 

this study? Why or why not?this study? Why or why not?

2. 2. What measures can the research staff take to What measures can the research staff take to 
ensure that informed consent is ensure that informed consent is givengiven freely by all freely by all 
participants?participants?

3. 3. If you believe that potential participants will not If you believe that potential participants will not 
be able to give voluntary informed consent, what be able to give voluntary informed consent, what 
could be done to change the informed consent could be done to change the informed consent 
process?process?

18

Section II: Researchers and SponsorsSection II: Researchers and Sponsors

Objectives:Objectives:
To list researcher To list researcher 
responsibilitiesresponsibilities

To list sponsor To list sponsor 
responsibilitiesresponsibilities
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19

Nash Herndon/FHI

ResearcherResearcher’’s Responsibilitiess Responsibilities

Protect human participantsProtect human participants

Conduct research according to Conduct research according to 
universal ethical principlesuniversal ethical principles

Use the best possible scientific Use the best possible scientific 
methodsmethods

Obtain appropriate informedObtain appropriate informed
consentconsent

Respect confidentialityRespect confidentiality

20

ResearcherResearcher’’s Responsibilities (cont.)s Responsibilities (cont.)

Conduct research according to protocolConduct research according to protocol

Ensure compliance with ethics committee Ensure compliance with ethics committee 
requirementsrequirements

Provide agreed treatment and/or assistanceProvide agreed treatment and/or assistance

SSupport lupport longong--term interests of participants term interests of participants 
and communities after the studyand communities after the study

Communicate the results of the studyCommunicate the results of the study

21

SponsorSponsor’’s Responsibilitiess Responsibilities

Ensure appropriate review, approval, and Ensure appropriate review, approval, and 
supervision by an ethics committee and supervision by an ethics committee and 
community representative group community representative group 

Select and train qualified researchersSelect and train qualified researchers

Provide policies and proceduresProvide policies and procedures

Monitor the research Monitor the research 

Promote and support community representativesPromote and support community representatives

Ensure publication and dissemination of research Ensure publication and dissemination of research 
resultsresults
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22

SponsorSponsor’’s Responsibilities in s Responsibilities in 
International ResearchInternational Research

Obtain approval of local ethics committeeObtain approval of local ethics committee

Comply with local and national requirementsComply with local and national requirements

Emphasize benefits to local needsEmphasize benefits to local needs

23

Summary: Researchers and Summary: Researchers and 
SponsorsSponsors
Researchers and sponsors shareResearchers and sponsors share
responsibility for:responsibility for:

Designing ethical research that meets local needsDesigning ethical research that meets local needs

Ensuring proper ethical review and approval of the Ensuring proper ethical review and approval of the 
researchresearch

Conducting the research according to the highest Conducting the research according to the highest 
ethical standardsethical standards

Applying and sharing the knowledge gained by the Applying and sharing the knowledge gained by the 
researchresearch

24

Section III: Ethics CommitteesSection III: Ethics Committees

Objectives:Objectives:
To define the role(s) of To define the role(s) of 
ethics committees ethics committees 

To identify the steps in the To identify the steps in the 
progress of a research progress of a research 
studystudy

To link the community and To link the community and 
the ethics committee for the the ethics committee for the 
wellwell--being of the participantbeing of the participant
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Ethics CommitteesEthics Committees

Names of ethics Names of ethics 
committees vary by committees vary by 
locationlocation

Primary role is to Primary role is to 
protect human protect human 
research participantsresearch participants

Njamburi/Cabak ELS

26

Ethics Committee MembersEthics Committee Members

QualifiedQualified
Area of expertise depends on type of researchArea of expertise depends on type of research
Local community representativesLocal community representatives
Religious or other community leadersReligious or other community leaders
Former study participantsFormer study participants

DiverseDiverse
GenderGender
AgeAge
Cultural and ethnic backgroundCultural and ethnic background

27

Ethics Committees: Review of Ethics Committees: Review of 
ResearchResearch

Scientific design and conduct of the studyScientific design and conduct of the study

Recruitment of research participantsRecruitment of research participants

Community considerationsCommunity considerations

Care and protection of research participantsCare and protection of research participants

Appropriateness of informed consentAppropriateness of informed consent

Confidentiality issuesConfidentiality issues
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Ethics Committees and Ethics Committees and 
Community RepresentativesCommunity Representatives

TwoTwo--way communication between way communication between 
ethics committee and community ethics committee and community 
representatives is importantrepresentatives is important

Researchers may initiate Researchers may initiate 
communication between ethics communication between ethics 
committees and community committees and community 
representativesrepresentatives Sereem Tjaddeis/CCP

29

Summary: Ethics CommitteesSummary: Ethics Committees

Primary role is the protection of research Primary role is the protection of research 
participantsparticipants

Members are from diverse professional Members are from diverse professional 
and personal backgroundsand personal backgrounds

Are responsible for review of the researchAre responsible for review of the research

30

Part BPart B

Section IV:   Section IV:   Principles of Research EthicsPrinciples of Research Ethics

Section V:Section V: Informed ConsentInformed Consent

Section VI:Section VI: Research Ethics DocumentsResearch Ethics Documents
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Section IV: Principles of Section IV: Principles of 
Research EthicsResearch Ethics

Objectives:Objectives:
To learn the 3 fundamental To learn the 3 fundamental 
principles of research ethicsprinciples of research ethics

To identify vulnerable To identify vulnerable 
research participantsresearch participants

32

Nash Herndon/FHI

Three Fundamental Principles of Three Fundamental Principles of 
Research EthicsResearch Ethics

Respect for personsRespect for persons

BeneficenceBeneficence

JusticeJustice

Todd Shapera

33

ActivityActivity

Todd Shapera

Todd Shapera

Respect for PersonsRespect for Persons
List words or sentences List words or sentences 
that help define respect that help define respect 
for personsfor persons
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Respect for PersonsRespect for Persons

Each individual:Each individual:
Is unique and freeIs unique and free

Has the right and capacity to Has the right and capacity to 
decidedecide

Has value and dignityHas value and dignity

Has the right to informed consentHas the right to informed consent

CCP

35

ActivityActivity

Vulnerable ParticipantsVulnerable Participants

List groups of people considered List groups of people considered 
to be vulnerable research to be vulnerable research 
participantsparticipants

Nadine Burton/FHI

36

Minors, pregnant women, Minors, pregnant women, 
prisonersprisoners
Persons with mental disabilities Persons with mental disabilities 
Persons who are illiterate or Persons who are illiterate or 
have limited formal educationhave limited formal education
Persons withPersons with limited access to limited access to 
health serviceshealth services
Women in some settingsWomen in some settings

Who Are Vulnerable Persons? Who Are Vulnerable Persons? 

Eva Canoutas/FHI

Julie Beamish/FHI

Elizabeth Robinson/FHI
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ActivityActivity

BeneficenceBeneficence

List examples of beneficenceList examples of beneficence

Nash Herndon/FHI

38

Nash Herndon/FHI

BeneficenceBeneficence

Researchers must:Researchers must:

Protect physical, mental, and Protect physical, mental, and 
social wellsocial well--beingbeing

Reduce risks to a minimumReduce risks to a minimum

Retain the community Retain the community 
perspectiveperspective

39

ActivityActivity

JusticeJustice

List words or sentences List words or sentences 
that help define justicethat help define justice
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40

JusticeJustice

Researchers must:Researchers must:
Ensure a fair distribution of risks and benefitsEnsure a fair distribution of risks and benefits

Conduct equitable recruitment of research participantsConduct equitable recruitment of research participants

Provide special protection for vulnerable groupsProvide special protection for vulnerable groups

41

Summary: Principles of Research Summary: Principles of Research 
EthicsEthics

Respect for personsRespect for persons
BeneficenceBeneficence
JusticeJustice
Vulnerable populations at greater riskVulnerable populations at greater risk

42

Case Study 2: AutonomyCase Study 2: Autonomy
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Case Study 2: AutonomyCase Study 2: Autonomy

Discussion Questions:Discussion Questions:
1.1. Can this community representative group adequately Can this community representative group adequately 

represent the issues and concerns of potential participants if represent the issues and concerns of potential participants if 
the group receives money from the study? Why or why not?the group receives money from the study? Why or why not?

2.2. Is it appropriate to provide community advisors any form of Is it appropriate to provide community advisors any form of 
compensation for their participation? What would be compensation for their participation? What would be 
acceptable compensation, and what would be inappropriateacceptable compensation, and what would be inappropriate??

3.3. Could paying the advisors affect which issues, concerns, and Could paying the advisors affect which issues, concerns, and 
advice would be discussedadvice would be discussed??

44

Section V: Informed ConsentSection V: Informed Consent

Objectives:Objectives:
To explain the concept To explain the concept 
of informed consentof informed consent

To name and discuss To name and discuss 
the 8 essential elements the 8 essential elements 
of informed consentof informed consent

45

Source: Council of International Organizations of Medical Sciences (CIOMS) Ethical Guidelines

What Is Informed Consent?What Is Informed Consent?

““Consent given by a competent individual whoConsent given by a competent individual who

Has received the necessary informationHas received the necessary information

Has adequately understood the informationHas adequately understood the information

After considering the information, has arrived After considering the information, has arrived 
at a decision without having been subjected to at a decision without having been subjected to 
coercion, undue influence or inducement, or coercion, undue influence or inducement, or 
intimidationintimidation””
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Community Representatives and Community Representatives and 
the Informed Consent Processthe Informed Consent Process

Participation, in the draft and review of the informed Participation, in the draft and review of the informed 
consent process safeguards participantsconsent process safeguards participants’’ wellwell--beingbeing

Community representative advice is essential for:Community representative advice is essential for:
DevelopmentDevelopment

Review, agreement, or approvalReview, agreement, or approval

Participant understandingParticipant understanding

VigilanceVigilance

47

Informed Consent ProcessInformed Consent Process

The informed consent process begins The informed consent process begins 
when people first hear about a study.when people first hear about a study.

Denise Todloski

48

ActivityActivity

Denise Todloski
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Informed Consent Process Informed Consent Process (cont.)(cont.)

Getting the facts about the study

Denise Todloski

50

ActivityActivity

Denise Todloski

51

Informed Consent Process Informed Consent Process (cont.)(cont.)

During the study:
People must remember 
what is expected

Rumors may develop

New information may 
become available

Denise Todloski
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Handling rumors

ActivityActivity

Denise Todloski

53

Creation of Informed Consent Creation of Informed Consent 
DocumentsDocuments

Use local language 

Write to appropriate reading level

Illustrate with appropriate concepts and 
images

Perform a translation and back-translation

Pilot-test

54

Essential Elements of Informed Essential Elements of Informed 
ConsentConsent

1.1. Research descriptionResearch description
2.2. RisksRisks
3.3. BenefitsBenefits
4.4. AlternativesAlternatives
5.5. ConfidentialityConfidentiality
6.6. CompensationCompensation
7.7. ContactsContacts
8.8. Voluntary participation and withdrawalVoluntary participation and withdrawal

H. Kakande/DISH II Project



Family Health International

Research Ethics Training Curriculum for
Community Representatives 19

55

Informed Consent: Description of Informed Consent: Description of 
the Researchthe Research

Research studyResearch study

Objectives of the studyObjectives of the study

Expected responsibilitiesExpected responsibilities

Procedures involvedProcedures involved

Study durationStudy duration

Explanation of randomization or placebo Explanation of randomization or placebo 

Jason Smith/FHI

56

David Borasky/FHI

Informed Consent: Description of Informed Consent: Description of 
RisksRisks

Anticipated or foreseeableAnticipated or foreseeable

Physical, social, psychologicalPhysical, social, psychological

Likelihood, severity, durationLikelihood, severity, duration

57

Informed Consent: Description of Informed Consent: Description of 
BenefitsBenefits

Reasonably expectedReasonably expected

Not exaggeratedNot exaggerated

DurationDuration

Jean Sack/ICDDRB
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Informed Consent: Available Informed Consent: Available 
AlternativesAlternatives

Alternative procedures Alternative procedures 
or treatmentor treatment

Advantages and Advantages and 
disadvantagesdisadvantages

AvailabilityAvailability
CCP

59

Informed Consent: ConfidentialityInformed Consent: Confidentiality

Degree of confidentialityDegree of confidentiality

Indicate persons or organizations who may Indicate persons or organizations who may 
have access to the informationhave access to the information

Anticipated future use of data or biological Anticipated future use of data or biological 
samplessamples

60

Informed Consent: CompensationInformed Consent: Compensation

Fully explained and not coerciveFully explained and not coercive

Fair payment for time, travel, and Fair payment for time, travel, and 
inconvenienceinconvenience

Possibility of treatment and Possibility of treatment and 
compensation in case of researchcompensation in case of research--
related injury or complicationsrelated injury or complications

Degree of health care to be made Degree of health care to be made 
available available 

Susan Palmore/FHI
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Elizabeth Robinson/FHI

Informed Consent: Contact PersonsInformed Consent: Contact Persons

Research teamResearch team

Ethics committeeEthics committee

Special groupsSpecial groups

62

Informed Consent: Voluntary Informed Consent: Voluntary 
ParticipationParticipation

Absolutely voluntaryAbsolutely voluntary

Right to discontinue at Right to discontinue at 
any timeany time

No penalty for refusal No penalty for refusal 
or withdrawalor withdrawal CCP

63

Informed Consent: Informed Consent: 
DocumentationDocumentation

Is only part of the informed consent processIs only part of the informed consent process

Signatures may not always be possibleSignatures may not always be possible

Waiving requires ethics committee review and Waiving requires ethics committee review and 
approvalapproval

Dharma Raj Bajracharya/CCP
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Summary: Informed ConsentSummary: Informed Consent

Ethical, not just legal, requirementEthical, not just legal, requirement

Free of coercionFree of coercion

Documentation neededDocumentation needed

Comprehensibility essentialComprehensibility essential

Support materials helpfulSupport materials helpful

PilotPilot--testing encouragedtesting encouraged

65

Case Study 3:Case Study 3:
Informed Consent ProcessInformed Consent Process

66

Case Study 3: Case Study 3: 
Informed Consent ProcessInformed Consent Process

Discussion QuestionsDiscussion Questions::
1.1. How should community representatives advise the How should community representatives advise the 

research staff concerning participantsresearch staff concerning participants’’ reported reported 
highhigh--risk behavior?risk behavior?

2.2. What changes could the community What changes could the community 
representatives recommend for the enrollment of representatives recommend for the enrollment of 
new participants?new participants?

3.3. What improvements might be made in the design What improvements might be made in the design 
of future studies and their enrollment strategies?of future studies and their enrollment strategies?
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Section VI: Research Ethics Section VI: Research Ethics 
DocumentsDocuments

Objectives:Objectives:
To identify 2 ethics To identify 2 ethics 
considerations included considerations included 
in these documentsin these documents

To recognize the 3 To recognize the 3 
universal principles universal principles 
highlighted in these highlighted in these 
documentsdocuments

68

Developed to observe the Developed to observe the ““rules of the roadrules of the road”” for research for research 
involving human participantsinvolving human participants

Basic Research Ethics DocumentsBasic Research Ethics Documents

NurembergNuremberg

HelsinkiHelsinki

BelmontBelmont

CIOMSCIOMS

69

The Declaration of HelsinkiThe Declaration of Helsinki

““The wellThe well--being of the human subject being of the human subject 
should take precedence over the interests of should take precedence over the interests of 
science and societyscience and society””
Consent should be in writingConsent should be in writing
Use caution if participant is in dependent Use caution if participant is in dependent 
relationship with researcherrelationship with researcher
Limit use of placeboLimit use of placebo
Participants benefit from researchParticipants benefit from research
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From the Belmont Report to the From the Belmont Report to the 
Code of Federal RegulationsCode of Federal Regulations
Evolution of research ethics in the United StatesEvolution of research ethics in the United States

The Tuskegee StudyThe Tuskegee Study
Ethical problems with research are identifiedEthical problems with research are identified

The Belmont ReportThe Belmont Report
Fundamental principles for the ethical conductFundamental principles for the ethical conduct
of research are advocatedof research are advocated

The Code of Federal RegulationsThe Code of Federal Regulations
Specific regulations are adoptedSpecific regulations are adopted

71

NurembergNuremberg

HelsinkiHelsinki

CIOMSCIOMS

•• Role of ethics committeesRole of ethics committees

•• Informed consentInformed consent

•• Access to benefitsAccess to benefits

•• Provision of health care Provision of health care 
servicesservices

•• Distribution of burdens and Distribution of burdens and 
benefits benefits 

Council for International Organizations Council for International Organizations 
of Medical Sciences (CIOMS) Guidelinesof Medical Sciences (CIOMS) Guidelines

72

From Fundamental Ethical Principles From Fundamental Ethical Principles 
to Local Guidelinesto Local Guidelines

National regulations and 
international recommendations

Respect for persons,
beneficence,

justice

3 Principles3 Principles

Local/institution 
operational guidelines
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Local Regulations and GuidelinesLocal Regulations and Guidelines

Rapid growth of Rapid growth of 
international international 
research research 
Many countries now Many countries now 
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Protection of the participantProtection of the participant
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CertificationCertification

For more information, contact:For more information, contact:
Office of International Research EthicsOffice of International Research Ethics
Family Health InternationalFamily Health International
P.O. Box 13950P.O. Box 13950
Research Triangle Park, NC 27709 USA Research Triangle Park, NC 27709 USA 

EE--mail: mail: ethics@fhi.orgethics@fhi.org
Web site: Web site: www.fhi.orgwww.fhi.org
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Research Ethics Training Curriculum for Community Representatives 
 

Participant’s Evaluation 
 
Please answer the questions below after completing the Research Ethics Training Curriculum for 
Community Representatives presentation. The information you provide will help FHI improve future 
presentations. 
 
1. What are your current job responsibilities? (Please mark all that apply.) 

 Community advisory board member 
 Community representative 
 Ethics committee member 
 Health professional 
 Nonscientist 
 Other (please specify) ________________________________________________ 

 
2. Did the presentation address what you consider to be the most important research ethics issues 

for community representatives? (Please mark one box.)      Yes   No 
 

3. What information, if any, should have been covered but was not included? (Please specify) 

 
 

4. What part of the presentation, if any, should have been excluded? (Please specify) 

 
 

5. How familiar were you with the information in the curriculum prior to this presentation?  
 Very familiar   Somewhat familiar          Not at all familiar 

 

6. Which 2 presentation messages do you think will be the most useful to you? 

1. ________________________________________________________________________ 
2. ________________________________________________________________________ 

 

7. How did you benefit from attending this presentation? (Please mark all that apply) 
 Learned more about basic research ethics principles 

 Learned more about the importance of informed consent 

 Improved my understanding of the research process through the case studies 

 Gained a better understanding of my community’s rights and roles  

 Have increased confidence to better represent my community in the research process 

 Learned more about the roles of ethics committees  

 Did not benefit 

 Other (specify)_________________________________________________
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8. Based on the information presented in this curriculum, is there anything you will do differently 
when representing your community in the research process?          Yes        No 

 
If Yes, what changes would you consider? 

 
 

If No, why would you not consider making any changes? 
 
 
 

9. Please respond to each of the following statements by marking “x” in the box that best describes 
your feelings. 

 Strongly 
Agreed 

Agree Disagree Strongly 
Disagree 

The information presented was very easy to understand.     

The information presented was relevant to community 
representatives. 

    

The information was organized in a logical, easy-to-follow 
manner. 

    

Participants had opportunities to ask questions.     

Participants’ questions were clearly answered.     

The presenter used participatory activities to make the 
learning easier. 

    

The handouts given during the presentation were useful.     

The length of the presentation was appropriate.     

 
 
10. Would you recommend the curriculum to colleagues? Why or why not? 
_____________________________________________________________________________________
_____________________________________________________________________________________
_________________________________________________________________________ 
 
 
11. Please add any additional comments or suggestions. 
_____________________________________________________________________________________
_____________________________________________________________________________________
_________________________________________________________________________ 
 
Thank you for your assistance. 
 

 
 
Please return this evaluation form to: 
Office of International Research Ethics 
Family Health International 
P.O. Box 13950 
Research Triangle Park, NC 27709  USA 
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