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Part 1: Participant Information Sheet
1. Introduction
Example: Hello, my name is __________________________________________________, and I work at [your organization]. You are invited to take part in a research study. Before you decide, it is important to understand why the study is being conducted and what participation will involve. Please read the following information carefully or ask someone to read it for you, and feel free to ask questions at any time. You are free to take time before deciding whether to join the study. You may discuss it with anyone you trust. If any part of the information is unclear, ask me to pause and explain. You may also raise questions later with me or another member of the research team.
2. Purpose of the research
The purpose of this study is to [clearly explain the objectives in simple, non-technical language]. Example: This study aims to help clinics and hospitals improve the support they provide to patients in achieving and maintaining good health. We will interview participants and ask a series of questions, and your consent is required before taking part. It is possible that some services important to the community are not currently available in local clinics and hospitals. In this study, we will explore your knowledge of caring for your health, including sexual and reproductive health. By sharing your experiences and understanding, you will help us identify ways to ensure that local services better meet community needs.
3. Why you have been invited?
You are being invited to participate in the study because [state inclusion criteria in simple terms]. Example: We want to talk to many participants about their health and the information or services they would like for themselves. One aspect of health that we want to discuss with them is sexuality. We would like to ask you to participate because you live in this region. You are one of the participants selected by lottery from households in this community.
4. [bookmark: _Hlk226550612]What will happen if I take part in this study? 
[bookmark: _Hlk226550651]If you agree to participate, you will be asked to [clearly describe all procedures step-by-step, including the location and frequency of visits, mention any recordings, biological samples, or data collection]. Example: The study will comprise a questionnaire and an interview. You will participate in a discussion with 7-8 other participants. Women and men will be in separate groups. This discussion will be guided by a moderator. You will participate in an interview and complete a questionnaire. The questionnaire will be read aloud, and you can give me the answer that you want me to write. The group discussion will be initiated by the focus group guide (group discussion leader). We will answer any questions they might have about the research. Then we will ask questions about the health system in this community. We will talk about where you go for health information and whether you get the services you need. We will encourage you to talk about reproductive health as well as other important health topics, such as food and nutrition. We will not ask you to share personal stories or anything that you are not comfortable sharing. The discussion will take place at [Insert location of the FGD], and only the participants and the FGD moderators will be present. The entire discussion will be tape-recorded, but no one will be identified by name on the tape. The tape will be kept [explain how the tape will be stored]. The information recorded is confidential, and no one else except [name of person(s) with access to the recordings] will be allowed to listen to the tapes. The tapes will be destroyed after [insert period or time]. If you do not wish to answer any of the questions during the interview, you may say so, and the interviewer will move on to the next question.
5. [bookmark: _Hlk226550732]Duration of the study
Example: We are asking you to participate in an interview, which will take about 1 hour of your time. We can do this outside of work hours. There is also a questionnaire that we will complete together, which takes about 2 hours to complete. Altogether, we are asking for about 3 hours of your time.
6. [bookmark: _Hlk226550746]What are the possible risks or discomforts?
Example: There is a slight risk that you may share some personal or confidential information, or that you may feel uncomfortable talking about some of the topics. However, we do not wish this to happen. And you may refuse to answer any question or not take part in any portion of the discussion if you feel the question(s) are too personal or if discussing them makes you uncomfortable.
7. [bookmark: _Hlk226550759]Do I have to take part? 
Example: Participation in this study is voluntary. You do not have to agree to talk to us. You can choose to say no, without losing any of your rights. We understand that making decisions can be difficult, and it can be tough when the research includes sensitive topics like sexuality. You can ask as many questions as you like, and we will take the time to answer them. You don't have to make a decision today; you can think about it and tell me what you decide later.
8. Right to refusal or withdrawal of consent
Example: You may choose not to participate in this study. You do not have to take part in this research if you do not wish to do so. Choosing to participate or not will not affect your rights in any way. You will still have all the benefits that would otherwise be available to you. You may stop participating or withdraw your consent at any moment without losing any of your rights.
9. [bookmark: _Hlk226550841]Will my participation be kept confidential?
Example: Because something out of the ordinary is being done through research in your community, it will draw attention. If you participate, you may be asked questions by other community members. We will not share information about you outside the research team. The information that we collect from this research project will be kept confidential. Information about you that will be collected during the research will be stored, and only the researchers will have access to it. Any information about you will be assigned a number instead of your name. Only the researchers will know your number, and we will secure that information with a lock. It will not be shared with or given to anyone except [name who will have access to the information, such as research sponsors, and your clinician. We will ask you and others in the group not to discuss what was said with anyone outside the group. We will, in other words, ask each participant to keep what was said in the group confidential. You should be aware, however, that we cannot prevent participants who were in the group from sharing information that should be confidential.
10. [bookmark: _Hlk226550899]What are the possible benefits of taking part?
Example: There will be no immediate and direct benefit to you, but your participation is likely to help us understand more about the health needs of your community. We hope that this information will enable local clinics and hospitals to better meet those needs in the future.
11. [bookmark: _Hlk226550918][bookmark: _Hlk217467512]Will I be paid or incur any costs? 
Example: You will not be provided with any payment for taking part in the research. However, you will be given [give a figure, if money is involved] for your time, and [give a figure] for travel expenses (if applicable).
12. Publication and dissemination of research findings
Example: At the end of the study, we will share what we have learned with the participants and the community. We will do this by meeting first with the participants and then with the larger community. A written report will also be given to the participants, whom they can share with their families. We will also publish the results so that others interested in our research may learn from our findings.
13. [bookmark: _Hlk226551072]Will my data be used in future research?
Example: With your permission, your data and/or samples may be stored for use in future research. Future research will not reveal your identity, and all use of your data will comply with Rwandan law and ethical standards. You may choose to allow or decline this option when signing the consent form.
14. [bookmark: _Hlk226551158]Who can I contact for more information regarding the study?
If you have any questions about the research, you may ask them now or later, even after the study has started. If you wish to ask any questions later, you may contact any of the following:
Name of the First person					Name of the Second person
E-mail : 							E-mail : 
Phone: 07xxxxxxxx					Phone: 07xxxxxxxx
15. [bookmark: _Hlk226551174]Who can I contact regarding my rights protection?
[bookmark: _Hlk217546207]This research agreement has been reviewed and approved by the Rwanda National Research Ethics Committee (RNEC). Research in Rwanda is guided by the Rwandan Law on research involving a human being and adheres to the International Ethics Principles and Guidelines. If you need help with your rights or wish to find out more about participants’ rights, contact the RNEC Chairperson or Secretary at the following addresses:
RNEC Secretary						RNEC Chairperson
Phone: 0788338058					Phone: 0788338046


PART 2: Certificate of Informed Consent (For participants who can read and write)
I, _______________________________________________ (insert participant’s full name), confirm that:
I have been asked to consent to participate in this research study, which will involve completing one interview and a questionnaire. I have read the foregoing information, and I have been informed that the risks are minimal and may include [Insert possible risks]. I am aware that there may be no personal benefit to me, and that we will not be compensated beyond travel expenses. I have been provided with the name and phone number of a researcher who can be easily contacted with any questions.
I have had the opportunity to ask questions about it, and all have been answered to my satisfaction. I understand that I have the right to withdraw from the study at any time without in any way affecting my rights. I therefore voluntarily consent to participate in this study for the following actions:
	1. 
	I consent to participate in the interview, FGD, or survey.
	☐ Yes          ☐ No

	2. 
	I consent to the discussions being audio recorded.
	☐ Yes          ☐ No

	3. 
	I consent to the discussions being video recorded.
	☐ Yes          ☐ No

	4. 
	I consent to the future use of my data.
	☐ Yes          ☐ No

	5. 
	I consent to provide a blood sample, urine, etc., for lab tests
	☐ Yes          ☐ No

	6. 
	I consent to the storage of my blood samples for future research
	☐ Yes          ☐ No



Signature of Participant __________________________Date (dd/mom/yyyy) ___________________

Statement of the Researcher
I have accurately read the consent form to the participant. I have explained the study to the participant clearly. The participant was allowed to ask questions, and I answered all of them. I confirm that the participant understood the information and voluntarily provided consent.
A copy of this Informed Consent Form has been provided to the Participant.

Print name of Researcher____________________________          Signature:  ________________


PART 2: Certificate of Informed Consent (For participants who cannot read or write)
I, __________________________________________________ (participant’s full name), confirm that:
I have been asked to consent to participate in this research study, which will involve completing one interview and a questionnaire. The information was read to me in a language I understand, and in the presence of the witness of my choice. I have been informed that the risks are minimal and may include [Insert possible risks]. I am aware that there may be no personal benefit to me, and that we will not be compensated beyond travel expenses. I have been provided with the name and phone number of a researcher who can be easily contacted with any questions.
I have had the opportunity to ask questions about it, and all have been answered to my satisfaction. I understand that I have the right to withdraw from the study at any time without in any way affecting my rights. I therefore voluntarily consent to participate in this study for the following actions:
	1. 
	I consent to participate in the interview, FGD, or survey.
	☐ Yes          ☐ No

	2. 
	I consent to the discussions being audio recorded.
	☐ Yes          ☐ No

	3. 
	I consent to the discussions being video recorded.
	☐ Yes          ☐ No

	4. 
	I consent to the future use of my data.
	☐ Yes          ☐ No

	5. 
	I consent to provide a blood sample, urine, etc., for lab tests
	☐ Yes          ☐ No

	6. 
	I consent to the storage of my blood samples for future research
	☐ Yes          ☐ No


Thumbprint of Participant: 		     	                Date (dd/mom/yyyy): _______________


Statement of the Researcher
I have accurately read the consent form to the participant. I have explained the study to the participant clearly. The participant was assisted by a witness and allowed to ask questions, and I answered all of them. I confirm that the participant understood the information and voluntarily provided consent.
Print name of Researcher____________________________       Signature:  __________________

Statement of the Witness (Required for illiterate participant)
I have accurately read and have witnessed the accurate reading of the consent form to the participant. The participant has had the opportunity to ask questions. I confirm that the individual has freely given consent.
A copy of this Informed Consent Form has been provided to the participant.

Name of the witness_____________________________________ 	             Thumb print of participant

Signature of witness _______________________________
Date (dd/mom/yyyy): _________________________________
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