Supplement 1

Focus Group Discussion (FGD) Guide with Randomly Selected 20 Adults of Aba-Alamu (the host community) of the Yoruba Resident in Ibadan (YRI) HapMap samples in Nigeria

A. Beginning the FGD

The facilitator begins by introducing herself/himself and other personnel on the team (note taker, other research associates):

Good morning! (or afternoon!) My name is [Name] and I will be facilitating (or moderating) our discussion this [morning; afternoon]. This is [Name2] and she/he will be taking notes. [if there is a third member of the theme] This is [Name3] she/he is a research associate to assist with coordinating this Focus Group Discussion. Thank you so much for taking the time to be here today. 

The interviewer may say a few words to emphasize that the research has been approved by proper authorities, as well as the confidentiality of information and voluntariness to participate in the research, and for how long the interview may last:

We want to assure you that this research and our interview session has been approved by the University of Maryland Institutional Review Board (IRB) in the US and the Center for Bioethics and Research Ethics Committee in Nigeria. All the information we collect here today is confidential and will be anonymized. We will use the information you provide, but we will not state anything (names, addresses, or any other information) that will easily identify you in what we do with the information. Please, know that if at any point you do not want to continue participating in this session, you are free to leave, and we will no longer ask you any more questions. This interview will not exceed two hours and you will be compensated $100 for your time.

The interviewer will be recorded so participants consent should be obtained: 

We would like to record this session. Though we will be taking notes, we do not want to miss out on any information. We want to be able to go back and listen again for any information we might have missed. We want to assure you that all notes and recordings will be kept safely and securely. 

The interviewer should confirm that the participants consent to the recording of the session by asking:

Are you okay with us recording the session? 

After confirming the approval of the participants, the interviewer may then invite each participant to introduce herself/himself: 

May you please introduce yourself; tell us your name. 

After all the participants have introduced themselves, the facilitator may then state some ground rules to effectively conduct the discussion:

We ask that you please take turns while speaking and do not interrupt each other. When you want to speak, please indicate by raising your hand. We are interested in what all of you have to say, so please we should respect each other’s opinions. This discussion will not last for more than two hours.

The facilitator then states the purpose of the gathering:

The reason you are here is that you are one of those that have been selected and invited to voluntarily join us so that we can have a discussion about the “Yoruba Resident in Ibadan (YRI)” samples that were collected from your community (Aba-Alamu) during the first phase of the HapMap project in 2001 to find out from you what you know and think about the use of the samples to make induced pluripotent stem cells (iPSCs). 

(The facilitator may take some time to explain that iPSCs are special cells that are made from other cells in the body and that the YRI samples can be used to make iPSCs. The facilitator may also say what kinds of research iPSCs can be used for. It is key that the facilitator tells the group that when the YRI samples were collected during the HapMap project in 2001, the samples were not intended to be used to make iPSCs. The facilitator should use lay language as it is anticipated that members of the community may not fully understand iPSC research).
 
The facilitator may then buttress the point that:

We want to know what moral rules you suggest should apply when researchers are planning to use the YRI samples to generate iPSC. And if you say that the samples can be used to create iPSC and for iPSC research, we would like to know your suggestions about the proper way to ensure that different types of research that use YRI samples and other similar samples that were not originally collected for the purpose are conducted in the right way.

The facilitator may then reassure participants in the FGD of the confidentiality of information and voluntariness to participate in the research:

All the information we collect here today is confidential and will be anonymized. We will use the information you provide, but we will not state anything (names, addresses, or any other information) that will easily identify any of you in anything we do with the information. Please, know that if at any point you do not want to continue participating in this discussion, you are free to leave the group and we will no longer be asking you any more questions. 

Before we begin with the discussion proper, does anyone have any questions?

If there are any questions, the facilitator should attempt to address them as clearly as possible to gain the trust of, and further establish rapport with, the participants. 

After attending to all the questions, the facilitator may begin with the questions for discussion.

B. Going into the Discussion Section

Opening questions: recalling the HapMap study
1.	Can you recall the original HapMap study that was conducted in your community in 2001? Tell us what you remember about the study.
a. Probe: if mention is not made of how the samples have been used for different research studies, how benefits from the research have been maximized, and the continued storage of the samples, the facilitator may ask for their opinions regarding these issues.

b. Probe: After their responses, the facilitator may further probe for the reasons for their positions/opinions on the issues.

2.	To date, tell us of any concerns about your community’s participation in the HapMap study that you have had. 
a. Probe: if there are no indications that they have been following the events relating to how the samples have been used in various research studies, the facilitator may ask about the community’s interface with the Community Advisory Board (CAB) that is supposed to disseminate information to the community. 

Key questions: consent used for the first phase of the HapMap study and for iPSC research 
In moving to this section from the previous one, the facilitator may, as a follow-up to the last question, further probe about the type of consent that was used for the study if this is not mentioned in their initial responses. If, however, it is mentioned, the facilitator may still ask:

3.	What about the consent used for the HapMap study? Tell us what you remember about the type of consent that was used for the first phase of the HapMap study in 2001. 
a. Probe: the facilitator may enlighten the group about the type of consent (broad consent) that was used for the HapMap study if there is no response that indicates a knowledge of the type of consent that was used. The facilitator may then ask the next question.

4.	Can you tell us whether you think the consent that was used for the study was adequate? 
a. Probe: the facilitator may probe for the reasons for their responses and whether such responses indicate that the consent used was adequate or otherwise.

5.	Tell us what other ways you think that consent should be gotten when conducting a similar study as the HapMap study? 

The facilitator may enlighten the group that similar studies are such that samples that are collected are kept in repositories to be used for later research studies. In some instances, it may result that the samples kept become suitable for use in research studies that were not initially envisaged or included in the original consent.
a. Probe: the facilitator may probe the reasons for which they suggest other ways consent may be gotten for similar studies as the HapMap study.

6.	With what we have said regarding how possible it is that the consent given to collect samples and use for an original research may not include that the samples be used for another research such as iPSC research (as it is with the YRI samples), can you tell us how you think researchers can seek consent to use samples they collect for one study but later find out that such samples can be used for another study?  
a. Probe: the facilitator may probe the reasons for which they suggest ways that researchers may seek consent to use samples they collect for a particular study but discover that such samples can be used for another study.
b. Probe: if, however, in their responses, no mention is made of recourse to broad consent, local and national ethics committees, custodians (local heads) of donor communities, the facilitator may ask what participants think about researchers relying on these for consent after first explaining the kind of consent frameworks that each represents. 
c. Probe: the facilitator may further probe to uncover the reasons for which they suggest whether or not researchers may rely on such frameworks for consent.

Key questions: iPSC research using YRI samples 
7.	Are there any types of iPSC research using the YRI, or similar samples that you think should not be allowed/permitted or completely forbidden? 

The facilitator may provide the following examples; the implied differences in both research studies should be clearly stated: (i) research that may lead to the earliest stages in the formation of a baby; and (ii) research to develop body organs that can be used for treatment – e.g., development of kidneys to treat renal (kidney) failure.
a. Probe: the facilitator may probe the types of iPSC research that participants think YRI samples or similar samples should not be used for, as well as the reasons for which they think the samples should not be used for iPSC research studies.

8.	Tell us whether you think it is right for companies who sponsor health research with the intent to sell the products of the research for profit be allowed to use the YRI samples or their data?
a. Probe: the facilitator may probe the reasons for their responses; the facilitator may however explain that making profits in such situations may not always indicate instances of conflict of interest that negatively affects research procedures and outcomes.

Key questions: engaging the host community ethically 
9.	For the purpose of future research in your community, can you share with us how you think researchers may engage your community so that you will trust their research as well as the processes involved in their research?
a. Probe: as a follow-up to the various ways that participants suggest, the facilitator may further probe to ascertain the reasons for which they suggest the ways researchers may engage their community. The facilitator may also probe to ascertain that they are aware of the implications of the ways they suggest that their community may be engaged in future research studies.

10.	Tell us your opinions about how researchers can ensure they do what is right in using and sharing samples like the YRI samples and the results obtained from using the samples to conduct research. 
a. Probe: the facilitator may probe the reasons for which they suggest that researchers should use the samples to conduct the right research, as well as share the results from such research. It is important that the facilitator further probes to uncover the meaning the participants attach to the word ‘right’. (The intended meaning is expected to be connected to what is ethically acceptable)

11.	Share with us your thoughts if you have had any other opportunities to think about the types of questions we are asking about iPSC research and YRI samples? 
a. Probe: If participants report that they have not had opportunities to think about these questions, the facilitator may ask them what they think about these questions that they are being asked.

Closing questions
12.	Are there any additional suggestions/ideas you would like to share at this time regarding any of the questions that we have asked in the course of our discussion? You are free to say how you feel about our discussion today!
a. Probe: the facilitator may listen for important comments/recommendations/suggestions and ask for clarification or reason for comments/recommendations/suggestions that may have been stated.

This stage of the FGD may provide the facilitator with some opportunity to freely engage participants, with the intent to further make participants get into a relaxed mood and talk freely. The facilitator may however strive to maintain the ground rules of the discussion.


C. Ending the FGD

In bringing the discussion to an end, the facilitator should express the appreciation of the research team to the participants who have taken the time to share their knowledge and also given recommendations regarding the use of the YRI samples for creating iPSCs.

On behalf of the research team, I want to express our deepest appreciation to every one of you for consenting to participate in this discussion, as well as for your full participation during the discussion.

The facilitator may then re-emphasize the confidentiality of the information provided by participants:

I would like to reassure you that the information you have provided here in the course of our discussion will remain confidential and only available to researchers who are involved in the study. 

The facilitator may add that: 

You (participants) will be informed of the outcome of the research through a news bulletin. 


Key Informant Interview (KII) Guide for Six Community Advisory Board (CAB) Members of Aba-Alamu (the Host Community) of the Yoruba Resident in Ibadan (YRI) HapMap samples in Nigeria

A. Beginning the Interview

The KII interview session begins with the interviewer introducing herself/himself and the note taker:

Good morning! (or afternoon!) My name is [Name], and I will be conducting the interview this morning (or afternoon). This is [Name2] and she/he will be taking notes and helping me. Thank you so much for your time so we can have this interview session with you.
 
The interviewer may say a few words to emphasize that the research has been approved by proper authorities, as well as the confidentiality of information and voluntariness to participate in the research, and for how long the interview may last:

We want to assure you that this research and our interview session has been approved by University of Maryland Institutional Review Board in the US and the Center for Bioethics and Research Ethics Committee in Nigeria. All the information we collect here today is confidential and will be anonymized. We will use the information you provide, but we will not state anything (names, addresses, or any other information) that will easily identify you in what we do with the information. Please, know that if at any point you do not want to continue participating in this session, you are free to leave, and we will no longer be asking you any more questions. This interview will not exceed two hours and you will be compensated $100 for your time.


We have planned this session not to exceed two hours.

The interviewer should ask the respondent if there are any questions or matters to be clarified before beginning with the question section of the interview:

Before we begin with the questions for the interview, do you have any questions?

If there are any questions, the interviewer should attempt to address them as clearly as possible to gain the trust of, and further establish rapport with, the respondent. 

After attending to all the questions, the interviewer may begin with the questions for session.
If the interview would be recorded, the interviewer should seek the consent of the respondent: 

We would like to record this session. Though we will be taking notes, we do not want to miss out on any information. We want to be able to go back and listen again for any information we might have missed. We want to assure you that all notes and recordings will be kept safely and securely. 

The interviewer should confirm that the respondent consents to the recording of the session by asking:

Are you okay with us recording the session? 

After confirming the approval of the respondent, the interviewer may then invite the respondent to introduce herself/himself: 

May you please introduce yourself; tell us your name. 

After the respondent has introduced himself/herself, the interviewer may take some time to set a relaxed tone for the session, where the respondent feels free enough to respond to questions as he/she sees right. This can be achieved by the interviewer explaining the purpose of the interview, the intended uses of the information and assurances of confidentiality.

The interviewer then states the purpose for the interview:

The reason we are interviewing you is because you are one of the members of the Community Advisory Board (CAB) that was established during the first phase of the HapMap project in 2001. You and other members of the CAB have remained active to date, receiving and circulating information to the Aba-Alamu community about various research studies that have made use of the YRI samples. So, in interviewing you, we are interested in finding out what you know and think about the use of the “Yoruba Resident in Ibadan (YRI)” samples that were collected from your community (Aba-Alamu) during the first phase of the HapMap project in 2001 to make induced pluripotent stem cells (iPSC). 

(The interviewer may take some time to explain that iPSCs are special cells that are made from other cells in the body and that the YRI samples can be used to make iPSCs. The interviewer may also say what kinds of research iPSCs can be used for. The interview may recall with the respondent that when the YRI samples were collected during the HapMap project in 2001, the samples were not intended to be used to make iPSCs. Though the respondent who is a member of CAB may have some knowledge about iPSC, the interviewer should use lay language to ensure the comprehension of the respondent).
 
The interviewer may then add that:

We want to know what moral rules you suggest should apply when researchers are planning to use the YRI samples to generate iPSC. And if you say that the samples can be used to create iPSC and for iPSC research, we would like to know your suggestions about the appropriate way to ensure that different types of research that use YRI samples and other similar samples that were not originally collected for the purpose are conducted in the right way.

We would like to also say that the information you share with us today would contribute to the knowledge of how researchers, institutions and organizations may provide ethics oversight for the use of YRI and similar samples in iPSC research. 

Except when interviewing technical experts, questioners should avoid jargon.

B. Going into the Interview Section

Opening questions: recalling the HapMap study
1.	Can you recall the original HapMap study that was conducted in your community in 2001? Tell us what you can remember about the study in your role as a member of CAB.

2.	To date, can you tell us of any personal concerns about your community’s participation in the HapMap study that you may have had from either/both the researchers or/and the community.
a. Probe: if any concerns are stated, the interview may probe to ascertain the reasons why the respondent has such concerns. 
b. Probe: if, however, no concerns are mentioned, the interviewer may ask the respondent to discuss anything(s) that she/he feels that the researchers could have done better in relation to the HapMap study. 

3.	Can you tell us the types of responses and reactions that you get whenever you engage the community to share with them some of the reports you get regarding how the YRI samples that were collected from your community are being used for various studies?  
a. Probe: if the respondent does not mention how members of the larger community have responded and reacted to use of the YRI samples for different research studies in terms of what benefits that should come to them and the continued storage of the samples, the interviewer may ask the respondent for their opinions regarding these issues.
b. Probe: if mention is made (and if no mention is made), the interviewer should then ask why the respondent thinks that members of the larger community have raised such concerns.

Key questions: consent used for the first phase of the HapMap study and for iPSC research
In moving to this section from the previous one, the interviewer may begin by asking about the type of consent that was used for the HapMap study if this is not mentioned in the respondent’s responses. If the respondent, however, mentions it, the interviewer may still ask:

4.	What do you remember about the consent used for the HapMap study? Tell us what you remember about the type of consent that was used for the study. 
a. Probe: the interviewer may probe the respondent by asking what she/he thinks about the adequacy of the consent. 
b. Probe: the interviewer may further probe by asking the reason for the whether the respondent says the consent was adequate or otherwise.

Though the respondent may have said the consent used in the study was adequate, the interview may still ask:
 
5.	(Though you say that the consent used in the HapMap study is adequate – if the respondent says so) Tell us what other ways you think that consent may have be gotten to conduct the HapMap study or a similar study, particularly given that the samples collected may become suitable for use in other research studies? 

For emphasis, the interviewer may add that similar studies are such that samples that are collected are kept in repositories to be used for later research studies. In some instances, it may result that the samples kept become suitable for use in research studies that were not initially envisaged or included in the original consent.
a. Probe: the interviewer may probe the reasons for which the respondent suggests other ways consent may be gotten for similar studies as the HapMap study.

6.	With what we have mentioned regarding how possible it is that the consent given to collect samples and use for an original research may not include that the samples be used for another research such as iPSC research (as it is with the YRI samples), can you tell us how you think researchers can seek consent to use samples they collect for one study but later find out that such samples can be used for another study?  
a. Probe: the interviewer may probe the reasons for which the respondent suggests ways that researchers may seek consent to use samples they collect for a particular study but discover that such samples can be used for another study.
b. Probe: if, however, in the respondent’s responses, no mention is made of recourse to broad consent, local and national ethics committees, custodians (local heads) of donor communities, the interviewer may ask what the respondent thinks about researchers relying on these for consent after first explaining the kind of consent frameworks that each represents. 
c. Probe: the interviewer may further probe to uncover the reasons for which the respondent suggests whether or not researchers may rely on such frameworks for consent.

Key questions: iPSC research using YRI samples 
7.	Are there any types of iPSC research using the YRI, or similar samples that you think should not be allowed/permitted or completely forbidden? 

The interviewer may provide the following examples; the implied differences in both research studies should be clearly stated: (i) research that may lead to the earliest stages in the formation of a baby; and (ii) research to develop body organs that can be used for treatment – e.g., development of kidneys to treat renal (kidney) failure.
a. Probe: the interviewer may probe the types of iPSC research that the respondent thinks YRI samples or similar samples should not be used for, as well as the reasons for which the respondent thinks the samples should not be used for iPSC research studies.

8.	Can you tell us whether you think it is appropriate for companies who sponsor health research with the intent to sell the products of the research for profit be allowed to use the YRI samples or their data?
a. Probe: the interviewer may probe the reasons for the respondent’s position; the interviewer may however explain that making profits in such situations may not always indicate instances of conflict of interest that negatively affects research procedures and outcomes.

Key questions: engaging the host community ethically 
9.	For the purpose of future research in your community, can you share with us how you think researchers may engage your community so that you will trust their research as well as the processes involved in their research?
a. Probe: as a follow-up to the various ways that the respondent may suggest, the interviewer may further probe to ascertain the reasons for which the respondent suggests the ways researchers may engage her/his community. 

10.	Can you tell us your opinion about how researchers can ensure they do what is right in using and sharing samples like the YRI samples and the results obtained from using the samples in research? 
a. Probe: the interviewer may probe the reasons for which the respondent suggests that researchers should use the samples to conduct the right research, as well as share the results from such research. It is important that the interviewer probes to uncover the meaning the respondent attaches to the word ‘right’. (The intended meaning is expected to be connected to what is ethically acceptable)

11.	Can you share with us your thoughts if you have had any other opportunities to think about the types of questions we are asking about iPSC research and YRI samples? 
a. Probe: If the respondent reports that she/he has not had opportunities to think about these questions, the interviewer may ask the respondent what she/he thinks about these questions that she/he is being asked.

Closing questions
12.	Are there any additional suggestions/ideas you would like to share at this time regarding any of the questions that we have asked in the course of our interview with you? You are free to speak about any of the questions that we have asked you!
a. Probe: the interviewer may listen for any important comments or suggestions or recommendations and ask for clarification or reason(s) for such comments or suggestions or recommendations that may have been stated.

At this stage of the interview, the interviewer may allow the respondent the opportunity to freely talk about anything relating to the study, beginning with the HapMap study, the respondent’s experience as a member of CAB, the respondent’s experience with the larger members of the community. 


C. Ending the Interview

In bringing the interview to a close, the interview should express the appreciation of the research team to the respondent for sparing time to share her/his knowledge and thoughts regarding the use of the YRI samples for creating iPSCs.

On behalf of the research team, I want to express our deepest appreciation to you for consenting to participate in this interview, as well as for sharing your knowledge and thoughts about the questions we have asked in the course of the interview.

The interviewer may then re-emphasize the confidentiality of the information provided by the respondent:

We would like to reassure you that the information you have provided here in the course of the interview will remain confidential and only available to researchers who are involved in the study. 

The interviewer may add that: 

You will be informed of the outcome of the research through a news bulletin. 





Key Informant Interview (KII) Guide for the Bioethicists involved in the Collection of the Yoruba Resident in Ibadan (YRI) HapMap samples in Nigeria

D. Beginning the Interview

The KII interview session begins with the interviewer introducing herself/himself and the note taker:

Good morning! (or afternoon!) My name is [Name], and I will be conducting the interview this morning (or afternoon). This is [Name2] and she/he will be taking notes and helping me. Thank you so much for your time so we can have this interview session with you.
 
The interviewer may say a few words to emphasize that the research has been approved by proper authorities, as well as the confidentiality of information and voluntariness to participate in the research, and for how long the interview may last:

We want to assure you that this research and our interview session has been approved by the University of Maryland Institutional Review Board (IRB) in the US and the Center for Bioethics and Research Ethics Committee in Nigeria. All the information we collect here today is confidential and will be anonymized. We will use the information you provide, but we will not state anything (names, addresses, or any other information) that will easily identify you in what we do with the information. Please, know that if at any point you do not want to continue participating in this session, you are free to leave, and we will no longer ask you any more questions. This interview will not exceed two hours and you will be compensated $100 for your time.

The interviewer will be recorded so participants consent should be obtained: 

We would like to record this session. Though we will be taking notes, we do not want to miss out on any information. We want to be able to go back and listen again for any information we might have missed. We want to assure you that all notes and recordings will be kept safely and securely. 

The interviewer should confirm that the respondent consents to the recording of the session by asking:

Are you okay with us recording the session? 

After confirming the approval of the respondent, the interviewer may then invite the respondent to introduce herself/himself: 

May you please introduce yourself; tell us your name. 

After the respondent has introduced himself/herself, the interviewer may take some time to set a relaxed tone for the session, where the respondent feels free enough to respond to questions as he/she sees right. This can be achieved by the interviewer explaining the purpose of the interview, the intended uses of the information and assurances of confidentiality.

The interviewer then states the purpose of the interview:

The reason we are interviewing you is because you are one of the bioethicists who was involved in the community engagement and collection of the “Yoruba Resident in Ibadan (YRI)” samples during the first phase of the HapMap project in 2001 in Nigeria. In conducting this interview, we are interested in finding out your knowledge and recommendations about the use of the YRI samples that were collected from your community (Aba-Alamu) during the first phase of the HapMap project in 2001 to create induced pluripotent stem cells (iPSC). 

(The interview may recall with the respondent that when the YRI samples were collected during the HapMap project in 2001, the samples were not intended to be used to make iPSCs. Though the respondent who was a bioethicist who took part in the community engagement and samples’ collection in the community may have knowledge about iPSC, the interviewer may make a few comments about iPSC research using simple language).
 
The interviewer may then add that:

We want to know what ethical principles that you suggest should apply when researchers are planning to use the YRI samples to generate iPSC. And if you say that the samples can be used to create iPSC and for iPSC research, we would like to know your recommendations about the appropriate way to ensure that different types of research that use YRI samples and other similar samples that were not originally collected for the purpose for a particular research are rightly used in conducting another research.

It is important that we also say that the information you share with us today would contribute to the knowledge of how researchers, institutions and organizations may provide ethics oversight for the use of YRI and similar samples in iPSC research. 

The interviewer should ask the respondent if there are any questions or matters to be clarified before beginning with the question section of the interview:

Before we begin with the questions for the interview, do you have any questions?

If there are any questions, the interviewer should attempt to address them as clearly as possible to gain the trust of, and further establish rapport with, the respondent. 

After attending to all the questions, the interviewer may begin with the questions for the session. 

E. Going into the Interview Section

Opening questions: recalling the HapMap study
1.	Can you recall the original HapMap study that was conducted in the Aba-Alamu community in 2001? Tell us what you can remember about the study in your role as a bioethicist who participated in the study.

2.	To date, if you have been following research studies that the YRI samples have been used for, can you tell us of any ethical concerns that you have had with any of such studies?
a. Probe: if any concerns are stated, the interviewer may probe to ascertain the reasons why the respondent has such concerns. The interviewer may also ask how the respondent has attempted to address such concerns. Has the respondent published any written works addressing such concerns, for example?
b. Probe: if, however, no concerns are mentioned, the interviewer may ask the respondent to discuss any matter(s) that she/he feels that researchers who conducted the HapMap study could have done differently. These matters may relate to recruitment of study participants sharing of research benefits, storage of bio-specimens and so on.

Key questions: consent used for the first phase of the HapMap study and for iPSC research
In moving to this section from the previous one, the interviewer may begin by asking about the type of consent that was used for the HapMap study if this is not mentioned in the respondent’s responses. If the respondent, however, mentions it, the interviewer may still ask:

3. 	The use of broad consent, particularly in low- and middle-income countries, has been analyzed, in the literature, to generate challenges such as that it disempowers the autonomous capacity of individual research participants to decide how, and for what, their bio-specimens may be used in terms of research. What do you think about the use of broad consent in the first phase of the HapMap study? 
a. Probe: the interviewer may further probe for the bases for the respondent position regarding the use of broad consent in the first phase of the HapMap study

4.	Do you think that the use of broad consent is adequate to cover the use of YRI samples for iPSC research? 
a. Probe: The interviewer may probe for the grounds for which the respondent supposes that the broad consent used in the HapMap study is sufficient or otherwise.

5.	In some literature, it has been proposed that the kind of consent that balances the goals of iPSC research and the protection of human subjects in research is one where research participants are asked to consent prospectively to a broad umbrella of foreseeable research that anticipates, as much as possible, downstream issues that include future therapeutic applications of iPSCs. What are your thoughts about this consent model? 
a. Probe: the interviewer may ask the difference between this model and the broad or open-ended consent model if the respondent does not make mention of any difference.
a. Probe: the interviewer may further probe for the bases for the respondent’s position regarding her/his thoughts about this consent model.

6.	With the possibility that the consent given to collect and use samples for an initial research may not include that the samples be used for another research such as iPSC research (as it is with the YRI samples), can you tell us how you think researchers can seek consent to use samples they collect for one study but later find out that such samples can be used for another study?  
a. Probe: the interviewer may probe the reasons for which the respondent suggests ways that researchers may seek consent to use samples they collect for a particular study but discover that such samples can be used for another study.
b. Probe: if, however, in the respondent’s responses, no mention is made of such as local and national ethics committees, and custodians (local heads) of donor communities, the interviewer may ask what the respondent thinks about researchers relying on these for consent. 
c. Probe: the interviewer may further probe to uncover the reasons for which the respondent suggests whether or not researchers may rely on such frameworks for consent.
	
Key questions: YRI, iPSC research and Principlist approach to research ethics 
7.	Do you think using the YRI samples or similar samples for creating iPSCs for research or in iPSC research may result in some harm to the donors of such samples?
a. Probe: the interviewer may ask for examples of possible harm to donors of samples in iPSC research if the respondent does not give examples.
b. Probe: if examples are provided, the interviewer may then probe for how some of the harm indicated may be addressed by both researchers and sponsors.

8.	How do you think that the benefits of research using YRI samples to create iPSCs may be shared with the donors of the samples since the samples were anonymized?
a. Probe: the interviewer may probe for the role of researchers and sponsors of research in achieving this if the respondent does not make mention of the roles of these.

9. Do you suppose that a cost/benefit analysis of the suitability of the YRI samples for producing iPSCs permits the use of the YRI samples to be so used given that the samples were not initially meant to be used for iPSC research?
a. Probe: if the respondent supposes that the samples may be used, the interviewer may probe for the bases for which the respondent supposes that the samples may be used.
b. Probe: the interviewer may further probe to know what the respondent thinks about possible exploitation in the use of the samples, as well as ways to avoid exploitation in the use of the samples for research that was not initially envisaged.

10. What kind of governance framework concerning consent, equity in sharing research benefits, and prevention of harm would you propose to address the use of YRI samples and similar samples for iPSC research when such samples were not initially intended for such studies?
a. Probe: for each proposal of the respondent, the interviewer may probe for the bases for which the respondent makes such proposals.

Key questions: YRI samples and iPSC research 
11.	Are there any types of iPSC research using the YRI, or similar samples that you think should not be allowed/permitted or completely forbidden? 

The interviewer may provide the following examples; the implied differences in both research studies should be clearly stated: (i) research that may lead to the earliest stages in the formation of a baby; and (ii) research to develop body organs that can be used for treatment – e.g., development of kidneys to treat renal (kidney) failure.
a. Probe: the interviewer may probe the types of iPSC research that the respondent thinks YRI samples or similar samples should not be used for, as well as the reasons for which the respondent thinks the samples should not be used for iPSC research studies.
12.	Can you tell us whether you think it is appropriate for companies who sponsor health research with the intent to sell the products of the research for profit to be allowed to use the YRI samples or their data?
a. Probe: the interviewer may probe the reasons for the respondent’s position; the interviewer may however explain that making profits in such situations may not always indicate instances of conflict of interest that negatively affects research procedures and outcomes.

13.	iPSCs are immortal, creating longitudinal challenges relating to withdrawal from research, confidentiality and sample sharing, how do you suppose that these may be ethically addressed?
a. Probe: the interviewer may probe for an elucidation of the respondent’s grounds for the suggestions on how these may be ethically addressed.

14.	iPSCs are likely to undergo genomic analyses for intensive characterization and disease screening. In some literature, it has been supposed that this may result in iPSC research raising similar ethical challenges as in genomic research. What are your thoughts in this regard? 
a. Probe: the interviewer may probe for a clarification of the respondent’s reasons for supposing that similar ethical challenges may emerge in iPSC research as with genomics research. 
b. Probe: the interviewer may further probe for examples of such ethical challenges, as well as whether such ethical challenges may be addressed as they have been addressed in genomic research.

Key questions: engaging the host community ethically 
15.	For the purpose of future research such as iPSC research, can you share with us how you think researchers and sponsors may engage host communities so that they can win the trust of such host communities as they conduct their research studies?
a. Probe: as a follow-up to the various ways that the respondent may suggest, the interviewer may further probe to ascertain the reasons for which the respondent suggests the ways researchers may engage her/his community. 

16.	Can you tell us your thoughts about how researchers and sponsors can ensure they do what is ethically acceptable in using and sharing samples like the YRI samples and the results obtained from using the samples in research? 
a. Probe: the interviewer may probe the reasons for which the respondent suggests that researchers should use the samples to conduct the right research, as well as share the results from such research. 

17.	If you have had any other opportunities to think about the types of questions we are asking about iPSC research and YRI samples, can you share your thoughts with us? 
a. Probe: If the respondent reports that she/he has not had opportunities to think about these questions, the interviewer may ask the respondent what she/he thinks about these questions that she/he is being asked.

Closing questions
18.	Are there any additional suggestions/ideas you would like to share at this time regarding any of the questions that we have asked in the course of this interview? You may also speak about issues that we may have not asked questions about if you think that such issues are important to address in the research!
a. Probe: the interviewer may listen for any important comments or suggestions or recommendations and ask for clarification or reason(s) for such comments or suggestions or recommendations that may have been stated.

At this stage of the interview, the interviewer may allow the respondent the opportunity to freely talk about anything relating to the questions that have been asked in the course of the interview, beginning with the HapMap study where the respondent participated as a bioethicist. 

F. Ending the Interview

In bringing the interview to a close, the interviewer should express the appreciation of the research team to the respondent for sparing time to share her/his knowledge and thoughts regarding the use of the YRI samples for creating iPSCs.

On behalf of the research team, I want to express our deepest appreciation to you for consenting to participate in this interview, as well as for sharing your knowledge and thoughts about the questions we asked in the course of the interview.

The interviewer may then re-emphasize the confidentiality of the information provided by the respondent:

We would like to reassure you that the information you have provided here in the course of the interview will remain confidential and only available to researchers who are involved in the study. 

The interviewer may add that: 

You will be informed of the outcome of the research through a news bulletin. 


