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GPP Session 10
Hot Seat
ESTIMATED SESSION TIME

· 45 minutes

OBJECTIVES


By the end of this session, participants will have:

· Explained concepts, principles, and key aspects of the GPP guidelines.  
· Practiced their language and explanation skills around quickly and succinctly describing key aspects of GPP to others.
METHODS


· Game

· Large group discussion

MATERIALS REQUIRED

· Hot Seat Questions

· Flip chart

· Markers

· Tape 

· Extra chair (to serve as “Hot Seat”)
TO PREPARE FOR THE SESSION


· Review the Hot Seat Questions (see Session 10 Materials below). Questions are categorized as “Basic” (having relatively straightforward answers based on the GPP guidelines) and “Advanced” (having somewhat more complex answers, as they address more complex and controversial issues). 

· Thoroughly review the Hot Seat Questions Answer Key (also in the Session 10 Materials section). Refer to the GPP guidelines if you have questions about any of the concepts or issues discussed.

· Consider the learning needs of the individual participants and which questions may be most appropriate for each participant, depending on their familiarity with GPP concepts. 

· Also, consider the number of participants. If you have a large group, they may each only get a chance to answer one question. In that case, you may need to consider which participants should be asked Basic versus Advanced questions.

TO CONDUCT THE SESSION
STEP 1: 


· Place a chair at the front of the room to serve as the “Hot Seat”. 
· Explain that, in this session, each participant will take a turn in the Hot Seat, where they will answer questions about GPP, practice talking about GPP concepts, and build their skills for conducting GPP trainings in the future. 
· Explain that participants are not expected to have a full grasp on all of the concepts or be able to explain them comprehensively. The purpose of this session is to help build those skills. Encourage participants to refer to their copy of the GPP if they need help answering the questions. 

STEP 2: 


· Ask for a volunteer to sit in the Hot Seat. 

· Ask the participant a “Basic question” from the Hot Seat Questions. 

· Correct any errors and offer additional information, as needed, until the question has been answered correctly and comprehensively. 
· Invite another participant to sit in the Hot Seat, and repeat the process.

· Repeat for all participants until each has had a turn answering a Basic question.
STEP 3: 


· Repeat the process, this time asking each participant an “Advanced question”.
· Correct any errors and offer additional information as needed, until the question has been answered correctly and comprehensively. 
· Repeat for all participants.
· Once everyone has had a turn, if time allows, go through another round of Basic and/or Advanced questions.
· At minimum, each participant should have the opportunity to answer at least one Basic or Advanced question, preferably one of each.
STEP 4:


· Debrief by asking the participants the following:

· Which questions did you find most difficult to answer? Which topics did you feel were the most difficult to explain? Why?

· What did you learn from this exercise that will help you in facilitating GPP trainings in the future?

What skills or knowledge do you still need to develop in order to conduct GPP trainings?

Session 10 Materials

· Hot Seat Questions

· Hot Seat Questions Answer Key (For Trainer Only)
Hot Seat Questions

The lists below contain questions to ask participants while in the Hot Seat. Choose at least one question from each list for each participant. Try not to ask the same question more than once.

Basic Questions

· What is GPP? What is it not?

· What is the objective of GPP?

· Who is the intended audience for GPP?

· What is the difference between a stakeholder and a community stakeholder? 
· What was the major historical event, in the field of HIV biomedical prevention research, that led to the initial development of the GPP guidelines?

· How is GPP different from GCP?

· What type of HIV trials and research does GPP apply to?

· How is the GPP document structured? What are the three sections? What is a “guiding principle”? What is a “topic area”? What is a “practice”? 

· Would an investigator be considered a stakeholder? Would a government be considered a stakeholder? The media? Civil society? Describe the potential role that each might have in the research process. 

· Give three examples of stakeholder advisory mechanisms. Which would be considered “formal”, which “informal”, and what is the difference?

· What are some power inequalities that might exist among stakeholders involved in HIV biomedical prevention trials? How does GPP help address them? 
· Explain the GPP principle of “respect”. 
· Explain the principle of “mutual understanding” as it relates to research. Is fostering mutual understanding the responsibility of research teams, community stakeholders, or both? How? 
· Explain the GPP principle of “scientific and ethical integrity”. How does following this GPP principle benefit both the researchers and stakeholders living in the area where a trial is conducted? 
· Explain the GPP principle of “transparency”. What might happen if stakeholders do not uphold the principle of transparency? 
· Explain the GPP principle of “accountability”. What are research teams and other stakeholders accountable for? 
· Explain the GPP principle of “community stakeholder autonomy”. Why is this a GPP guiding principle? 
· Name two topic areas addressed in the GPP guidelines, and briefly describe several of the good participatory practices associated with each.
Advanced Questions

· How is the GPP guidance document different from the UNAIDS/WHO guidance document Ethical considerations in biomedical HIV prevention trials?

· How is GPP different from the Helsinki Declaration?

· Who might not be considered a stakeholder in biomedical HIV prevention research? Give an example.

· What would qualify someone as a key stakeholder in biomedical HIV prevention research?

· How might the GPP guidelines be beneficial to community stakeholders?

· What happens when a stakeholder group opposes a trial? How does GPP recommend such a situation be handled? 

· Who can require that the GPP guidelines be implemented?

Hot Seat Questions Answer Key

(For Trainer Only)
Basic Questions
· What is GPP? What is it not?

Introduction, pp. 5–6: The GPP guidelines provide comprehensive guidance on how trial funders, sponsors, and implementers should engage with stakeholders in the design and conduct of biomedical HIV prevention trials. The GPP guidelines provide a framework for research teams to use in developing effective stakeholder engagement programs throughout the life cycle of the trial. The GPP guidelines are not intended to provide guidance on all scientific and ethical aspects of these trials. Multiple guidance documents already exist that address overall scientific and ethical trial conduct.

· What is the objective of GPP?

Introduction, p. 5: The GPP guidelines provide trial funders, sponsors, and implementers with systematic guidance on how to effectively engage with stakeholders in the design and conduct of biomedical HIV prevention trials. The guidance document describes “design and conduct of biomedical HIV prevention trials” as activities required for the development, planning, implementation, and conclusion of a trial, including dissemination of trial results.

· Who is the intended audience of GPP?

Introduction, p. 5: The GPP guidelines are primarily written for trial funders, trial sponsors, and trial implementers. Trial funders, sponsors, and implementers include investigators, research staff, and all others involved in designing, financing, and executing biomedical HIV prevention trials. It can also include governments, government-sponsored research networks, non-governmental organizations, academic institutions, foundations, public-private partnerships, and pharmaceutical or other companies. Stakeholders not directly involved in funding, sponsoring, or implementing trials can use the guidelines to better understand the objectives, expectations, and methods of stakeholder engagement and to better evaluate such efforts.

· What is the difference between a stakeholder and a community stakeholder? 

Section 1.1, pp. 14–15: Stakeholders are individuals, groups, organizations, government bodies, or any other individuals or collections of individuals who can influence or are affected by the conduct or outcome of a biomedical HIV prevention trial. In the GPP guidelines, the term “stakeholders” refers to any individual or collection of individuals who have a stake in a biomedical HIV prevention trial. “Community stakeholders” refers to both individuals and groups that are ultimately representing the interests of people who would be recruited to or participate in a trial, and others locally affected by a trial. Individuals, organizations, or representatives of high-level authority structures, are explicitly excluded from the term “community stakeholders”. 

· What was the major historical event, in the field of HIV biomedical prevention research, that led to the initial development of the GPP guidelines?

Introduction, pp. 7–9: In 2004, the Cambodian government decided not to allow the proposed PrEP trial to be conducted. In 2005, the Cameroon and Nigerian PrEP trials were discontinued. 

· How is GPP different from GCP?

Introduction, p. 6: The Good Clinical Practice (GCP) document provides ethical guidance specifically for the relationship between investigators and trial participants and for ensuring the integrity of trial data. GPP is the only global guidance document to provide guidance about the relationship between a trial’s funders, sponsors, and implementers, and other stakeholders in the context of biomedical HIV prevention trials. The GPP guidelines provide a framework for research teams to develop effective stakeholder engagement programs throughout the life cycle of the trial.

· What types of HIV trials and research does GPP apply to?

Introduction, pp. 8–9: The GPP guidelines pertain to biomedical HIV prevention trials. They are most relevant for large trials that are likely to have a substantial impact on individuals in the areas where they are conducted. The good participatory practices outlined in the 16 topic areas of Section 3 are applicable to all large-scale effectiveness and efficacy trials. The principles of GPP discussed in Section 2 are relevant to all biomedical HIV prevention trials, as they outline expectations and the foundations for building meaningful partnerships among stakeholders in biomedical HIV prevention research. The GPP guidelines can also be applied when conducting other types of trials and studies, such as smaller safety studies, follow-on studies, behavioral studies, HIV treatment trials, and studies of other diseases.

· How is the GPP document structured? What are the three sections? What is a “guiding principle”? What is a “topic area”? What is a “practice”? 

Introduction, p. 10: The GPP guidelines are divided into three main sections. “Section 1: The importance of good participatory practice” defines the key terms used in the document and describes the realities and the underlying determinants of the HIV epidemic, the context of conducting biomedical HIV prevention trials, and why a participatory approach is necessary to effectively conduct trials. “Section 2: Guiding principles of GPP in biomedical HIV prevention trials” outlines the set of principles that serve as the foundation for the relationships among trial funders, sponsors, and implementers and other stakeholders. These principles include respect, mutual understanding, integrity, transparency, accountability, and community stakeholder autonomy. “Section 3: Good participatory practices in biomedical HIV prevention trials” describes optimal practices to follow when designing and conducting biomedical HIV prevention trials. Under 16 topic areas, this section outlines expected stakeholder engagement activities that take place at each stage of the research life cycle. The topic areas are: formative research activities; stakeholder advisory mechanisms; stakeholder engagement plan; stakeholder education plan; communications plan; issues management plan; site selection; protocol development; informed consent process; standard of HIV prevention; access to HIV care and treatment; non-HIV-related care; policies on trial-related harms; trial accrual, follow-up, and exit; trial closure and results dissemination; and post-trial access to trial products or procedures.

· Would an investigator be considered a stakeholder? Would a government be considered a stakeholder? The media? Civil society? Describe the potential role that each might have in the research process. 

Section 1.1, pp. 14–15: Yes, investigators, governments, media, and civil society can all be considered stakeholders in biomedical HIV prevention research. Stakeholders are individuals, groups, organizations, government bodies, or any other individuals or collections of individuals who can influence or are affected by the conduct or outcome of a biomedical HIV prevention trial. In the GPP guidelines, the term “stakeholders” is used in reference to any individual or collection of individuals who have a stake in a biomedical HIV prevention trial. Members of civil society, such as individuals, NGOs, CBOs, and community groups, are considered community stakeholders according to the GPP guidelines definition. 
· Give three examples of stakeholder advisory mechanisms. Which would be considered “formal”, which “informal”, and what is the difference?

Section 3.2.A.1, p. 29: There are many correct answers, but the GPP guidelines do not provide an exhaustive list. Informal stakeholder advisory mechanisms may be events or less formal means by which research teams seek relevant stakeholders’ views on proposed or ongoing research. Examples include stakeholder meetings, local events, focus group discussions, interviews, consultations, and suggestion boxes. They may involve individuals, existing organizations, local employer associations, local government or traditional committees, or other advocacy, charitable, cultural, political, religious, or social groups.

Formal stakeholder advisory mechanisms typically involve established groups that develop an ongoing relationship with the research team at a particular trial site. Examples include trial participant groups (former or current participants), professional groups (local scientists, service providers, media, or experts on local socio-cultural issues), non-governmental organization advisory groups (with representatives from different non-governmental organizations or community-based organizations), and community advisory boards.

· What are some power inequalities that might exist among stakeholders involved in HIV biomedical prevention trials? How does GPP help address them? 

Section 1.4, p. 19: There are many correct answers to this question. Power inequities might exist between funders and funding recipients, between sponsors or headquarters-based teams and local research teams, and between local research teams and community stakeholders. Examples of inequalities might be related to decision-making processes, control of resources, variation in cultures, infrastructure, research experience, imbalances in literacy, education, and economic resources, as well as those inherent in patient-provider relationships. 

GPP provides a framework for research teams to try to understand these power inequities and engage with a broad range of stakeholders who can provide essential advice to research teams about how best to mitigate the ramifications of these differences through participatory processes with relevant stakeholders. 

· Explain the GPP principle of “respect”.

Section 2.1, p. 22: Respect among stakeholders is key to communicating effectively, fostering trust, and developing partnerships to achieve collective goals. Respect is demonstrated when stakeholders communicate and act in ways that value and honor each other’s perspectives and realities. Ethical research requires fundamental respect for human rights and for confidentiality of trial participants. It also requires respect for local values, cultures, and perspectives as well as for the scientific process.

· Explain the principle of “mutual understanding” as it relates to research. Is fostering mutual understanding the responsibility of research teams, community stakeholders, or both? How? 
Section 2.2, pp. 22–23: It is the responsibility of both. A common understanding of what the objectives are and how to achieve them is essential to fostering effective partnerships among stakeholders. This requires stakeholders to develop competency in both socio-cultural issues and research processes.

· Explain the GPP principle of “scientific and ethical integrity”. How does following this GPP principle benefit both the researchers and stakeholders living in the area where a trial is conducted? 
Section 2.3, p. 24: Both scientific and ethical integrity are necessary for a successful biomedical HIV prevention trial. A successful trial will answer important questions about whether a biomedical HIV prevention option is safe and effective. This information is critical for stakeholders who are in need of more HIV prevention options and also for research teams who continue to implement research to find safe and effective HIV prevention options. 

Ethical integrity requires consideration of broader societal and ethical issues as well as adherence to universal ethical principles that include respect for persons, beneficence, and justice.

Scientific integrity requires adherence to scientific processes in order to ensure that trials meet the highest scientific standards and achieve valid results.

· Explain the GPP principle of “transparency”. What might happen if stakeholders do not uphold the principle of transparency? 
Section 2.4, p. 24: Open, honest, timely, and clear communication enables transparency and fosters collaborative, trusting, and constructive relationships. Transparency is relevant to the research process as well as to the roles of stakeholders. Transparency about research includes ensuring that stakeholders receive open, honest, and understandable information about the objectives and processes of a trial. Transparency means ensuring that feedback from a broad range of stakeholders is acknowledged and addressed.

Transparency about the role of stakeholders includes ensuring that stakeholders are clear on their respective roles and responsibilities; the constituents, if any, they each represent; and the extent to which their input may influence trial-related decisions. Adherence to the principle of transparency means that stakeholders communicate about circumstances that may affect previously agreed upon levels of consultation, involvement, collaboration, and decision making. 

· Explain the GPP principle of “accountability”. What are research teams and other stakeholders accountable for? 
Section 2.5, pp. 24–25: Accountability is fundamental to sustaining relationships built on trust and mutual respect. 
Trial funders, sponsors, and implementers are accountable to the society at large for conducting scientifically valid and ethical research. They are accountable to all research stakeholders for the use of participatory practices and for responding to input from relevant stakeholders as mutually agreed. They are also accountable for ensuring that funding is adequate to enable optimal engagement between research teams and other stakeholders.

Community stakeholders and other relevant stakeholders are accountable for ensuring that their input into the research process is fair and constructive, respects the scientific process, and is in the best self-identified interests of community stakeholders. Where stakeholders accept the responsibility to act as liaisons or representatives between research teams and other stakeholders, they are accountable for representing the interests of those they represent, sharing information about planned or ongoing trials with them, and expressing their needs and concerns to research teams.

· Explain the GPP principle of “community stakeholder autonomy”. Why is this a GPP guiding principle? 
Section 2.6, p. 25: Community stakeholder autonomy describes the community stakeholders’ right to support or refuse proposals to conduct research in a particular area, depending on the community stakeholders’ self-identified interests and desires. While a wide range of stakeholders generally participates in the design, approval, and implementation of a particular trial protocol, the self-identified interests of community stakeholders ultimately determine whether or not a trial will be conducted in a particular area.
· Name two topic areas addressed in the GPP guidelines, and briefly describe several of the good participatory practices associated with each.

Sections 3.1–3.16, pp. 26–65: There are many correct answers to this question. The 16 topic areas are: formative research activities; stakeholder advisory mechanisms; stakeholder engagement plan; stakeholder education plan; communications plan; issues management plan; site selection; protocol development; informed consent process; standard of HIV prevention; access to HIV care and treatment; non-HIV-related care; policies on trial-related harms; trial accrual, follow-up, and exit; trial closure and results dissemination; post-trial access to trial products or procedures.

The recommended practices are outlined in subsection D of each of the topic areas. 
Advanced Questions
· How is the GPP guidance document different from the UNAIDS/WHO guidance document Ethical considerations in biomedical HIV prevention trials?

Introduction, p. 6: GPP is a companion document to the UNAIDS/WHO document. Ethical Considerations provides overall ethical guidance on biomedical HIV prevention trials, including Guidance Point 2, “Community Participation”, which states: “To ensure the ethical and scientific quality and outcome of proposed research, its relevance to the affected community, and its acceptance by the affected community, researchers and trial sponsors should consult communities through a transparent and meaningful participatory process which involves them in an early and sustained manner in the design, development, implementation, monitoring, and distribution of results of biomedical HIV prevention trials.” The GPP guidelines were developed to enable trial funders, sponsors, and implementers to adhere to Guidance Point 2 and provide specific guidance for these trial entities on engaging with communities effectively. 

· How is GPP different than the Helsinki Declaration?

Introduction, p. 5–6: The declaration of the World Medical Association is often considered to be the first document to set world standards for research involving human participants. It is an important guidance document that comprehensively discusses ethical standards for medical research involving human participants. The GPP guidelines, on the other hand, provide trial funders, sponsors, and implementers with systematic guidance for engaging effectively with stakeholders regarding the design and execution of biomedical HIV prevention trials. The GPP guidelines are not intended to provide overall guidance on all ethical aspects of medical research or biomedical HIV prevention trials.

· Who might not be considered a stakeholder in biomedical HIV prevention research? Give an example.

Section 1.1, pp. 14–15: There are many correct answers to this question. Those who would not be considered stakeholders in biomedical HIV prevention research are those who are not involved in the funding, sponsoring, or implementing of such trials; do not have a stake or interest in them; are not able to influence them; and are not affected by them. 

· What would qualify someone as a key stakeholder in biomedical HIV prevention research?

Section 1.1, pp. 14–15: Stakeholders are individuals, groups, organizations, government bodies, or any other individuals or collections of individuals who can influence or are affected by the conduct or outcome of a biomedical HIV prevention trial. A key stakeholder would be a stakeholder who is particularly important to a specific trial. Who is and isn’t considered a key stakeholder will depend on the specific trial, the specific location, the target population, and other factors. If research teams are not sure who would be considered key stakeholders for a particular trial, they can conduct formative research activities to gain that information. They can also ask known stakeholders whom they feel should be considered key stakeholders for a particular trial. 
· How might the GPP guidelines be beneficial to community stakeholders?

Introduction, p. 5, and Section 1.6, pp. 20–21: The GPP guidelines describe systematic ways to establish and maintain effective stakeholder engagement that can be applied in diverse locations globally. Community stakeholders can use the guidelines as a framework to set expectations for stakeholder engagement programs by research teams. Community stakeholders can also use the GPP guidelines to monitor and evaluate the stakeholder engagement efforts of research teams. 

· What happens when a stakeholder group opposes a trial? How does GPP recommend such a situation be handled? 

Section 2.6, p. 25: The principle of “community stakeholder autonomy” describes the community stakeholders’ right to support or refuse proposals to conduct research in a particular area, depending on the community stakeholders’ self-identified interests and desires. Different stakeholder groups may well have different perspectives on the relevance or appropriateness of a specific trial, adding complexity to the situation. Good participatory practice strives to maximize the opportunity for stakeholders to understand the local, national, and global benefits of a specific trial and to make informed decisions regarding the appropriateness of a proposed trial. While a wide range of stakeholders generally participates in the design, approval, and implementation of a particular trial protocol, the self-identified interests of community stakeholders ultimately determine whether or not a trial is conducted in a particular area.

· Who can require that the GPP guidelines be implemented?

Section 1.6, pp. 20–21: Different entities can require that the GPP guidelines be followed: sponsors can require their trials to follow them, national governments can require them,; local ethics committees, community stakeholders can request, expect, or require that they be followed in their area. However, even when the GPP guidelines are not required to be followed, research teams, investigators, and community stakeholders can still decide that the GPP guidelines should be followed and can monitor a research team’s stakeholder engagement efforts against the optimal practices described in Section 3 of the GPP guidelines. 
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