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GPP Session 2

Agree or Disagree
ESTIMATED SESSION TIME

· 45 minutes

OBJECTIVES


By the end of this session, participants will have increased their debate skills around concepts, principles, and practices related to the GPP guidelines.
METHODS


· Group debate

· Large group discussion

MATERIALS REQUIRED

· Agree or Disagree Statements List

· Flip chart

· Markers

· Tape 

· Two pieces of plain paper
TO PREPARE FOR THE SESSION


· Read through the entire training session and ensure that you are comfortable with and prepared to explain the content and methodologies.

· Review the Agree or Disagree Statements List (see Session 2 Materials below), and choose several statements for participants to debate (allocating approximately ten minutes per statement). You may also develop new statements based on issues that are relevant to the particular trial site.
· Write each statement on a separate sheet of flip chart paper for display during the exercise. Make sure the statements are NOT visible to participants ahead of time.

· Take two blank pieces of paper, write “AGREE” on one and “DISAGREE” on the other, and display them on opposite sides of the room.

TO CONDUCT THE SESSION 

STEP 1: 
 

· Explain that the purpose of the session is to explore the opinions of participants on a number of issues related to stakeholder engagement.  

STEP 2: 


· Have participants stand in the middle of the room, halfway between the “AGREE” and “DISAGREE” signs. 
· Reveal the first statement on the flip chart paper, and read it to the group.  

· Ask participants to reflect silently on whether they agree or disagree with the statement.  

· After a couple of minutes, have participants stand near the sign of their choice. They may not stay in the middle; they must choose one or the other.  

STEP 3: 


· Allow about five minutes for each group to come up with the best argument for why they agree or disagree with the statement, letting them know that they will be trying to convince people in the other group to change their minds.  

· Tell participants that they may change their mind and switch groups at any time before the debate starts. 
STEP 4:
· Bring the groups together and ask each group to present its argument. Begin with the first group to volunteer.
· Ensure that as many participants as possible get a chance to speak.

STEP 5: 


· Choose an appropriate point to close on, and summarize by emphasizing strong points made by each side.
· Ask participants to specify which principle, topic area, or participatory practice from the GPP guidelines the statement reflects.

· Have participants discuss what the guidelines say regarding the issue.  

STEP 6: 


· Repeat the process with the next statement on the flip chart.  

· Proceed until all statements have been debated. 

STEP 7: 


· Debrief by summarizing key points that emerged during the discussion, making special note of instances in which views expressed by the group were consistent with the GPP guidelines and instances in which they diverged from them.

Session 2 Materials

· Agree or Disagree Statements List (For Trainer Only)
· Agree or Disagree Statements List Answer Key (For Trainer Only)
Agree or Disagree Statements List

(For Trainer Only)
Trainer Instructions: The list below contains statements to be used in this exercise. Choose as many statements as you think you will have time for. Feel free to develop statements that are not included below. Allow about ten minutes for each statement.
· Stakeholder engagement is more important when trials are active.
· Community concerns are more important than finding new ways to prevent HIV
· CABs are the most effective stakeholder advisory mechanism.
· Research teams are responsible for educating community stakeholders about how biomedical HIV prevention research is conducted.
· Research teams should provide trial participants with every HIV prevention option that has been scientifically validated.
· A trial should only go forward if local stakeholders think future implementation of the intervention is realistic in their area.

· As long as a trial is conducted ethically and with scientific rigor, it is not necessary for a research team to devote resources to understanding local social circumstances.

· Investigators should only accept grants for trials that include adequate funds for stakeholder engagement activities.

· Treatment advocates should always be consulted about access to ART for participants who seroconvert during HIV prevention trials.

· Respect is something that can be taught.

· Research teams should be more focused on scientific aspects of conducting trials than on community stakeholder issues around their trial sites.

· Government agencies are the most important stakeholder group to engage in biomedical HIV prevention research.

· Lay community stakeholders cannot understand technical scientific concepts behind biomedical HIV prevention research.

· Trial participants should be informed of research findings before the results are announced publicly. 

· Commitment to stakeholder engagement must be a factor when a sponsor is selecting a trial site.

· Ethics committees should require that trial protocols outline planned stakeholder engagement activities as a criterion for approval.

· Ethical conduct of a trial will be different in different locations. 
Agree or Disagree Answer Key
(For Trainer Only)

· Stakeholder engagement is more important when trials are active. 

Stakeholders should be engaged in every phase of the research life cycle, from trial design to the distribution of results. Preparation for and outcomes of trials often have significant impact on stakeholders at multiple levels—e.g., in order to secure trust and commitment before a trial, and to ensure adequate follow-up of participants and proper consideration of follow-on studies, licensure and access issues after a trial. On the other hand, funding for engagement issues often exists only when a trial is underway, so activities outside of that time frame may be impossible. Some may argue that consideration of trial participants is one of the most important goals of stakeholder engagement.

· CABs are the most effective stakeholder advisory mechanism.

Section 3.2 of the GPP guidelines explains that there are many types of stakeholder advisory mechanisms and that research teams are responsible for identifying other forms of community advisory mechanisms, in addition to community advisory boards or groups. The GPP guidelines points out that CABs were originally developed in American and European contexts, and are not always the best choice for stakeholder engagement (see Sections 3.2.A and 3.2.C of the GPP guidelines for more background). However, CABs are quite effective in some settings and countries and include established systems for stakeholder engagement in research, which may not be as strong for other advisory mechanisms.

· Research teams are responsible for educating community stakeholders about how biomedical HIV prevention research is conducted.

The GPP guiding principle of “mutual understanding” (see Section 2.2 introduction and “research competency”) indicates that research teams are responsible for enhancing community stakeholders’ understanding of concepts, purposes, practices, and limitations of biomedical HIV prevention trials. Section 3.4 explains that in order to form more equitable relationships with community stakeholders, it’s necessary to enhance community stakeholders’ research literacy. While research teams should make community stakeholder education a priority, they are not the only group responsible for education efforts. At times, it may be more appropriate for civil-society and advocacy-focused groups that are independent of the research team to spearhead outreach and education. Such mechanisms may lead to more meaningful community stakeholder involvement in the research trial process.
· Research teams should provide trial participants with every HIV prevention option that has been scientifically validated.

Section 3.10 explains that research teams and relevant stakeholders should negotiate the components of the HIV prevention package, striving to provide the best package possible. Before the trial begins, research teams should hold discussions with relevant stakeholders about the kinds of prevention options that are available in the local setting and the expectations relevant stakeholders have about the type of HIV prevention services that will be offered through the trial. Scientific validation is also an issue that requires careful consideration, as prevention trial results may be inconclusive. Managing the implications of results from one trial on another should involve consultation with relevant stakeholders external to the research teams, sponsors, and funders.  

· A trial should only go forward if local stakeholders think future implementation of the intervention is realistic in their area.

Section 3.16 discusses “post-trial access to trial products or procedures” and refers to making the prevention product or procedure tested in the trial available to trial participants and local community stakeholders should it be found safe and effective. Research teams are responsible for discussing issues affecting future product availability with local stakeholders early in the trial process and should consider stakeholder perspectives. However, speculations on future access issues require highly technical understanding of the research process and, often, of the intervention being tested. Such expertise may not exist among stakeholders external to research teams. 
· As long as a trial is conducted ethically and with scientific rigor, it is not necessary for a research team to devote more resources to understanding local social circumstances.

Local social circumstances should always be taken into account. The guiding principle of “mutual understanding” (see Section 2.2) explains that socio-cultural competency enables collaboration and informs development of appropriate trial designs and procedures. Section 3.1 explains that research teams are responsible for conducting formative research activities to gain an informed understanding of local populations and their socio-cultural norms, cultures, circumstances, and perceptions. Therefore, “ethically conducted research” is research that considers deeper understanding of local social circumstances, which then informs the research process. Alternative perspectives may be that if a study is relatively small, it does not have a wide reach within a community and does not involve populations that may be considered vulnerable either to HIV or to issues such as stigma and discrimination. In such cases it may ultimately be more beneficial and ethical to move the research forward as rapidly as possible without full consideration of social circumstances.

· Investigators should only accept funding for trials that have budgets that include adequate funds for stakeholder engagement activities.

Effective stakeholder engagement requires that trial sponsors provide sufficient funds in trial site budgets to implement Section 3 of the GPP guidelines. It is also the responsibility of investigators to demand appropriate funds to conduct research in a way that is ethical and allows for appropriate stakeholder engagement. This statement brings up the issue of whether it is ethical for investigators to accept funds for research when they know there is not enough allocation in the budget to conduct proper stakeholder engagement activities. Training participants can discuss and debate situations where funding for a certain trial has not allocated for stakeholder engagement activities.

· Treatment advocates should always be consulted about access to ART for participants who seroconvert during HIV prevention trials.

GPP Section 3.11.D.1 indicates that it’s the role of research teams to identify and seek the views and perspectives of local HIV care and treatment providers, local HIV non-governmental organizations or community-based organizations, and HIV support groups. Treatment advocate groups would be a practical and appropriate choice in many cases, but whether they are the best choice for consultation depends on local circumstances.

· Respect is something that can be taught.

The GPP guidelines do not offer commentary regarding whether or not respect can be taught. Participants can debate this statement to explore their own views. Section 2.1 discusses “respect” as being a guiding principle that is demonstrated when stakeholders communicate and act in ways that value and honor each other’s perspectives and realities.

· Research teams should be more focused on scientific aspects of conducting trials than on community stakeholder issues around their trial sites.

The GPP guidelines clearly discuss the importance of stakeholder engagement as an ethical imperative as well as a means to better research. For example, see sections 1.5, 2.2, 2.3, 2.5, 3.1, 3.2, 3.3, and 3.4. Some may argue that responsibilities should be divided in order to be most efficient and effective—i.e., since the science and research is the expertise of the research team, it should be their primary focus, while stakeholder and social issues should be left to those who have that expertise.

· Government agencies are the most important stakeholder group to engage in biomedical HIV prevention research.

Sections 1.2 and 3.1 provide information on the importance of stakeholder identification and engagement. Each context is different, depending on the specific protocol, the population to be recruited, local circumstances and politics, and many other factors. Research teams are responsible for formulating their own list of key stakeholders to engage in the research process, using an inclusive approach and determining each stakeholder group’s scope of influence. Participants may debate according to perspectives from their own experience about the involvement of different stakeholder groups and which carry the most weight regarding research. For instance, in some countries, government agencies have ordered the closing of trials and not allowed further trials to be conducted at least for periods of time.

· Lay community stakeholders cannot understand technical scientific concepts behind biomedical HIV prevention research.

Section 3.4 explains that research teams are responsible for enhancing stakeholders’ knowledge of biomedical HIV prevention research. Providing research literacy training enables stakeholders to understand technical scientific concepts. Research teams can provide community stakeholders with appropriate summaries and translations of technical concepts and information. This is often a difficult undertaking, and there are different perspectives about how much non-scientists can fully comprehend highly technical and scientific aspects of HIV prevention research. Full understanding would require extensive outreach and training of stakeholders, which may not happen in all research settings. Participants can debate based on their experiences and perspectives. 

· Trial participants should be informed of research findings before the results are announced publically. 

Section 3.15 explains that research teams are responsible for ensuring that trial participants are provided opportunities to learn trial results before they are announced publicly. Participants may debate scenarios that illustrate instances when trial participants were not informed of research results. Examples may include smaller studies involving fewer healthy participants. 

· Commitment to stakeholder engagement must be a factor when a sponsor is selecting a trial site to conduct a trial.

Section 3.7 explains that evidence of or plans for meaningful stakeholder engagement are key criterion for trial site selection. Participants should debate whether this is always the case, and share experiences when stakeholder engagement practices have not factored into site selection, and the rationale.  

· Ethics committees should require that trial protocols outline planned stakeholder engagement activities as a criterion for approval.

While the GPP guidelines do not state that ethics committees should make this a requirement, Section 1.6 discusses the different ways the guidelines can be implemented. The most effective way for the guidelines to be implemented is for various entities to adopt them or require that they be followed. Sponsors can adopt them as a requirement for trials that they sponsor. National authorities, institutions, ethics committees, and even community stakeholders can also require that the GPP guidelines—or stakeholder engagement activities—be required in order for research to be approved. Some training participants may have the perspective that strict requirement of GPP would constrain a site’s individual stakeholder engagement practices and/or may jeopardize its ability to get an important study underway.

· Ethical conduct of a trial will be different in different locations. 

The GPP guidelines do not offer commentary on this point. Participants can debate their opinions on this topic. 
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