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GPP Session 4 

Find Your Match

ESTIMATED SESSION TIME

· 90 minutes
OBJECTIVES


By the end of this session, participants will be able to describe the 16 topic areas and the participatory practices outlined for each topic area in Section 3 of the GPP guidelines.

METHODS


· Small group work

· Large group discussion

MATERIALS REQUIRED

· Topic Areas

· Practices

· Flip chart

· Markers

· Tape 
· Scissors

TO PREPARE FOR THE SESSION 


· Read through Section 3 of the GPP guidelines, and make sure you are familiar with the practices outlined in subsection D of each of the 16 topic areas. 

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

· Make copies of the Topic Areas and the Practices worksheets (see Session 4 Materials below), and follow the instructions provided. 

· Write the questions listed in Step 3 of the Trainer Instructions (see below) on a flip chart, making sure they will be legible to the entire group. 

TO CONDUCT THE SESSION

STEP 1: 
 

· Briefly explain to participants that they will be playing a matching game to reinforce their understanding of the 16 topic areas in the GPP guidelines. 

STEP 2: 


· Divide the participants into small groups, about six to eight people in each, or as appropriate depending on the total number of participants. 
· Provide each group with a pre-cut set of both Topic Areas and Practices.
· Have participants work together in their groups to match each topic area to the scenario that describes how a GPP implementer would follow the practices outlined in the GPP guidelines. They can display their matches on a table, flip chart, wall, or other available space. 
· Circulate among the groups in case participants need help making matches.
· Allow about 15 to 20 minutes for this part of the exercise.

STEP 3: 

· Present the flip chart paper with the following questions:

· Why is this topic area relevant to good participatory practices?

· What are the primary practices described in the GPP guidelines for this topic area?

· In your experience, what are some special considerations that might need to be made to improve stakeholder involvement in this area?

· Describe a real life or hypothetical situation that involves this topic area, and discuss how it was or should be handled at the trial site.

· Have participants remain in their small groups and answer these questions for each match.

· Allow 45 minutes.
STEP 4:

· Reconvene the large group for a broader discussion.

· Begin with GPP topic area 3.1, and ask one group to briefly describe the key elements they discussed in relation to the questions. 

· Open the discussion to the large group, and record key points on a flip chart. 
· Move on to GPP topic area 3.2, allowing a different group to present what they discussed. 

· Continue the process with the remaining groups, until all the relevant topic areas have been discussed—or as time allows. 

STEP 5: 


· Debrief by addressing any outstanding questions about the participatory practices discussed in this session. 
Session 4 Materials

· Topic Areas

· Practices

· Topic Areas and Practices Answer Key (For Trainer Only)
Topic Areas

Trainer Instructions: Print and then cut along the dotted lines, creating one set of Topic Areas for each small group. 
	3.1 FORMATIVE RESEARCH ACTIVITIES



	3.2 STAKEHOLDER ADVISORY MECHANISMS



	3.3 STAKEHOLDER ENGAGEMENT PLAN


	3.4 STAKEHOLDER EDUCATION PLAN


	3.5 COMMUNICATIONS PLAN


	3.6 ISSUES MANAGEMENT PLAN


	3.7 SITE SELECTION



	3.8 PROTOCOL DEVELOPMENT



	3.9 INFORMED CONSENT PROCESS



	3.10 STANDARD OF HIV PREVENTION



	3.11 ACCESS TO HIV CARE AND TREATMENT



	3.12 NON HIV-RELATED CARE



	3.13 POLICIES ON TRIAL-RELATED HARMS



	3.14 TRIAL ACCRUAL, FOLLOW-UP, AND EXIT


	3.15 TRIAL CLOSURE AND RESULTS DISSEMINATION



	3.16 POST-TRIAL ACCESS TO TRIAL PRODUCTS OR PROCEDURES




Practices

Trainer Instructions: Print and then cut along the dotted lines, creating one set of Practices for each small group. 
	Your research team works with relevant stakeholders to develop a plan to collect key information about the target population for an upcoming trial. The stakeholders offer insight on social and contextual issues that may play a key role in the planned trial, as well as on the best way to carry out a number of participatory activities to collect useful information on the target population. You seek stakeholder input regarding how the findings of these activities should inform the design of the future trial.


	Your trial site has a designated staff member who is responsible for stakeholder engagement activities and mechanisms. Each year she reviews existing advisory structures to ensure that they meet the needs of community stakeholders and the site. She addresses outstanding issues, such as stakeholders’ training and informational needs. Each year she works with site management to ensure that the annual budget includes sufficient funding for activities through which stakeholders’ advice can be obtained.


	Your research team works across departments to identify relevant community-based organizations as well as key national and international groups and individuals who should be engaged in your trial site’s work. Taking stakeholders input into account, you develop a plan for how and when to involve each group. Some will sit on an advisory board, while others may serve as advisors at key intervals during the trial process. The plan is endorsed by the principal investigator and key stakeholders, and is reviewed and budgeted for annually.


	Your research team discusses the training needs of your Community Advisory Group as well as other stakeholders. Considering their expressed informational needs and how they are each engaged with your trial site into account, you develop a comprehensive plan for research updates and literacy training. Your Community Liaison Officer works with site management on an annual basis to ensure that sufficient funds are set aside for these activities.



	Working with key stakeholders, your trial site develops a comprehensive strategy for ongoing delivery of information and messages about your research to a broad range of audiences. The plan includes key messages and how to address concerns, expectations, and misconceptions about HIV prevention research as well as specific trials. The strategy is regularly reviewed and budgeted for appropriately as per the context of research activity at trial site.



	Working with relevant stakeholders, your trial site develops a strategy outlining processes for handling potential misconceptions, concerns, and issues that arise in relation to the trial. As part of the plan, you identify individuals from various stakeholder groups who can act as advisors when challenges arise. All issues experienced and their outcomes are clearly documented.



	As a part of a trial network sponsor team, you conduct a site visit to determine if a particular trial site should be included in an upcoming protocol. While visiting the site, you meet with the research team and visit the laboratory, the pharmacy, and the clinic where trial procedures will be conducted. You meet with trial staff and ask if they have a stakeholder engagement plan, what type of stakeholder engagement activities they have done in the past, and what types of stakeholder advisory mechanisms are in place at the site.


	Your research team develops a robust process for obtaining CAB input for a particular trial. You engage the CAB early on, when the trial protocol is in draft form, and its members provide input on such issues as the population to be targeted, recruitment strategies, informed consent procedures, and counseling approaches. You provide the CAB with summaries and other support to help its members understand the technical details of the protocol. You provide the final protocol to the CAB.



	Your research team asks its NGO advisory committee to advise on its practices for ensuring that participants can give informed, voluntary consent to participate in the trial. You incorporate the advice in draft versions of the informed consent forms, materials for how to assess understanding of informed consent, as well as other issues such as gaining consent from illiterate individuals. The group advises on and occasionally pilot tests materials and other tools developed to help volunteers and counselors with the consenting procedures. You allow sufficient time and resources for the group’s input to be incorporated into consenting practices.



	During protocol development stages, your research team consults with relevant local NGOs and health care staff at the hospital where you are conducting your trial to gain their input on issues around offering male and female condoms, risk-reduction counseling, medical male circumcision, and STI screening and treatment to your trial participants. You consider national laws, standards of the services provided in the local area, and access to some of the services that might be provided outside of your trial site. Working with stakeholders, you map local services and create a referral system, partnering with other providers when necessary. You consider any additional burden this may place on existing public health systems and discuss it with local providers.


	With relevant stakeholders, you discuss national guidelines on HIV care and treatment and the likely number of individuals you may identify as HIV positive due to your trial. You map out nearby services and create a practical and sustainable referral system, partnering with local providers. You solicit stakeholder input on effective ways to collect information on volunteers’ access to services and develop a tracking system.



	Your research team maps existing services for primary and social care, as well as other diagnostic and treatment services. Working with community stakeholders, you determine the appropriate package of general health services to offer trial participants and, when appropriate, their partners. You take into account stakeholders’ perspectives on the impact any services you offer or linkages you make may have on local services. You work with trial sponsors to ensure that sufficient funds are available for the provision of services. 



	Your research team develops a list of all possible negative physical and social implications of participating in the trial. You consult stakeholders on effective and appropriate ways to probe participants about these issues, the site’s responsibility in addressing them, and appropriate compensation. You ensure that there are sufficient funds to effectively manage these issues.


	To ensure that your strategies for following up with participants are socially and culturally appropriate, your research team consults with several relevant stakeholders. You obtain their advice to ensure that strategies for recruiting and retaining participants, following up on missed clinic visits, and orchestrating trial exit are appropriate and ensure participants’ confidentiality and safety. Stakeholders offer input on ways to decrease potential stigma and ensure that participants have access to trial-related information, such as trial-arm assignment at the unblinding stage. You consult with stakeholders on these issues regularly throughout the trial.

	Your research team consults with stakeholders to develop plans for various trial completion scenarios, such as planned trial closure, early conclusion due to clear evidence of harm or benefit, and how to disseminate results once they are available. Stakeholders offer advice on the best ways to communicate information to those living in the area and how to manage their expectations. You have a clear plan for communicating this information, and pilot and revise draft messages to help minimize misunderstandings.


	Before finalizing your protocol, your research team initiates a process of stakeholder consultation with government and community stakeholders to discuss how trial participants and others might access the product you’re testing, and how licensure and rollout will be handled, should the product prove safe and effective. Prior to protocol finalization you also consult with trial sponsors and funders to develop strategies to address affordability and cost issues. You involve community stakeholders in these discussions when necessary, and otherwise keep them updated.



Topic Areas and Practices Answer Key

(For Trainer Only)
Note to trainer: The following pages are your answer key for the exercise; therefore, you do not need to cut these sheets for distribution, as with previous pages. 
	Your research team works with relevant stakeholders to develop a plan to collect key information about the target population for an upcoming trial. The stakeholders offer insight on social and contextual issues that may play a key role in the planned trial, as well as on the best way to carry out a number of participatory activities to collect useful information on the target population. You seek stakeholder input regarding how the findings of these activities should inform the design of the future trial.
Answer: FORMATIVE RESEARCH ACTIVITIES


	Your trial site has a designated staff member who is responsible for stakeholder engagement activities and mechanisms. Each year she reviews existing advisory structures to ensure that they meet the needs of community stakeholders and the site. She addresses outstanding issues, such as stakeholders’ training and informational needs. Each year she works with site management to ensure that the annual budget includes sufficient funding for activities through which stakeholders’ advice can be obtained.
Answer: STAKEHOLDER ADVISORY MECHANISMS


	Your research team works across departments to identify relevant community-based organizations as well as key national and international groups and individuals who should be engaged in your trial site’s work. Taking stakeholders input into account, you develop a plan for how and when to involve each group. Some will sit on an advisory board, while others may serve as advisors at key intervals during the trial process. The plan is endorsed by the principal investigator and key stakeholders, and is reviewed and budgeted for annually.
Answer: STAKEHOLDER ENGAGEMENT PLAN


	Your research team discusses the training needs of your Community Advisory Group as well as other stakeholders. Considering their expressed informational needs and how they are each engaged with your trial site into account, you develop a comprehensive plan for research updates and literacy training. Your Community Liaison Officer works with site management on an annual basis to ensure that sufficient funds are set aside for these activities.
Answer: STAKEHOLDER EDUCATION PLAN

	Working with key stakeholders, your trial site develops a comprehensive strategy for ongoing delivery of information and messages about your research to a broad range of audiences. The plan includes key messages and how to address concerns, expectations, and misconceptions about HIV prevention research as well as specific trials. The strategy is regularly reviewed and budgeted for appropriately as per the context of research activity at trial site.

Answer: COMMUNICATIONS PLAN

	Working with relevant stakeholders, your trial site develops a strategy outlining processes for handling potential misconceptions, concerns, and issues that arise in relation to the trial. As part of the plan, you identify individuals from various stakeholder groups who can act as advisors when challenges arise. All issues experienced and their outcomes are clearly documented.
Answer: ISSUES MANAGEMENT PLAN


	As a part of a trial network sponsor team, you conduct a site visit to determine if a particular trial site should be included in an upcoming protocol. While visiting the site, you meet with the research team and visit the laboratory, the pharmacy, and the clinic where trial procedures will be conducted. You meet with trial staff and ask if they have a stakeholder engagement plan, what type of stakeholder engagement activities they have done in the past, and what types of stakeholder advisory mechanisms are in place at the site.

Answer: SITE SELECTION



	Your research team develops a robust process for obtaining CAB input for a particular trial. You engage the CAB early on, when the trial protocol is in draft form, and its members provide input on such issues as the population to be targeted, recruitment strategies, informed consent procedures, and counseling approaches. You provide the CAB with summaries and other support to help its members understand the technical details of the protocol. You provide the final protocol to the CAB.
Answer: PROTOCOL DEVELOPMENT


	Your research team asks its NGO advisory committee to advise on its practices for ensuring that participants can give informed, voluntary consent to participate in the trial. You incorporate the advice in draft versions of the informed consent forms, materials for how to assess understanding of informed consent, as well as other issues such as gaining consent from illiterate individuals. The group advises on and occasionally pilot tests materials and other tools developed to help volunteers and counselors with the consenting procedures. You allow sufficient time and resources for the group’s input to be incorporated into consenting practices.

Answer: INFORMED CONSENT PROCESS


	During protocol development stages, your research team consults with relevant local NGOs and health care staff at the hospital where you are conducting your trial to gain their input on issues around offering male and female condoms, risk-reduction counseling, medical male circumcision, and STI screening and treatment to your trial participants. You consider national laws, standards of the services provided in the local area, and access to some of the services that might be provided outside of your trial site. Working with stakeholders, you map local services and create a referral system, partnering with other providers when necessary. You consider any additional burden this may place on existing public health systems and discuss it with local providers.
Answer: STANDARD OF HIV PREVENTION


	With relevant stakeholders, you discuss national guidelines on HIV care and treatment and the likely number of individuals you may identify as HIV positive due to your trial. You map out nearby services and create a practical and sustainable referral system, partnering with local providers. You solicit stakeholder input on effective ways to collect information on volunteers’ access to services and develop a tracking system.

Answer: ACCESS TO HIV CARE AND TREATMENT


	Your research team maps existing services for primary and social care, as well as other diagnostic and treatment services. Working with community stakeholders, you determine the appropriate package of general health services to offer trial participants and, when appropriate, their partners. You take into account stakeholders’ perspectives on the impact any services you offer or linkages you make may have on local services. You work with trial sponsors to ensure that sufficient funds are available for the provision of services. 

Answer: NON HIV-RELATED CARE


	Your research team develops a list of all possible negative physical and social implications of participating in the trial. You consult stakeholders on effective and appropriate ways to probe participants about these issues, the site’s responsibility in addressing them, and appropriate compensation. You ensure that there are sufficient funds to effectively manage these issues.

Answer: POLICIES ON TRIAL-RELATED HARMS


	To ensure that your strategies for following up with participants are socially and culturally appropriate, your research team consults with several relevant stakeholders. You obtain their advice to ensure that strategies for recruiting and retaining participants, following up on missed clinic visits, and orchestrating trial exit are appropriate and ensure participants’ confidentiality and safety. Stakeholders offer input on ways to decrease potential stigma and ensure that participants have access to trial-related information, such as trial-arm assignment at the unblinding stage. You consult with stakeholders on these issues regularly throughout the trial.

Answer: TRIAL ACCRUAL, FOLLOW-UP, AND EXIT


	Your research team consults with stakeholders to develop plans for various trial completion scenarios, such as planned trial closure, early conclusion due to clear evidence of harm or benefit, and how to disseminate results once they are available. Stakeholders offer advice on the best ways to communicate information to those living in the area and how to manage their expectations. You have a clear plan for communicating this information, and pilot and revise draft messages to help minimize misunderstandings.

Answer: TRIAL CLOSURE AND RESULTS DISSEMINATION



	Before finalizing your protocol, your research team initiates a process of stakeholder consultation with government and community stakeholders to discuss how trial participants and others might access the product you’re testing, and how licensure and rollout will be handled, should the product prove safe and effective. Prior to protocol finalization you also consult with trial sponsors and funders to develop strategies to address affordability and cost issues. You involve community stakeholders in these discussions when necessary, and otherwise keep them updated.

Answer: POST-TRIAL ACCESS TO TRIAL PRODUCTS OR PROCEDURES
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