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GPP Session 7

GPP Cabbage 

ESTIMATED SESSION TIME

· 45 minutes 

OBJECTIVES


By the end of this session, participants will have explained fundamental concepts and key GPP terminology.
METHODS


· Group game

· Large group discussion

MATERIALS REQUIRED

· GPP Cabbage Questions

· Ball or small round object

· Notebook paper, 10 to 15 sheets

· Flip chart

· Markers
· Scissors
TO PREPARE FOR THE SESSION 

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

· Prepare a “GPP Cabbage”: Write each of the GPP Cabbage Questions (see Session 7 Materials below) on a separate sheet of notebook paper; these papers will serve as the layers of the cabbage. Use a ball, a small round object, or several crushed papers to create the core of the cabbage. Then wrap the core with a “cabbage layer”: one piece of the notebook paper with a question written on it. Wrap another layer of the notebook paper around the first one. Continue until you have at least the same number of layers as participants. 

TO CONDUCT THE SESSION 
STEP 1: 


· Explain that this training session will challenge participants to recall and explain GPP concepts quickly, which will help improve their ability to introduce others to GPP.  
· If necessary, review key GPP terms and concepts before the game begins.
STEP 2: 


· Have participants stand in a circle.
· Present the “GPP Cabbage”, and begin by tossing it to one of the participants standing in the circle. 

· Have the recipient unwrap the outermost layer of notebook paper and quickly answer the question written on it.

· Ask the other participants whether they understand and agree with the answer, and have them offer additions or corrections until the question has been answered comprehensively and accurately. 

· Continue the game with participants saying “Pass the Cabbage!” as the person holding the GPP Cabbage tosses it to another participant, who then unwraps the next layer and answers the question on it.
· Play until all GPP Cabbage Questions have been answered.  

STEP 3: 


· Close the session by asking participants the following questions and recording key points on a flip chart. 

· Was it difficult to think and speak quickly when responding to the questions?  

· Are certain concepts more difficult to discuss than others?

· Was it difficult to recall correct terminology?

· What further actions need to be taken for you to improve your understanding and your ability to speak about GPP terms and concepts?

Session 7 Materials

· GPP Cabbage Questions (For Trainer Only)
· GPP Cabbage Questions Answer Key (For Trainer Only)

GPP Cabbage Questions

(For Trainer Only)
Trainer Instructions: Write each question on a separate sheet of notebook paper.  
Section 1: The importance of good participatory practice

· Why is GPP is necessary and important (rationale for the guidelines)?

· How were the GPP guidelines developed?
· How does GPP relate to the WHO/UNAIDS guidance document Ethical Considerations in biomedical HIV prevention trials?
· How is GPP different from Good Clinical Practice (GCP)?
· Give two examples of stakeholders.

· Why might community stakeholders be interested in the GPP guidelines? How might they use utilize them?
· Who are community stakeholders? How are they different than other kinds of biomedical HIV prevention research stakeholders?
· Are research teams considered “stakeholders”? Why or why not?

· What type of HIV trials and research are the GPP guidelines relevant to?

Section 2: Guiding principles of GPP in biomedical HIV prevention trials

· In which phases of biomedical HIV prevention trials should the guiding principles of GPP be followed?

· What is the meaning behind the principle of community stakeholder autonomy?

· Why is respect considered a guiding principle?

Section 3: Good participatory practices in biomedical HIV prevention trials

· What are the topic areas in the GPP guidelines? Give three examples.

· What is the full title of Section 3 in the GPP guidance document and what is the section’s objective?

· Each topic area of Section 3 is divided into four subsections (A, B, C, and D). State the name and purpose of each of the subsections. 

· The good participatory practices described in Section 3 of GPP are relevant to which types of HIV trials or research?

· The informed consent process takes place between designated staff on a research team and a trial participant. Since GPP is about stakeholder engagement, why is one of the topic areas in Section 3 devoted to informed consent? Please explain.  

GPP Cabbage Questions Answer Key

(For Trainer Only)

Section 1: The Importance of good participatory practice

· Give two examples of stakeholders.
Section 1.1 and Figure 2, pp. 14–15: Stakeholders for biomedical HIV prevention research are described in Section 1.1 and examples are listed in the text and in Figure 2. There are many possible correct answers to this question.

· Why is GPP is necessary and important (rationale for the guidelines)?

Section 1.5, pp. 19–20: Stakeholder engagement helps ensure the ethical and scientific quality of research, as well as its relevance to community stakeholders. Community stakeholders possess critical knowledge and understanding of local cultures and perspectives, languages, dynamics of the local HIV epidemic, concerns of vulnerable or marginalized populations, and local priorities that trial funders, sponsors, and implementers may lack. Stakeholder collaboration can help ensure that research questions and procedures are culturally sensitive and appropriate, thus improving recruitment, retention, adherence, and other trial outcomes. It can help avoid reinforcing existing inequalities and increase sensitivity to the needs of vulnerable populations. Following good participatory practices through the entire research life cycle helps facilitate local ownership of research, enables more equitable relationships, and increases the likelihood of successful research conduct, trial completion, and application of research results.
· How were the GPP guidelines developed?

Introduction and Figure 1, pp. 7–9: The GPP guidelines were developed in response to the PrEP trial controversies of 2004 and 2005. The first edition was produced by an international working group, which received input from multidisciplinary international stakeholders. Its practices were then applied in different settings and became the subject of formal consultations involving a wide range of stakeholder groups in Africa, the Americas, Asia, and Europe. Recommendations that arose from those consultations were incorporated into the second edition of the GPP guidelines. 

· How does GPP relate to the WHO/UNAIDS guidance document Ethical Considerations in biomedical HIV prevention trials?

Page 6. Introduction. GPP is a companion document to Ethical Considerations. The GPP guidelines were developed to enable trial funders, sponsors, and implementers to adhere to Guidance Point 2 of Ethical considerations:

 “Community Participation” Guidance Point 2 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”.

· How is GPP different from Good Clinical Practice (GCP)?

Introduction, p. 6: The Good Clinical Practice (GCP) guidance 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.

· Why might community stakeholders be interested in the GPP guidelines? How might they use utilize them?

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 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. 

· Who are community stakeholders? How are they different than other kinds of biomedical HIV prevention research stakeholders?

Section 1.1 and Figure 2, pp. 14–15: “Community stakeholders” include both individuals and groups that represent the interests of people who would be recruited to or participate in a trial, and others affected by a trial in their area. Representatives of high-level authority structures are explicitly excluded from the definition of “community stakeholders”.
· Are research teams considered stakeholders? Why or why not?

Section 1.1, pp. 14–15: As research teams are groups of people who actually conduct trials, they have direct influence on a trial and are thus considered stakeholders. However, because they are in a position of authority, they are not considered “community stakeholders” as a collective group in a professional setting.

· What type of HIV trials and research are the GPP guidelines relevant to?

Introduction, pp. 6–7: The principles of GPP 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 complete GPP guidelines are most relevant for larger trials that are likely to have a substantial impact on individuals in the areas where they are conducted. However, they can also serve as a guide for 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.

Section 2: Guiding principles of GPP in biomedical HIV prevention trials

· In which phases of biomedical HIV prevention trials should the guiding principles of GPP be followed?

Introduction, pp. 6–7: The principles of GPP in Section 2 apply to all biomedical HIV prevention trials, as they outline expectations and the foundations for building meaningful partnerships among stakeholders in biomedical HIV prevention research.

· What is the meaning behind the principle of community stakeholder autonomy? 

Section 2.6, p. 25: Community stakeholders ultimately determine whether or not a particular trial should be conducted in a particular area. 

· Why is respect considered a guiding principle?

Section 2.1, p. 22: Respect is a guiding principle, because it is the foundation of all effective relationships. 

Section 3: Good participatory practices in biomedical HIV prevention trials

· What are the “topic areas” of the GPP guidelines? Give three examples.

Introduction, pp. 10–11 and Section 3, p. 26:  The topic areas are 16 different parts of the research life cycle, which are described in Section 3 of GPP. Each of the 16 topic areas is divided into subsections. Subsection D for each topic area describes the good participatory practices to be followed for that topic area. 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.
· What is the full title of Section 3 of the GPP guidance document, and what is the section’s objective?

Introduction, pp. 10–11, and Section 3, p. 26: “Good participatory practices in biomedical HIV prevention trials” is the full title. The objective of Section 3 is to describe a systematic framework that trial funders, sponsors, and implementers can use to develop meaningful and sustained partnerships with relevant stakeholders in the planning and conduct of biomedical HIV prevention trials. The good participatory practices outlined in the section are intended to be adopted by trial sponsors, implemented at trial sites globally, and monitored.

· Each topic area of Section 3 is divided into four subsections (A, B, C, and D). State the name and purpose of each of the subsections. 

Section 3, p. 26:

A. Definition: to provide a definition of the topic area

B. Relevance to good participatory practice: to explain why the particular topic area is included in the GPP guidelines and how it is relevant 

C. Special considerations: to address issues that stakeholders should be aware of that do not fall into the category of an expected good participatory practice in the topic area being discussed

D. Good participatory practices: to outline the practices that trial funders, sponsors, and implementers are expected to follow when designing and conducting biomedical HIV prevention trials

E. Additional guidance: to provide references that readers might use in the pursuit of further information 

· The good participatory practices described in Section 3 of GPP are relevant to which types of HIV trials or research?

Introduction, pp. 6–7: The good participatory practices outlined in the 16 topic areas of Section 3 of the guidelines are most relevant for larger-scale effectiveness and efficacy trials, that are likely to have a substantial impact on individuals in the areas where they are conducted. However, they can also serve as a guide for other types of trials and studies, such as smaller safety studies, follow-on studies, behavioral studies, HIV treatment trials, and studies of other diseases.
· The informed consent process takes place between designated staff on a research team and a trial participant. Since GPP is about stakeholder engagement, why is one of the topic areas in Section 3 devoted to informed consent? Please explain.  

Sections 3.9.B and 3.9.C, p. 46: The informed consent process is relevant to good participatory practice, because a wide range of stakeholders can provide research teams with invaluable advice to develop locally acceptable and effective informed consent materials and procedures. However, the actual implementation of the informed consent process between an individual and the research staff is confidential. Only designated research staff members have access to confidential information about the identity of trial participants. The informed consent process itself is conducted in accordance with GCP.
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