Assignment 6
[bookmark: _GoBack]Engaging stakeholders in design processes

Lesson 6 outlined some of the complexities and benefits of meaningful involvement of stakeholders in the design of trial protocols, especially in contexts where this process is centralized. This assignment offers an opportunity to apply some of these concepts to hypothetical scenarios.

Read the hypothetical scenario and answer the questions that follow. 

A research team plans to conduct an HIV vaccine efficacy trial that will enroll commercial sex workers and transgender populations in the US, Kenya, Thailand and South Africa. At the time of protocol development, PrEP is a licensed intervention in the US, Kenya and South Africa. Globally, PrEP policies are moving forward and informed and influential advocates are pushing for PrEP access and licensure, especially for young women and populations who are at higher risk of developing HIV. 

A sex worker advocacy organization in South Africa raises concerns about the quality of PrEP counseling and referral pathways which will be available for participants who desire PrEP, considering the challenges with supplies and capacities of the public health system.  Another local network of sex workers has queried how potential exposure to violence and discrimination will be managed. Community groups in Kenya highlight the lack of availability of harm reduction services in their area, which they feel should be part of the HIV prevention package, because many sex workers use injection drugs. The local network of sex workers in Thailand has asked how the informed consent will be managed, given the lack of education and literacy among sex workers in their area. 

The final protocol has been developed at the “network” level and the trial site receives the document with very limited time to consult stakeholders.

Answer the following questions. 

1. Given your own real life role and context, how could your team realistically apply GPP at local, broader and/or national levels to ensure meaningful and early feedback from different stakeholder groups on aspects of the protocol and/or research given the constraints? Which stakeholders are most important to consult and why?

2. In your context, what are the key challenges related to stakeholder engagement in the design phase? How are you addressing them? What can you feasibly implement with your team to improve the process? How can you measure success?
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