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Community Engagement Work Plan (CEWP) 

for Clinical Research Sites (CRS)

Clinical Research Site (CRS): Township Better Health Clinic
MTN Studies:  MTN-XXX
Staff Member Completing the CEWP: Mary Mae
Community Advisory Board (CAB) Chair/Representative Signature: Jeremy Sear
CTU Principal Investigator (PI) or Investigator of Record (IoR) Signature: Luke Adam
Date Submitted: Friday, January 29, 2016
The information collected on this work plan will be used by FHI 360 Community Engagement Program staff and CRS community education staff to assess, plan and evaluate community involvement efforts that will take place at CRSs in the coming year.  Type your answers following each question thinking of the broad community, not just the population(s) targeted for recruitment.

Work plans should be submitted to mtncwgleaders@mtnstopshiv.org.  
I. Community Assessment

1. Please provide the names and contact information (office and mobile phone numbers, and e-mail address) for the site’s community education staff.  This will allow us to keep the network directory and e-mail alias list up to date. Cheryl D. Cokley, 919-544-7040 ext. 11359 (ccokley@fhi360.org); Jontraye Davis, 919-544-7040 ext. 11715 (jodavis@fhi360.org); Jonathan Paul Lucas, 919-544-7040 ext. 11458 (jlucas@fhi360.org); and Rhonda R. White, 919-544-7040 ext. 11515 (rwhite@fhi360.org).
2. Describe community-related challenges that your site anticipates related to current and upcoming MTN studies.  Describe how the community education staff, CAB and research staff plan to respond to these challenges.  This area is home to four major universities.  We anticipate that the majority of the participants will be college students as this has traditionally been the venue where most of our recruitment takes place.  Past studies were short in duration (two or three months).  Given that this study is includes 8 months of follow-up it will be important for the site to ensure that participants will be able to come to the clinic for all of their visits.  The community education staff will stress the importance of completing all visits when providing educational seminars on college campuses. 
3. Have there been changes in the population in your community in the past year that impact the site’s education, awareness and sensitization efforts? If yes, please describe. There has been an increase in transgender population in this area.  We plan to have a small focus group with members of the transgender community to gain insight on how to better target this population.
4. Describe events happening in your community that might adversely impact study accrual, retention and product adherence or community ownership of current and/or upcoming MTN studies.  Protests about working conditions at the neighboring TB-Clinic could deter potential and enrolled participants from coming to the study clinic. The recruitment/retention staff will contact those scheduled for screening and monthly visits in advance of their appointments to encourage clinic visit attendance.
5. Are there new messages or information regarding upcoming trials that the site needs to consider in planning its education, awareness and sensitization efforts? Not at this time.
II. Community Involvement

1. New scientific information regarding HIV and HIV prevention strategies.
a. How will the CAB be kept up to date on new scientific information regarding HIV and HIV prevention strategies? Site staff will provide the CAB with educational updates pertaining to new HIV prevention strategies.  The updates will be provided during monthly CAB meeting.
b. Is there any CAB training planned for the coming year? If yes, please describe. Yes, CAB training on Good Clinical Practice and Good Participatory Practice will be provided.
2. Please describe the structure and membership of your CAB.  Are there representatives of the study target population serving on your CAB?  If not, what efforts will be made to facilitate this? Our CAB includes 14 members: 2 social workers, 1 police officer, 1 commercial sex worker, 2 former microbicide trial participants, 1 former vaccine trial participant, 1 senior pastor, 1 HIV treatment nurse, 3 stay-at-home mothers, 1 adolescent girl, and 1 teacher.  We have asked 2 MSM, and 2 HIV/AIDS service organization representatives to join our CAB.  We will forward a list of our updated structure once the new members come on board.  
3. In trying to reach out to the larger community, what groups or organizations (non-governmental organizations, community based organizations, AIDS service organizations, etc.) does the site work with? Please name the groups/organizations and describe the site’s work with each of them. In your description, please identify what subgroups from the larger community (women, MSM, minority populations, students, etc.) these organizations serve. Please refer to the attached document.
4. Are there groups in the community that you have not yet been successful in reaching? What plans does the site have to reach out to these groups in the coming year? This research unit is well known and respected in the community so we have very productive relationships with groups in the community.
5. Please provide the names and contact information (mobile and office phone numbers, and e-mail address) for the site’s 2 MTN Community Working Group (CWG) representatives. This will allow us to keep the network directory and e-mail alias list up to date. Sammy Guy, 919-000-7040 (sguy@yes.org) and Alexa Amsam, 919-500-7020 (aamsam@okay.org)
III. Goals and Objectives/Community Education Activities

Indicate goals for the coming year and summarize measurable objectives that will be used to accomplish the goals.  
MTN Community Program Goal:  To conduct community preparedness and engagement activities to facilitate successful conduct of MTN clinical research studies.
Goal #1: Increase community awareness of HIV/AIDS and HIV prevention strategies.
Objective: Community Education (CE) staff will provide and/or arrange educational sessions focusing on misconceptions related to HIV/AIDS to 24 local NGOs/CBOs by 30 June 2016.
Strategies: 

1. Identify relevant local NGO/CBOs. 
2. Identify contact person at area NGO/CBO.
3. Call or visit the contact person to explain the type of training to be provided.
4. Schedule the training session. 
5. Provide the training session and provide NGO/CBO with study specific information and recruitment material. 
6. Follow up with NGO/CBO on a quarterly basis to provide study updates and assess needs.
Who is responsible for this objective? Community Education Staff, Investigator of Record
What materials will you need and what is the estimated cost? Educational materials to distribute (100 brochures per NGO/CBO), candy for participants.  $60 per NGO/CBO.
Objective: Community Education (CE) staff will participate in 6 local health fairs to educate the general public about basic HIV/AIDS related issues by 30 June 2016.
Strategies: 
1. Identify local health fair. 
2. Identify contact person organizing the health fair.
3. Contact health fair organizer and make arrangements to have an informational table/booth at the health fair.
4. Identify educational materials to distribute and/or an educational game to play at the event. 
5. Notify the CAB and encourage their participation at the event. 
Who is responsible for this objective? Community Education Staff, CAB Members
What materials will you need and what is the estimated cost? Educational materials, display table/booth, portable display, candy and incentives for participants.  $100 per event.
Goal #2: Increase community understanding of the clinical research process. 
Objective: Community Education (CE) staff will provide and/or arrange educational sessions focusing on research processes related to placebo and controls to 16 local NGOs/CBOs by 30 June 2016.
Strategies: 

1. Identify relevant local NGO/CBOs. 
2. Identify contact person at area NGO/CBO.
3. Call or visit the contact person to explain the type of training to be provided.
4. Schedule the training session.
5. Provide the training session and provide NGO/CBO with study specific information and recruitment material. 
6. Follow up with NGO/CBO on a quarterly basis to provide study updates and assess needs.
Who is responsible for this objective? Community Education Staff, Investigator of Record
What materials will you need and what is the estimated cost? Educational materials to distribute (100 brochures per NGO/CBO), candy for participants.  $60 per NGO/CBO.
Objective: Community Education (CE) staff will provide and/or arrange educational sessions focusing on research processes related to the informed consent process to 12 local NGOs/CBOs by 30 June 2016.
Strategies: 
1. Identify relevant local NGO/CBOs. 
2. Identify contact person at area NGO/CBO.
3. Call or visit the contact person to explain the type of training to be provided.
4. Schedule the training session.
5. Provide the training session and provide NGO/CBO with study specific information and recruitment material. 
6. Follow up with NGO/CBO on a quarterly basis to provide study updates and assess needs.
Who is responsible for this objective? Community Education Staff, Investigator of Record
What materials will you need and what is the estimated cost? Educational materials to distribute (100 brochures per NGO/CBO), candy for participants.  $60 per NGO/CBO.
Objective: Community Education (CE) staff will set up an internet blog focusing on research processes to answer questions from the general public by 30 January 2016.
Strategies: 
1. Secure a webpage.
2. Interview potential webpage designers.
3. Pay webpage designer to design webpage.
4. Provide webpage designer with materials to include on the webpage.
5. Launch webpage. 
6. Answer questions posted on page daily. 
Who is responsible for this objective? Community Educators
What materials will you need and what is the estimated cost? webpage, webpage designer. $2000 total cost.
Goal #3: Develop and strengthen relationships with community stakeholders, including (but not limited to) medical care providers, STD/HIV counseling and testing providers, faith leaders, NGOs and CBOs.
Objective: Clinical Research Site staff will arrange meetings to discuss potential partnerships with 20 local NGOs/CBOs by 30 June 2016.
Strategies: 

1. Identify relevant local NGO/CBOs. 
2. Identify contact person at area NGO/CBO.
3. Call the contact person to set up a meeting to explain study.
4. Meet with the contact person to discuss potential partnership with local NGO/CBO and research site.
5. Provide the NGO/CBO with study specific information and recruitment material. 
6. Have NGO/CBO sign an MOU. 
7. Follow up with NGO/CBO on a quarterly basis to provide study updates and assess needs.
Who is responsible for this objective? Clincial Research Site staff, Investigator of Record
What materials will you need and what is the estimated cost? MTN-XXX introduction packet (printed in house).
Objective: Clinical Research Site staff will arrange meetings to discuss potential partnerships with 40 local medical care providers by 30 June 2016.Strategies: 
1. Identify relevant local medical care providers. 
2. Identify contact person at area medical care provider.
3. Call the contact person to set up a meeting to explain study.
4. Meet with the contact person to discuss potential partnership with local medical care provider and research site.
5. Provide the medical care provider with study specific information and recruitment material. 
6. Have medical care provider sign an MOU.
7. Follow up with medical care provider on a quarterly basis to provide study updates and assess needs.
Who is responsible for this objective? Clinical Research Site staff, Investigator of Record
What materials will you need and what is the estimated cost? MTN-XXX introduction packet (printed in house) and recruitment flyers.  $60 per medical care provider.
Objective: Clinical Research Site staff will arrange 4 breakfast meetings to discuss study's facilitated by CRS with 20 local faith leaders per meeting by 30 June 2016.
Strategies: 
1. Identify local faith leaders. 
2. Identify venue to hold meeting. 
3. Secure caterer.
4. Call the contact person to invite to the breakfast meeting. 
5. Meet with the faith leaders to discuss work being done by the clinical research site. 
6. Follow up with faith leaders on a quarterly basis to provide updates.
Who is responsible for this objective? Community Education staff, Investigator or Record.
What materials will you need and what is the estimated cost? Venue, caterer, and informational packet. $1000 per breakfast meeting.
Elements of this CEWP were based upon the HIV Vaccine Trials Network (HVTN) CIWP and used with the permission of the HVTN’s Community Program.
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