HIV Prevention Trial Network

Site Community Involvement Quarterly Report (CIQ)

Instructions and Definitions
This document is to provide assistance to the HPTU Community Educator in completing their quarterly reports.  Definitions from the Community Involvement Quarterly Report (CIQ) are provided here to help clarify what is needed.  Examples are provided in the CIQ’s actual format and are indicated by the box:   


Reports should be submitted on the report form to Rhonda Beamon at rbeamon@fhi.org.  If you have any questions about the CIQ or the instructions, please contact the Community Involvement Program staff Stella Kirkendale at skirkendale@fhi.org or Wayne Wilson at wwilson@fhi.org.

Due Dates:  The CIQs are due 15 days after the end of each quarter.  Because the HPTN site fiscal year runs from July 1 through June 30, the first quarter of the cycle starts July 1 and goes through September 30, so the report will be due 15 days later on October 15.  If the due date falls on the weekend, it is due the following Monday, US East Coast time at 5pm.


Site Community Involvement Plan:

Complete this section to indicate documentation of the key components of the site community involvement plan.  The components listed are to be submitted once a year, unless revisions have been made, in which case they should be re-submitted with the CIQ.  The way the example is filled out below indicates that the site’s annual place was submitted to the Community Involvement Program (CIP) at FHI, and that the mission statement and bylaws originally submitted were revised and submitted to the CIP.



(  Annual Plan Submitted


(  Revisions 

( Submitted

(  Mission Statement & By-laws submitted

(  Revisions 

( Submitted

(  Suggestions of budgetary needs to site staff


HPTU Community Involvement Staffing:

This section refers to percentage of time paid staff work on HPTU community involvement activities and any changes to staffing.  Include the name, title / role in community program and percentage of a full-time equivalent (FTE) employee will be devoted to HPTU community activities.  For example:


	Name
	Role
	% FTE

	Joanna Smith
	CAB liaison
	50%


Changes in staffing since last report:
	Community educator was hired by another project, and hiring a new educator should be complete by January 2001.


Community Activities (not community advisory meetings):

Complete the table of community activities by providing information for any of the listed activities conducted at your site during the quarter of this report as well as any other activities not specifically listed.  Describe the type of interventions conducted at your site, and submit copies of any flyers, news articles, and the text for radio and television efforts.  Definitions are provided:

· Community meeting - refers to a planned meeting with community members in the research catchment area, and / or with providers from community-based or non-governmental organizations.
· Community training - refers to a formal, structured training held off-site, in a community setting, with members of the community at large.
· Outreach – education or information provided in informal settings where people naturally congregate, such as marketplaces, bars, parks, festivals, and on the street.  Includes Health Fairs, community sensitization events, community surveying, and other similar activities.
· Clinic-based group education sessions - education at sites where people come to receive services, such as antenatal care or drug treatment centers.
· Media activities – using radio, TV, billboards or newsletters to disseminate information about HIV prevention research and messages to a particular community.
· Other – community activities not described in the previous definitions.


	(
	Activity
	# this Quarter
	Description, outcome, and total 

number of people present
	HPTU Staff Involved

	(
	Meeting with community, NGO, CBO, etc.
	2
	Site Community staff met with 2 CBOs -- Neighbors Against AIDS and Women’s Cooperative -- about their community outreach and HIV education activities
	D. Hrava (Study Coordinator), T. Jantu (Community Educator)

	(
	Other: CAB meeting with IRB on community issues
	1
	CAB members developed a presentation for the IRB about locally identified ethical issues of concern.  Four CAB members presented to the 12 member IRB with 3 additional observers
	T. Jantu 

(Community Educator) 



Educational /Training Materials Developed:

Describe educational materials the site has developed for use in community education outreach and preparedness activities by community educators, CAB members and other HPTU staff.  Materials that are developed and/or used in educational activities need to be reviewed and approved by a community advisory process and submitted to the CIP.

Materials include, but may not be limited to fact sheets, pamphlets, brochures, newsletters, articles, manuals or videos, or the following topics:

· CAB orientation materials (topics could include: Introduction to HIV prevention research; Ethics; Reviewing protocols; Roles & Responsibilities of CAB members and site staff)

· Study-specific pamphlets / fact sheets (information describing details of the protocols being conducted such as an outline of the trial activity, timeline, or descriptions in accessible language about microbicides, antiretrovirals, or behavioral interventions)

· Clinical trials (information describing the different phases, placebos, randomization, informed consent and how these concepts are important to the community, and others)

· Ethical considerations (protection of confidentiality, informed consent, outcomes of participation, descriptions of study compensation, and others)

· HIV prevention materials (risk reduction practices, microbicides, STD treatment)

· AIDS biology and epidemiology (natural history, risk factors, symptoms of infection)

· Referral information where additional services can be accessed


:

	Topic
	Description
	Date Approved by CAB
	Submitted to FHI

	Research in OUR Community
	Pamphlet describing how and what type of research is being conducted in the community regarding HIV
	15 January 2002
	(

	HIV and You
	Billboard (text and picture attached)
	10 February 2002
	(

	CAB Ethics Orientation
	Training session (agenda and handouts attached)
	N/A
	(



Community Advisory Structure and Support

Describe the number and status of the sites’ Community Advisory Boards and other advisory structures.  Please also indicate whether the CAB(s) serve institutions or studies other than the HPTN, such as HVTN.   See the example below.



Community Advisory Structure and Support:

Type of advisory structure (list number of groups after the “#”):

(  Existing CAB: #
( New CAB (Date formed:
Nov. 2001
)  #
1

(  Existing Satellite CAB #
( New satellite CAB (Date formed:

) #


(
Alternative Structure  #
1
Describe:
Support group of pregnant women advises the CAB on issues related to the trial



(
Advisory Group(s) serve other research efforts in addition to HPTN.  

If “yes”, please list other initiatives the group advises:

The CAB advises the HVTN and other research conducted by the national government’s Stop AIDS Program, Gates Foundation project, and State University study on traditional remedies.

Individuals in the Community Advisory Groups:  Indicate in these two boxes the total number of participants who are considered official community advisors to the site based on their stakeholder status.  Stakeholders are people or organizations affected by the outcome of an action (both negatively or positively) or those who can affect the outcome of proposed actions, interventions, or research in their community.  

Determining an advisory member’s stakeholder status can be very subjective as a person could be both a direct and indirect stakeholder.  Stakeholders can be in one of two categories, direct or indirect, based on the definitions below.  

· Direct stakeholders – those directly affected by a health issue or research study.  These individuals or groups are the ones who stand to benefit or lose from HIV prevention research in their communities. 
· Indirect stakeholders – individuals who may be indirectly affected by efforts to conduct HIV prevention research, or are linked to those who are directly affected.  For example, representatives of CBOs, NGOs, intermediary organizations, private businesses and political structures.  
Although some advisors may be both direct and indirect stakeholders, you will have to assess their major role with the advisory group.  It is OK if their status changes over time.  Remember, however, that the main goal for advisory representation is to have direct stakeholders involved in the process.


	The number of individuals in all of the HPTN community advisory groups 

(The sum of the direct and indirect stakeholders should be the TOTAL number of community advisors.  See instruction sheet for definitions):
DIRECT stakeholders all groups

7

INDIRECT stakeholders all groups

4





Number of Community Advisory meetings:  List them by name and title, and submit with the report a roster of attendees and minutes for each CAB meeting held.
Number of Community Advisory meetings this quarter: 3                      

	Date of Meeting
	# at Meeting
	Staff Attendance (HPTU PI, HPTN PI, Site Coordinator, Community Educator/Recruiter, Staff Nurse, etc.)
	Minutes/Roster Submitted

	1/8/01
	13
	D. Hvara, Study Coordinator; T. Jantu, Community Educator
	(

	2/12/01
	13
	D. Hvara, Study Coordinator; T. Jantu, Community Educator
	(

	3/12/01
	12
	S. Moro, PI; T. Jantu, Community Educator
	(



Advisory group policy on staff participation at meetings:  Describe specific policies, formal or informal, on staff participation at CAB meetings.  For example, a CAB that meets monthly invites their PI to attend CAB meetings on a quarterly basis rather than expect the PI’s attendance at every meeting.  This allows the CAB time to discuss issues without the PI present.  Another CAB may have elected their site PI to be their co-chair of the group, while others may only want the study coordinator and/or the community educator at their meetings.  The amount of participation by site staff in the meetings can be decided upon by the advisors and the staff and should be documented in the Quarterly Report in this section. 


Community Advisory Transitions: List new members who have joined during the present quarter and list their representation role in the advisory group.  Please also list departing members and their reasons for leaving.



(  New Members.  If yes:

	Name
	Advisory Group Role
	Orientation date

	Sarah Florin
	Youth Peer Educator
	2/12/01

	
	
	


(  Departing Members.  If yes:

	Name
	Reason for leaving

	Tomas Jacinto
	Employment responsibilities did not allow for time off to attend meetings

	
	


Community Advisory Training – State the date and title of the training as well as describe who conducted the training (site research staff, FHI) and the number of participants.  An outline of the content, agenda, and participant roster should be submitted with the CIQ. 



(  Training held. If yes:

	Date

Held
	Description 

(ex. CAB orientation, study-specific info, ethics)
	Number Trained
	Date Content Submitted
	Roster Submitted

	12/03/2001
	HPTN 024 overview conducted by S. Moro, PI
	12
	02/15/2002
	(

	
	
	
	
	(

	
	
	
	
	(


Site Community Involvement Plan - The three essential documents for the Community Involvement Plan (the plan itself, your advisory body’s mission statement and by-laws, description of funding requests) listed are to be submitted once a year, unless revisions have been made, in which case they should be re-submitted with the CIQ.

Toppics for Advisory Group Comment and Review:

Items are to be submitted annually unless there is a revision during the year.  Recruitment refers to activities the site conducts to identify participants for the research study, and does not include the recruitment of community advisors.    Retention refers to activities the site does to help keep participants connected to the study activities.  Some studies require participants to go to the study site multiple times over many months so a plan to help participants stay involved with the study is important. Community advisors may know specific information that could help site staff understand how to best meet the needs of participants so they can be identified and remain in the study. 


(  Informed consent process


(  Revisions 

( Submitted
(  Review of site on recruitment/retention plans


(  Revisions 

( Submitted 

(  Other issues discussed by advisory group for the site:



Quarterly Community Representation in HPTN Calls, Meetings & Activities: 

Document participation in meetings, calls, and other HPTN activities in the table.  There are separate sections for participation in calls, meetings, and activities for the Community Working Group (CWG), Community Educator (CE), Science Working Groups (SWGs), Protocol Teams (PTs) and other HPTN committees and groups. To help clarify the table:

· CWG and CE calls: Calls happen every other month for a total of 3 meetings in each quarter.

· Protocol Teams: document the protocol team participation using the protocol number.  

· Options for the Working groups are: ART (Antiretroviral), BWG (Behavioral Research), EWG (Ethics Working Group) MWG (Microbicides), PWG (Perinatal), STD (Sexually Transmitted Diseases) and SUWG (Substance Use).  Participation in SWG’s concept team meetings that are developing a study idea that does not have a protocol number should be counted in this section.

· Committees include: Network Evaluation, and the Executive Committee



	CE Participation:

(  Community Educator; # of calls:  3             

(  Others attending calls (name and number of calls): Principal Investigator participated in the June 2001 call

(  Others attending meetings (name and number):  


Protocol Team Participation:

Conference Calls:

(  Protocol # 
068

who:  F. Granger

# of calls:    2

(  Protocol #
068
who:  D. Dhata
# of calls:   1
(  Protocol # __________ 
who: __________________
# of calls: ___________
Face-to-face Meetings & Other Activities:

(  Community Members; # of activities: ______ ,  Total # of members participating:  ______


(  Community Educator; # of meetings/activities ______

(  Other: Attendee’s name:


Describe the meetings and activities attended:



SWG / Concept Team Participation:

(  SWG: PWG  
who: T. Jantu, CE
# of calls:
  1            
(  SWG: ______________
who: __________________
# of calls: ___________

(  SWG: ______________
who: __________________
# of calls: ___________
Describe other meetings & activities attended:



Network Committees:

(  Committee: EWG
 
who: G. Macaw


# of calls:   1 

(  Committee: __________ 
who: __________________
# of calls: ___________

(  Committee: __________ 
who: __________________
# of calls: ___________

Describe other meetings & activities attended:





Barriers / Challenges to Workplan Implementation - Describe any particular challenges, barriers or problems experienced during the quarter.  Note: if the challenge is due to an overly ambitious objective in the workplan, the objective can be revised to reflect more realistic aims.

Successes in Community Involvement Activities - Describe any particular achievements, highlights, or special events during this quarter.  For example, a community forum organized by the site received positive news coverage by a local TV station. 

Technical Assistance Needed - Describe technical assistance needs for the quarter.  For example, specific training in roles and responsibilities of CABs, how to read a protocol, ethics, etc.
Technical Assistance Given to Other Sites - If the site was involved in providing assistance to another HPTU, describe.  For example, the site shared its study brochure with another site involved in the same study – or the CAB shared its mission statement and by-laws with another site in the region.

Other Comments or Concerns - If other issues were raised that have not been covered previously, including feedback for CORE community program managers, note them here.

Example:





Example:





Example:
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