
PROTOCOL ADDENDUM:  COMMUNITY ENGAGED RESEARCH 


COMMUNITY

1. Define “community” as it relates to this particular study. The term may be applied to one or more of the following:

a. a defined geographic or political area such as a neighborhood, town or region; 

b. a population that possess certain common characteristics such as its race, ethnicity, age or gender;
c. an entity that functions in society (and outside of the researcher's own institution) such as a business, civic organization, educational facility, religious group, or governmental agency.

     
2. Describe community engagement in this study:

a. Who are the community partners?

     
b. How was the partnership formed?

      
c. Describe community partners’ involvement in study development, including helping to define research objectives and having input into how the study will be organized and conducted. (Consider literacy issues, language barriers, cultural sensitivities, Community Advisory Board (CAB), etc.).
     
d. Describe community partners’ involvement in collection, analysis and/or interpretation of data, and input into how the results are distributed. (This does not imply censorship of data or of publication, but rather the opportunity to make clear the community's views about the interpretation. If they will not be involved in this phase of research, respond N/A)
     
e. Describe how research processes and outcomes will benefit the community. 
     
COMMUNITY PARTNERS: ROLES & RESPONSIBILITIES
1.
Will the community partner(s) provide a physical location or facilities for the 
conduct of this study?  If yes, please describe.
Examples include but are not limited to, being a study recruitment site, clinical site, laboratory, education center, interview or survey site, or meeting space for focus groups.  If a specific site has not yet been identified, please indicate that an amendment will be submitted once the site has been identified.
     
2a.
Will community partner(s) and/or community partner site personnel interact with research subjects?  For example, will any Community Partner Site employees distribute information about the study, obtain consent from participants, collect samples from     participants, assist with surveys, contact subjects by phone, have access to protected health 
information (PHI) or other private information?
 FORMCHECKBOX 
YES. If Yes, please complete 2b.    FORMCHECKBOX 
 NO


Bottom of Form

2b. Provide a list of responsibilities community partner(s) and/or community partner 
site personnel will have in the conduct of this study.  (Do not cut and paste from the 
examples listed below.)     
Examples include, but are not limited to, reviewing medical records to determine whether patients are eligible for the study, collecting existing data from participants’ medical records, identifying potential participants, explaining the study to potential participants, recruiting participants, obtaining informed consent, carrying out study procedures, obtaining survey data, evaluating or interviewing participants, data analysis, filling out forms, etc. 

     
3. How will the Principal Investigator assure that community partner(s) and/or community partner site personnel are implementing study procedures according to the study protocol and eIRB application (fidelity to the protocol)?  
a. Will the Principal Investigator or research coordinator be at the community partner site to provide direct supervision? 
Top of Form


 FORMCHECKBOX 
YES  
 FORMCHECKBOX 
NO
Bottom of Form

b. Please explain how supervision by the Principal Investigator will occur during the study.

     
c. Will someone from the community partner site be trained to supervise the conduct of the study?  
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
If yes, please provide the name and contact information for personnel from the community partner site who will oversee research activities for this study, and explain how supervision will occur. 
     
4. How will the Principal Investigator and the community partner(s) and/or community partner site personnel communicate about the study?  
a. How will study progress be monitored?  

     
b. How will the Principal Investigator assure that changes in the study protocol or procedures are communicated to the community partner(s) in a timely fashion?  

     
c. How will the Principal Investigator assure that the current version of all IRB approved documents is available to the community partner(s)?  
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