Community Engaged Research Process Checklist

	PROCESS
	Actions When Studies Involve Community Partners
	Date Completed

	Step 1- The MUSC researcher and Community Partner will collaborate and the researcher will contact the MUSC IRB requesting assistance to determine what, if any assurances are needed. To assist the IRB in making this determination Step 3 should be completed and submitted for review with the original application submission.

	Forms and instructions may be accessed through the IRB Website http://research.musc.edu/ori/irb/index.html

If you have questions, contact the MUSC IRB at 843-792-4148. Email at youngsn@musc.edu.
	

	Step 2-Obtain an MUSC issued NetID (if applicable)  
	If any person at the non-MUSC organization who will be listed as personnel on the research application will need to obtain an MUSC Net-ID

Please contact Lynn Veatch at veatchlm@musc.edu

	

	Step 3 – Complete the following additional IRB application requirements:  

1. IRB original protocol Form
2. Off Campus Study Site Form 

3. Community Engaged Research Protocol Addendum Form 
4. Provide a letter of support from the Community Partner
	The Principal Investigator (PI) or the study coordinator at the Medical University of South Carolina should contact the MUSC IRB if there are questions. 

· Refer to http://www.hhs.gov/ohrp/policy/engage08.html for OHRP guidance on engagement. 

· All applicable additional forms should be submitted with the eIRB application 

· Letter of Support from the Community Partner should indicate specific research related activities in which they agree to participate. (i.e. provide space, personnel, etc)


	

	Step 4- Submit all application materials through eIRB
	Forms and instructions may be accessed through the following links on the MUSC IRB Website.   http://research.musc.edu/ori/irb/index.html

If the Community Partner is determined to be engaged in human subjects research per OHRP guidance, the following steps (5-8) are required:


	

	Step 5- –Prepare an application for  Federal Wide Assurance of Protection for Human Subjects (FWA).(if applicable)
	Refer to http://www.hhs.gov/ohrp/ for FWA regulatory guidance. 

Refer to the MUSC Success Center for assistance in completing the FWA documentation.

	

	Step 6 – –Complete the CITI online training in Human Subjects Research Protections.
	Any person at the non-MUSC organization who will interact with research subjects and/or have will obtain identifiable information is considered a research team member and must complete CITI.  http:www.musc.edu/citi. The MUSC issued Net-ID should be used as the log in for CITI training.
	

	Step 7 – –Complete MUSC IRB Authorization Agreement (IAA).
	If there are questions, the Research team should contact the MUSC IRB. Email at: youngsn@musc.edu. This document should be obtained 

directly from the MUSC IRB office. 

The IAA should be signed by the Institutional official at the Community Partner Site. 


	

	Step 8 – Submit to MUSC IRB via eIRB: 

a. Approved FWA (if applicable)

b. BAA and/or Data Usage Agreement (if applicable)

c. CITI training certificates for all research team members and IO 

d.  IRB Authorization Agreement        (IAA)signed by Community Partner Institutional Official

e. Letter of Support signed by IO

	The MUSC IRB will contact you if there are questions about the application materials.

Do not begin research activities until you have been notified by the IRB that the Application for this study has been approved by the IRB.
	


Based on chart from research.uiowa.edu

