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Off Campus Study Site Form

PRO/HR #      
STUDY TITLE:      
PRINCIPAL INVESTIGATOR:      
ADDRESS OF OFF-SITE FACILITY:      
**complete a new form for each off site facility
NAME OF NON-MUSC INVESTIGATOR/ INSTITUTIONAL OFFICIAL:      
SECTION I.

A.  Is the off-campus site “engaged” in human subject’s research pertaining to this study?
To make this determination you will need to consult the OHRP website to assist in determining if the off campus site’s role in this study makes the site “engaged.”  In general, an institution is considered engaged in a particular non-exempt human subjects research project when its employees or agents for the purposes of the research project obtain: (1) data about the subjects of the research through intervention or interaction with them; (2) identifiable private information about the subjects of the research; or (3) the informed consent of human subjects for the research. See the following link for categories and guidance: http://www.hhs.gov/ohrp/policy/engage08.html
1. Check either A or B below: (Completion of A or B is required)

 FORMCHECKBOX 
  (A) Activities at the off-campus site are consistent with examples under Category A; the site is engaged in human subjects research


If you checked this section, please identify the specific type of activity or activities to be done at this off site campus by providing the number of the example from the OHRP website. For example: A1, A2, A3, etc.


     
 FORMCHECKBOX 
  (B) Activities at the off-campus site are consistent with examples under category B; the site is not engaged in human subjects’ research


If you checked this section, please identify the specific type of activity or activities to be done at this off site campus by providing the number of the example from the OHRP website.  For example: B1, B2, B3, etc.


     
2. Does the off-campus site have a Federal Wide Assurance (FWA)?
 FORMCHECKBOX 
  Yes
If yes, what is their FWA:      
 FORMCHECKBOX 
  No

3. Does the off-campus site have an Institutional Review Board for Human Research?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

If Yes, the individual or site must contact that IRB and provide MUSC with documentation on whether IRB approval is required.  

Please provide the name, address and phone number of the IRB:

     
If Yes, has the off-campus site’s IRB approved this study?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If the off-campus site’s IRB has not approved this study, will review by that IRB be required?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If no, please explain. 

     
SECTION II.  (Complete this section if you selected Section I.A(1)(A)). 
A. List all community individuals that will be engaged in the study.

Individuals are “engaged” if they will: (1) obtain data about research participants through intervention or interaction with them; or (2) obtain identifiable private information or identifiable specimens about the participants of the research – even if they do not directly interact with them or (3) the informed consent of human subjects for the research.  More information pertaining to what constitutes engagement can be found in the OHRP guidance on engagement at: http://www.hhs.gov/ohrp/policy/engage08.html
	Individual’s Name

Use full legal name 
	Individual’s Credentials and/or

Position

(e.g., M.D., Executive Director.,  recruitment specialist)
	Individual’s Role on the study

 (e.g. ,consent, deliver interventions, data analysis)

	
	                  
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


To expand table, move to the end of the last row and press the tab key.
**Any community individual “engaged” in research will need to complete the CITI MIAMI training course and be listed on the eIRB personnel list. 

** If any community individual member of a facility is considered “engaged” in research, the site is then considered “engaged in research under section I(A)(1) of this form. 

B.  For each individual listed above who will be involved in the informed consent process, please complete the information below.
	Name:
Current Position/Role at the Facility:
Human Subjects Education/Training:



You may copy and paste this box as many times as needed. Box expands.
***For those individuals and/or sites that do not have their own IRB, MUSC may consider taking on the role of IRB of Record. Please review the guidance provided by SCTR (pg2) on how to apply for a Federal Wide Assurance (FWA) / Institutional Authorization Agreement (IAA). Contact your MUSC IRB administrator if you have questions.

**MUSC may assume IRB responsibilities for non-affiliated institutions and investigators only under certain conditions (i.e., such as when an approved IRB Authorization Agreement exists designating the MUSC IRB to serve as the IRB of Record and the facility applies for and receives and FWA from OHRP).  

**If the MUSC IRB takes on the role of IRB of Record, individuals must complete an IRB approved education program (CITI MIAMI) for the protection of human research participants prior to conducting this, or any other, research involving human participants.  
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