RELYING SITE Checklist

(For non-affiliated sites relying on COMIRB)

 FORMCHECKBOX 
  Full Board Review



 FORMCHECKBOX 
  Expedited/Chair Review               
	Reviewer:      
	Principal Investigator :      


	Protocol #:      
	Submission ID:      


	Relying Site:      
	Relying Site PI:      


Do you have a conflict of interest with this study?   

Yes   FORMCHECKBOX 


No  FORMCHECKBOX 

	Relying Site Checklist
	Yes
	No
	N/A or Comments

	1. Does submission include the Relying Site Details form, and is it complete and accurate?

2. Has PI signed and submitted the Lead PI Responsiblities agreement? (N/A if previously signed/submitted; only needs to be completed once)
3. Has Local Context information been provided by the relying site’s IRB office?
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	     
     

	 FORMCHECKBOX 
 N/A: Local Context survey not required because

· Relying institution is in Colorado and Local Context is collected annually or via Smart IRB system,

· Relying institution’s involvement is limited to data analysis, data provision, recruitment, or expert consultation on study design. (Note: these institutions may not technically be engaged in the research.)
· Relying institution is only engaged because of a visiting professor or student’s affiliation with that institution.
If so, have any unique local context issues been addressed in the relying site details form, protocol or application?
If not, redline pertinent information into Relying Site Details form.

	  FORMCHECKBOX 

	 FORMCHECKBOX 

	                                    

	From Local Context Form:

4. Does a site-specific consent document need to be approved?

If so, is it attached and does it include relying site’s required information (e.g., injury language, HIPAA language)?
Do any other site-specific documents need to be approved? (e.g., site-specific recruitment documents)
Does the relying site require a standalone HIPAA authorization form?

	O

 FORMCHECKBOX 

O

 FORMCHECKBOX 

O

O

 FORMCHECKBOX 

O

 FORMCHECKBOX 

	O

 FORMCHECKBOX 

O

 FORMCHECKBOX 

O

O

 FORMCHECKBOX 

O

 FORMCHECKBOX 

	     
     

	5. Are the study activities at the relying site clear? (e.g., in Relying Site Details form, protocol or Application)
	  FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6. If a waiver of informed consent and/or HIPAA authorization was previously granted, do these waivers apply to the activities at the relying site?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7. Vulnerable populations

Are any of the following determinations applicable to the relying site? (These should have been previously documented for our site.)

· Children

· Pregnant women

· Prisoners
· Adults who cannot consent for themselves

	  FORMCHECKBOX 

  FORMCHECKBOX 

 FORMCHECKBOX 

  FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	

	8. Does submission involve other amendments? If so, okay to approve other amendments and indicate an additional amendment will be necessary to complete addition of site.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 



     _______________________________

     
Reviewer Signature




Date

Sign Here
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