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-ADMINISTRATIVE PRE-REVIEW CHECKLIST and APPROVAL COMMENT FORM
 New Exempt Protocols 
IRB-HSR Submission #:      _________             IRB-HSR #      _____________
PI Name:_      ____________________


              
Outside Sponsor  FORMCHECKBOX 
 NA  FORMCHECKBOX 
Yes If yes:  Sponsor _     __________________
Funded by Grant?  FORMCHECKBOX 
No  FORMCHECKBOX 
Yes GIRB #       List as Sponsor in database
COMMENTS FOR ASSURANCE FORM:  

Insert a short description of the protocol in the receipt event.  (DO NOT ENTER IT ON THIS FORM) 
The purpose of this study is to…..

The study will involve…..

Write in receipt event of this protocol:

Exempt via category  List category # from below.
Check the appropriate box or boxes below 
	EXEMPT PARAGRAPHS:

Note:  There are other exempt categories- the two listed below or those most often used by the IRB-HSR. 

	 FORMCHECKBOX 

	Par 2:
	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability, or be damaging to the subjects' financial standing, employability, or reputation.

	 FORMCHECKBOX 

	Par 4:
	Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 

TIP:  Existing Data –subjects unidentifiable (means de-identified or LDS)


HIPAA Information

Does the study include Health Information?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

If yes, is the health information de-identified?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

If yes, complete information under de-identified below

If no, will health information be collected that meets the criteria of a Limited Data Set?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

(Note- answer No if a code would be used and the approval is under exempt paragraph #4)
If yes, complete the information under Limited Data Set below and write the following comment on the Assurance Form

Collecting health information that meets the criteria of a Limited Data Set
If no, would this be approved under Exempt paragraph #4 that meets the criteria of identifiable or has a code?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

If yes, PROTOCOL DOES NOT QUALIFY FOR EXEMPT APPROVAL.  ADVISE PI TO RESUBMIT A PROTOCOL FOR EXPEDITED REVIEW. 

If no, will this study be collecting health information approved under Exempt paragraph #2 that meets the criteria of identifiable or has a code?  

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  
If yes, complete the information under Identifiable below and add the following comment to the Assurance Form 
Collecting health information, approved under Exempt paragraph #2, that meets the criteria of identifiable or has a code.
Check one of the following:


 FORMCHECKBOX 
 De-identified- No additional documentation is required.  No category is required in IRB Online under Waiver of consent or Waiver of Documentation of Consent fields. 


 FORMCHECKBOX 
 Limited Data Set- Waive consent under 45CFR46.116.  No waiver is required under HIPAA regulations. 



 FORMCHECKBOX 
 Internal- send PI Data Use Agreement (DUA) 



 FORMCHECKBOX 
 External- Grants and Contracts office will put DUA into contract


 FORMCHECKBOX 
 Identifiable- No additional documentation is required.  No category is required in IRB Online under Waiver of consent or Waiver of Documentation of Consent fields. 
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