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HIC #:  ____________

PI: __________________
PI status __________________  

HIC Receipt Date:  _______________
Lapse Date: ____________________
1. 

Review is expedited because it meets 46.110(a): “The List” at: __8a__
            a.  The research is permanently closed to the enrollment of new subjects 



     Date closed to enrollment ____________ 

b.  All subjects completed all research interventions and.

c. The research remains active only for long-term follow-up of subjects.


5.


Is there a COI? _____Yes _____ No  Do not hold up approval if there is a COI…e-mail CMM  to let her know you have one and that you are not holding up approval for it.  

6.
Have any amendments been submitted with this request?
            If yes, explain_____________________________________________________

            ________________________________________________________________

a. Is an addendum to the consent form needed for subjects?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
7.
Are there any non Yale affiliated collaborating investigators?             Who?
Do we need IRB approval for there participation? 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
8.
Do all investigators have HSPT and HIPPA Training?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 


If No, Specify who needs training:
Remember to include the investigator training macro in the letter for those not trained

9.
HIPAA Finding: 

·  FORMCHECKBOX 
 N/A enrollment closed

10.


	Vulnerable populations?    FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
If yes indicate which one from the following list:

_____ Children/minors 

_____ Decisionally impaired

_____ Females of childbearing potential

_____ Pregnant women/fetuses/placenta
	_____Non-English Speaking

_____ Use of  Employees

_____ Students

_____ Prisoners

	Appropriate provisions made?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
Previous findings, if applicable: Federal regulations and FDA regulations

Minors______________ 

Pregnant Women_______________

Prisoners__________________
	


11. Recommendations for this portion of the study: _______________________________

12.  Are there any outstanding requests from the HIC?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
Reviewed By: 



  Date: ________________

NOTES: 
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