Yale University School of Medicine

Continuing Review Worksheet

8c
CH 19

HIC #:  ____________
 
PI: __________________
PI status __________________  

HIC Receipt Date:  _______________Lapse Date: _______________Review Date___________
Date closed to enrollment ____________

1. 

Review is expedited because it meets 46.110(a): “The List” at: __8c___

· the remaining research activities are limited to data analysis

2.
Have all subjects completed all research interventions such as study drugs, questionnaires, and non-invasive procedures?  Yes ___ No ___



3.
Is the only work still being done data analysis?  (If no. then it is not an 8c)

Yes___ No __

4.


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.  

5.
Have any amendments been submitted with this request?


If yes, explain ____________________________________________________________________________________________________________________________________________________________
6.
Are there any non Yale affiliated collaborating investigators?             Who?
If they are analyzing de-identified data we do not need IRB approval from the external institution or FWA or IAA.


7.
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

8.
HIPAA Finding: 

·  FORMCHECKBOX 
 N/A enrollment closed

9.

Minors Findings:  (include the appropriate macro in the re-approval letter)  


 FORMCHECKBOX 
45 CFR Part 46.404



 FORMCHECKBOX 
45 CFR Part 46.405



 FORMCHECKBOX 
45 CFR Part 46.406



 FORMCHECKBOX 
 N/A

10.
Are there any outstanding requests from the HIC?
11.
Do the total numbers accrued match the number the PI stated was necessary to accrue?
Reviewed By: 



  Date: ________________
Document to be sent to PI:  
NOTES: 
Revised 6-7-07



