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YALE SCHOOL OF MEDICINE

Human Investigation Committee

 PRIMARY REVIEWER RESPONSE FORM

Continuing Review or Continuing Review and Amendment 

100 CH14
Protocol Number: __________________________________

Principal Investigator: ______________________________

Reviewer: _________________________________________

Date: ___________

1. Brief description of the study:

2. Risk Level: 

3. Accrual: Is accrual sufficient to meet targeted enrollment?

4. Duration: How long has the study been in progress?  Will accrual be possible within the stated duration?

5. Vulnerable subjects: Does the study require special findings (children, prisoners, decisionally-impaired)?

6. 
Adverse Events/Unanticipated Problems:  Have there been any serious, unanticipated and possibly related adverse events in the past year?  Have anticipated adverse events occurred at a frequency greater than anticipated?  Have there been any unanticipated problems involving risks to subjects or others?   Are there any DSMB reports?

7. Are there any changes, or is there new information that would impact the appropriateness of continuing the protocol?

8. Does the renewal request include any new amendment request?  

9. Describe the amendment request:

10. Would the amendment affect the risk level of the protocol?

11. Does the amendment require a new consent?

12. Are there any aspects of the amendment that would make approval inappropriate?

13. Are there any other issues presented by the re-approval request that require Committee discussion?

14. Reviewer Recommendation:


___Approve as submitted


___Approve with changes outlined above


___Special findings (if applicable)
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