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Institutional Review Board

Cancer Prevention and Control Adverse Event Form

Date of this Report:

IRB#:

Title:

To:

Principal Investigator: 

Project Coordinator:



Phone Ext:

Date initially reported to IRB:

Patients Initials:


Medical Record #:

Date of Death:


FCCC Patient:
Location of Death:

(Check one)

Initial ( 
Initial and Final (
Final (
Follow-up (
(Check one)

Serious (
Non Serious (
Expected (
       Unexpected (
Adverse Event Summary:

Does this adverse event change the risk benefit ratio?

Please check one. 

No

Yes: please discuss:

Does this adverse event require changes to the protocol?

Please check one. 

No

Yes: please discuss:

Does this adverse event require changes to the Informed Consent document?

Please check one. 

No

Yes: please discuss:

Recommended Action/Comments (if applicable):

Causality: Unrelated (  Unlikely (     Possible (      Probable (     Definite (
Principal Investigator Signature:____________________________________________

Distribution List: ( IRB CHAIR (IRB Coordinator  ( Fox Chase Network

AE11/15/06/ac
