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SUBCOMMITTEE FOR HUMAN STUDIES (IRB)

NEW YORK HARBOR HEALTH CARE SYSTEM

______________________________________________________________________________





ADVERSE EVENT REPORT TO IBRA AND SHS

Note:  This form is identical to the form used by the IBRA of the NYUSM

Adverse Event Report Requirements lists events and injuries that Investigators must report and the required time frame for reporting each type of event to IRB.  Principal Investigators must complete Part I of this report and send it to the IRB within the applicable required time frame, Investigators must complete Part II if the subject was a patient at an  IRB Facility 

Investigator Name: ________________________   Phone:____________;  Fax: ____________

Protocol # ___________

Protocol Title: _________________________________________________________________

_____________________________________________________________________________

Part I:  

Patients enrolled at  � Other (Non IBRA Facility): ________   � BHC      �HJD     

� VAMC   � NYU FPO    � NYU TH     � NYU RIRM     � NYUCD


 Adverse Events Took Place at  � Non IBRA Facility ( home, nursing home, etc.) _________

� NYU FPO  � NYU TH  � NYU RIRM � BHC  � HJD   � VAMC    � NYUCD    

Number of Patients Involved in this SAE Report _______________

Adverse Event Type:   

� Unanticipated problem involving risk to subjects or others [Prompt report]
� Adverse drug reaction(s) that is/are both serious and unexpected [Prompt report]

� Unanticipated adverse device effect(s) [No later than 10-days after learning of the event]

�  Serious Adverse event in human gene transfer protocol [Immediate report]                          

      Serious Adverse event with minor consequences ______________

Outcomes attributable to or possibly associated with adverse event:

� death    � hospitalization - initial or prolonged    � disability   � congenital anomaly    � other : ____________
Report Source: � Cooperative Group  � Sponsor  � Subject  � Other (e.g. relative, doctor):_____________.   Report made by  � written notification; � telephone; � in person 

Date of Event:  ____________.   Date of this Report:  ____________

Describe Event or Problem:

SUBCOMMITTEE FOR HUMAN STUDIES (IRB)

NEW YORK HARBOR HEALTH CARE SYSTEM 

(CONTINUED)

_____________________________________________________________________

Adverse event was � likely related to the protocol; � possibly related to the protocol;
                       � unrelated to the protocol;      � relationship unknown 

For adverse  events which were likely or possibly related to the protocol: 

       Is the protocol being revised. � Yes; � No.  If no, explain why revision is not necessary. 

       Is the consent form being revised � yes (attach revised consent form); � No.  If no,

       explain why revision is not necessary 

Part II
 Investigators must complete Part II if the subject was a patient at an NYHHCCS or NYUSM IBRA Facility 

Ss ID: _________      Medical Record:___________      Date of Birth ______       Sex _____       

Relevant tests/laboratory data (include dates)

Other relevant history/concomitant medications, etc.

Actions Taken 

� decreased drug dose  � maintained drug dose  � discontinued treatment  � suspended treatment   � concomitant medication � Other _____________________

Current Status:

�   Resolved as of _________, as determined by _______

�   Continuing, being follow up by _________________

Comments:  

___________________________________


______________________                  

Investigator’s Signature





Date

______________________________________________                                 _____________________________

IRB Chairman                                                                                                   Date
January 2001
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