GENERAL CLINICAL RESEARCH CENTER

BROOKHAVEN NATIONAL LABORATORY

Upton, New York 11973

 (CIRCLE ONE)  NON-SERIOUS  /  SERIOUS   

ADVERSE EVENT REPORT


A Non-Serious Adverse Event must be reported in writing within three business days to the General Clinical Research Center (GCRC) Manager.

A Serious Adverse Event must be reported by telephone immediately to the General Clinical Research Center (GCRC) Manager (x7961 or x3560) and the Office of Research Administration (ORA (x3362).  The written report must be submitted to the GCRC Manager and the ORA within 24 hours.

	  IRB Protocol:   
	  Subject ID:   

	Department/Division:  

Principal Investigator:  
Procedure:  


Date of Visit:  

Purpose of Visit:  

When:  

Where:  
Description:

Relation between the event and protocol:  ( ) None    (  ) Possible    (  ) Probable    (  ) Definite   
Was event medication related:  (   ) Yes    (   ) No    (   ) Unknown 

Medication: 

Was this event :        (   ) Anticipated       (   ) Unanticipated          (  ) N/A

Immediate or temporary actions taken:  

Individual responsible for care/actions:  

Funding Agency:  




SIGNATURES:

	Report prepared by:  
____________________________________________
	Date:  ____________

	Responsible Physician:  

________________________________ 
	Date:  
___________

	Principal Investigator:  


                                        __________
	Date:  

_____

	GCRC Manager:  

            ________________________________
	Date:  ____________

	


(William Gunther)
	


The Principal Investigator must report any Serious Adverse Events to the agency funding the research.

IRB #:  ________                  ID #: ______________

	Follow-up Report:

	DATE:  

	Follow-up of event:  




Signature of 

PI/RP:  


                                 



Date:  
  ______                    

	General Clinical Research Quality Assurance Physician Final Evaluation of the Event:

	Has the same/similar non-serious/serious AE previously occurred in this subject?    (  ) Yes    (  ) No

	Has the same/similar non-serious/serious A/E previously occurred in other subjects in this study?  (  ) Yes  (  ) No

	Is further corrective action or evaluation necessary?  (  ) Yes    (   ) No

	By Whom?    
Should this protocol be suspended until corrective action is complete?   (  ) Yes    (   ) No

	General Clinical Research Quality Assurance Physician’s Comments:   




Signature of 

General Clinical Research Quality Assurance Physician:  

                                 
Date:  










(Angela L. Baumann, D.O.)

	CRQAC Final Deposition:

	AE Classified As:  (  ) No A/E or within normal limits   (  ) Mild A/E – did/did not require intervention   (  ) Moderate A/E – resolved with intervention   (  ) Severe A/E – resulted in inability to carry on normal activities and requires hospitalization   (  ) Life threatening or potentially long-term disabling A/E   (  ) Fatal A/E




	Current Status of the AE: 


(  ) Resolved    (   ) Ongoing with Treatment    (   ) Ongoing without Treatment      (  )  N/A


Signature of 

CRQAC Chair:  

                                  


Date:  








(Angela L. Baumann, D.O.)
The Principal Investigator must report any Serious Adverse Events to the agency funding the research.
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