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Date of Event or Incident:    				Date of Report:         


PNNL IRB No.:


Project Title:


Principal Investigator:    					Phone:                       








1.	DESCRIPTION OF ADVERSE EVENT OR SERIOUS INCIDENT





	The adverse event was: _____ mild  ____ moderate  ____ severe  ____ fatal  


	Relationship to protocol: ____ not related ____ possibly related ____ related ____ unknown


	Volunteer subjects involved __________ No. of subjects involved __________





	Provide a description of the adverse event or incident.  If relevant, include the subject=s demographic information.








2.	ACTION TAKEN





	Provide a detailed description of the immediate and follow-up action taken.








3.	TREATMENT PROVIDED TO THE SUBJECT





	Date of treatment:________________





	Subject=s recovery was: ___ complete   ___ moderate   ___ minimal   ___ none





	Describe the treatment provided to the subject:








4.	CHANGES NECESSITATED BY ADVERSE EVENT/INCIDENT





	Changes in Protocol:  In your judgement, is a change in your protocol necessary to reduce or  eliminate further risk?


	Yes ______ If yes, attach two copies of your revised protocol with changes in bold on one copy.


	No ______ If no, provide a brief rationale.





�



5.	CHANGE IN INFORMED CONSENT/ASSENT OR OTHER DOCUMENTS





	Are any changes required in the Informed Consent or other project documents to better inform and protect the rights and welfare of subjects?





	Yes ______ If yes, attach two copies of the revised Informed Consent with changes in bold on one copy.  Note that no new subjects may be entered until the revised consent form is approved by the IRB.





	No ______ If no, provide a brief rationale.











6.	RE-CONSENT/ASSENT





	Is it necessary to inform subjects or their legal representatives who have already consented to participation in the study of the adverse event/incident and to re-consent them?





	Yes ______ If yes, attach two copies of the revised protocol or Informed Consent with 


	chang�es in bold on one copy.  Note that no new subjects may be entered until the revised consent form is approved by the IRB.





	No ______ If no, provide a brief rationale.











7.	ANY FURTHER ACTION REQUIRED





	Describe any further action required.








8.	ADDITIONAL COMMENTS 





	Please provide any comments you believe will help the IRB assess this situation.











	______________________________________________________________________________


	Signature of Principal Investigator	Date
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