REPORTING SERIOUS ADVERSE EVENTS AND

PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS IN VA RESEARCH 1

 SHAPE  \* MERGEFORMAT 









Facility Director8 must report the PROBLEM or SAE promptly to OHRP and FDA.


Follow local policies.















































     YES














An investigator, RCO,2 or other individual identifies an internal (local)5 SERIOUS ADVERSE EVENT (SAE)6 in a VA research subject.  





  NO





Is the PROBLEM or SAE actually serious?








An investigator, RCO,2 or other individual identifies a PROBLEM3 involving RISKS4 to subjects or others associated with VA research (e.g., family members, researchers).








    NO








  YES





SPECIAL REVIEW BY A QUALIFIED IRB MEMBER IS REQUIRED:


Within an additional 5 business days, a qualified IRB member must CATEGORIZE7 the PROBLEM or SAE as related or unrelated to the research; anticipated or unanticipated; and serious or non-serious.





Report the PROBLEM or SAE to the IRB and ACOS/R AS SOON AS POSSIBLE


but no later than 5 business days after discovery.














      NO








Is the PROBLEM or SAE related, or possibly related, to the research?





SPECIAL REPORTING IS REQUIRED:


IRB Chair7 must report the PROBLEM or SAE to the Facility Director as soon as possible but no later than 5 business days after it is categorized.


Facility Director7 must report the PROBLEM or SAE to ORO Regional Office as soon as possible but no later than 5 business days after being notified.








Facility Director8 must report promptly to OHRP. 


Do not report to ORO or FDA.


Follow local policies.











  YES





    








Is the PROBLEM or SAE unanticipated


in nature, severity, or frequency per the protocol, consent document, investigators’ brochure, or other IRB�approved materials – i.e.,  


Does the PROBLEM or SAE reflect RISKS that are


NEW or GREATER THAN previously known?8








    NO





1	This chart does not address reporting to Sponsors.


2	RCO = Research Compliance Officer


3	A problem is an event, incident, or outcome that may REASONABLY reflect a previously unknown risk, level   of risk, or frequency of risk in the research. 


4	Risks may reflect potential physical, psychological,  social, or economic harm.


5	An “internal” or “local” SAE is an SAE experienced by      a subject at the reporting individual’s own VA facility or VA�approved research site.


6	An SAE is an untoward occurrence that results in death,  a life�threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect, or that requires medical, surgical, or other intervention to prevent one of the preceding outcomes.  


7	See VHA Handbook 1058.01 §6a(3).


8	OHRP requires reporting of all problems reflecting risks that are new or greater than previously approved or recognized.  Only VA Facility Director can report for VA. 








Do not report to ORO, OHRP, or FDA.





Follow local policies.
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