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   1 December 1995

(Revised 31 May 2002)

MEMORANDUM FOR ALL CLINICAL INVESTIGATION RESEARCHERS

SUBJECT:  Policy for Reporting Adverse Events in Human Use Protocols

1.  This memorandum reviews and clarifies departmental policy and procedures for reporting adverse events that occur in subjects enrolled in approved clinical protocols.  

2.  Definitions:

     a.  Adverse event (adverse effect, adverse reaction): any occurrence of injury, dysfunction, disease, or abnormality of any organ or tissue that occurs in a subject enrolled in a clinical protocol.  Manifestations of an adverse event may include symptoms, physical exam abnormalities, diagnostic study abnormalities, and/or death.

     b.  Serious adverse events: Adverse events that are fatal, life-threatening, permanently disabling, require inpatient hospitalization, or result in congenital anomalies, cancer, or overdose.

     c.  Unexpected adverse events: Adverse events that are not listed as potential risks in the approved WRAMC "Consent" form.

3.  The principal investigator (PI) within one working day must report all serious adverse events occurring in subjects enrolled at WRAMC to the Human Use Committee (HUC).  This is accomplished by submitting an adverse event report memorandum (see paragraph 10) to the HUC through the Department of Clinical Investigation (DCI).  For protocols involving investigational drugs or devices, the investigator must also report a serious adverse event to the sponsor of the IND or IDE immediately (within 24 hours).

4.  Serious adverse events must be reported even if the PI believes that the adverse events are unrelated to the protocol.

5.  Unexpected (but not serious) adverse events occurring in subjects enrolled at WRAMC which, in the opinion of the PI, are possibly related to participation in the protocol must be reported by the PI within 10 (ten) working days to the HUC using the same procedure.

6.  For all serious and/or unexpected adverse events, the PI must forward a copy of the adverse event report to the Medical Monitor for the protocol.

7.  Expected adverse events, (i.e., those events included as potential risks in the consent form) which are not serious, should be reported yearly on the Annual Progress Report (APR) for each protocol.   A summary of all serious or unexpected side effects also must be included in the APR.  If there were no adverse events, this must be stated on the APR.

8.  For multi-center studies, unexpected or serious adverse events occurring in subjects enrolled at other medical facilities must be reported to the WRAMC HUC within 10 working days after the PI receives notification of such events.  

9.  There are reporting requirements for each type of adverse event.  Also, investigators are responsible for immediately reporting to the FDA, if applicable, any injuries to subjects, deaths associated with the research procedures, or any unanticipated problems, which involve risks to the human research subjects or others.

10.  A separate memorandum template is provided which is to be used for the submission of a report of an adverse event.  Information which must be included in the report includes: title of the protocol; work unit number; name, service/department, and telephone/fax numbers of the PI; a summary of the adverse event; a statement in the summary on whether or not the subject was enrolled at WRAMC; and a conclusion by the PI on whether or not the adverse event is related to the experimental treatment or intervention which the subject underwent.  Copies of pertinent pages from the subject=s outpatient and/or inpatient medical records (to include medical summaries or autopsy reports) should be submitted with the adverse event report to assist the HUC members in their review of the event.  All patient identifiers (to include name, ID number, address, and telephone number) should be eliminated from the copies of any medical records submitted to the HUC. 

11.  Failure of the PI to meet these requirements for reporting adverse events will be referred to the Chief, Department of Clinical Investigation, and the HUC for further action, which may include suspension of the study. 

12.  For further information, please contact Ms. Eleanor Bicknell, R.N., Department of Clinical Investigation, WRAMC,  (202) 782-7830.
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