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PURPOSE:  This document describes the process required for timely reporting of adverse events occurring in human subjects in research trials under the review of the University of Arkansas for Medical Sciences IRB (Human Research Advisory Committee). 

Responsibilities:  The Principal Investigator (PI) is responsible for ensuring that local and non-local serious adverse events (SAEs) are properly recorded in source documents and case report forms (CRFs).  In practice, these tasks are performed by the research coordinator and are reviewed and signed by the PI.  The same is true of SAE reports sent to the UAMS IRB and, when applicable, to the CAVHS Research and Development Committee (VA R & D).  

PROCEDURE:  As stated in the Investigators Handbook for Human Studies under “Record Keeping”, a serious adverse event is any adverse experience occurring at any dose that results in death or is life-threatening; results in disability; causes or prolongs a hospitalization; is a congenital anomaly or birth defect in offspring of subjects, regardless of time to diagnosis; or represents a significant hazard or harm to research subjects or others.  The UAMS HRAC Investigators Handbook and the research protocol should be consulted when determining if an event is serious.  Serious Adverse Events that occur in the study population overseen by the UAMS HRAC are known as “local SAEs.”   

IND Safety reports are SAEs occurring non-locally and represent events occurring in conjunction with the global use of a drug or device.  These reports are generated by the study sponsor according to FDA guidelines.  They are meant as updates to the Investigator Brochure or Device Manual.  These reports should also be submitted to the IRB in a timely manner.

Not all adverse events are serious adverse events.  Consult the protocol for details relating to adverse event classification.  The UAMS HRAC requires the PI to report serious adverse events only.  Sponsors may request that all adverse events be submitted and acknowledged.

The following must be reported to the IRB (UAMS HRAC Investigator Handbook):

· Serious adverse events (SAEs) within 7 days of event.

· Deaths within 3 days, if subject is currently in protocol; otherwise, within 60 days of PI’s notification of the death.

DOCUMENTATION

For reporting an SAE to the UAMS HRAC, the PI or research coordinator completes an SAE reporting form. Once signed by the PI:

· the original is sent to the IRB;

· one copy is filed in the appropriate study regulatory binder;

· one copy is placed with the subject file or medical record; and 

· one copy is sent to the UAMS department/area level CQI designee.

If the study occurred at the VA, a copy is also sent to the CAVHS R&D.  If the event occurred at Arkansas Children’s Hospital (ACH), a copy is sent to the ACH Research Institute (ACHRI).

The status of an SAE may change if, for example, an SAE that originally resulted in hospitalization leads to a subject death or the original SAE event characterization is revised due to new information.  In such cases, an updated SAE form should also be completed with the changes explained in the update and distributed as outlined above. 

RANDOM REVIEW OF SOURCE DOCUMENTATION FOR SAE

In order to monitor that SAEs are being completely reported, the department will randomly assess study source documentation.  The assessment will compare those SAEs reported to the source documentation and indicate if any SAEs occurred that were not reported.  The frequency of random assessments should be set as a department standard.
