Italicized requirements applicable to VA Research Service only


SOP 11

ADVERSE EVENT REPORTING PROCEDURES

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for reporting adverse events.  This SOP describes the methods to be used for the receipt, investigation, and reporting of adverse events that occur during clinical studies.      

2.0
RESPONSIBILITIES

2.1 
The PI is responsible for accurate and timely reporting of AE in the CRF, to the IRB, the R&D Committee, and the Sponsor.

2.2 
The PI and/or study coordinators are responsible for recording all new clinical experiences, exacerbation, and/or deterioration of any existing clinical condition occurring after a study subject has entered the study on the appropriate form in the CRF.  They will also provide follow-up information on all AE, until resolution or an appropriate end point is reached.

2.3
LOCAL SAEs.  VA personnel, including WOC and IPA appointments, must ensure that written notification is made to the IRB within 5 business days after becoming aware of any local SAE that is BOTH unanticipated AND related to the research. 

2.4
SERIOUS PROBLEMS.  VA personnel, including WOC and IPA appointments, must ensure that written notification is made to the IRB within 5 business days after becoming aware of any serious problem that is BOTH unanticipated AND related to the research.  (Note:  for examples, see the ORO SharePoint/Web sites at http://vaww.vha.portal.va.gov/sites/ORO/RCO/default.aspx and http://www.va.gov/oro/ )

2.5 
LOCAL Research DEATH.  VA personnel, including WOC and IPA appointments, must ensure that written notification is made to the IRB immediately upon becoming aware of any local death that is BOTH unanticipated AND related to the research.

3.0 
DEFINITIONS
3.1 
In order to ensure proper understanding of this SOP, the following definitions are provided:

3.1.1 
Adverse Event- Any untoward physical or psychological occurrence in a human subject participating in research.
3.1.2 
Serious Accident/Injury – any accident or injury that require medical attention or treatment, other than basic first aid provided at the site where the accident/injury occurred; those that require extended medical surveillance of the affected individual(s) that may include sequential serology or other medical testing; and those that lead to a serious long term health complication or death.

3.1.3   Serious Adverse Event- (FDA 21 CFR 312.32)  an untoward occurrence in human research that results in:
1) Death.

2) A life threatening event.

3) Inpatient hospitalization; prolongation of hospitalization
4) Persistent or significant disability/incapacity.

5) A congenital anomaly or birth defect. 

Important medical events that may not result in death, be life-threatening or require hospitalization may be considered a serious adverse event when, based upon appropriate medical judgment, they may jeopardize the subject and may require medical , surgical, behavioral, social or other intervention to prevent one of the outcomes listed in this definition.

3.1.4 
Unanticipated and Unexpected ): This refers to an event or problem in human research that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol documents and the characteristics of the study population.
4.0 
REPORTING PROCEDURES

4.1 
Any clinical study event that is judged to be an AE should be recorded on the CRF and on the AE form during the course of the study.  The PI and/or study coordinator ensures this information is captured during every study subject visit.  This form and the information remain a part of the CRF and are filed appropriately.  All supportive information is filed in the source document.

4.2 
Whenever a study subject has reported ANY AE, the study coordinator discusses the event IMMEDIATELY with the PI (if possible while the study subject is there) who must evaluate the event.

4.3 
If the AE is not serious and not related to the research, the information is recorded on the CRF, managed medically as appropriate, and the event is followed until resolution. 

4.4.1 
If the AE is "serious”, unanticipated and related to the research, it must be reported to the IRB in writing within 5 business days after being made aware of the event.

4.4.2    After receiving written notification, the IRB will review, determine and document whether any actions are warranted to eliminate apparent immediate hazards to subjects.

4.4.3
The IRB will notify the VA Medical Center Director and the ACOS/R in writing within 5 business days after its convened meeting if:


(a)  Actions were taken to eliminate apparent immediate hazards to subjects; or


(b) The IRB determined that the incident was serious and unanticipated and related to the research, or there was insufficient information to make the determination; or


(c) Protocol or informed consent modifications were warranted.

4.4.4
The VA Medical Center Director will report the situation to ORO within 5 business days after receiving the IRB’s notification.

4.5
If the AE is a local death, the IRB must be notified immediately after it has been determined that the death is both unanticipated and related to the research. 

4.5.1
The IRB will alert ORO by e-mail or telephone within 2 business days after receiving the notification of the death.  The VA Medical Center Director and the ACOS/R will receive concurrent notification.

4.5.2
After receiving written notification, the IRB will review, determine and document whether any actions are warranted to eliminate apparent immediate hazards to subjects.

4.5.3
At the next convened IRB meeting, the IRB will determine and document if the  death was or was not both unanticipated and related to the research. They will also determine if modification are warranted to the protocol and/or the informed consent and whether or not reconsent is required from previously enrolled subjects.
4.5.4
The IRB will notify the VA Medical Center Director and the ACOS/R of its determinations within 5 business days of the determination.

4.5.5 
The VA Medical Center Director will report the determinations to ORO within 5 business days after receiving the IRB’s notification.

R. Amanda C. LaRue, PhD

Associate Chief of Staff for Research

Approval date 7/22/16
SOP 11-4

