Executive Summary and other resources 
Title:   Ethical Considerations in the Report of a Work Group on Post Traumatic Stress Disorder (PTSD) and Vulnerable Populations in Research
Date:  February 25, 2009

Domain:  Ethical Practices in Research

Topic:  Other -- Research Involving Patients with Post Traumatic Stress Disorder (PTSD)                   

Summary of Call:

The Secretary of the Department of Veterans Affairs (VA) charged the Work Group on PTSD and Vulnerable Populations to examine the tension between the need to study veterans with PTSD to help improve their condition and the need to protect veterans with PTSD from further risk, given their potential vulnerability as research participants. 

Specifically, the Secretary of Veterans Affairs charged the Work Group to provide consensus recommendations to the Under Secretary for Health (USH) for the following questions:

1.  Is it ever ethically permissible for VHA to support the conduct of research on veterans with PTSD?

2.  Are veterans with a diagnosis of PTSD considered “vulnerable” for the purpose of applying guidelines for the protection of human subjects in research?

3.  Should veterans with a diagnosis of PTSD be afforded special consideration and/or extra protections under VHA guidance to protect human subjects in research?

Take-home Points:

The Work Group reached the following primary conclusions:

1.  It is not only ethically permissible for VHA to support the conduct of research involving veterans with PTSD, but VHA has an ethical obligation to do so.

2.  As a group, veterans with PTSD are not categorically vulnerable and, therefore, do not require special protections in the form of new regulations, policy, or guidance.

3.  Veterans with a diagnosis of PTSD should be afforded special consideration consistent with current regulation and policy if and when an IRB determines that these veterans have impaired decision-making capacity, an increased susceptibility to undue influence or coercion, or an increased susceptibility to the risks associated with a particular research study.   
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Links to the PTSD Work Group Report:

Internet: http://www.ethics.va.gov/docs/net/PTSD_Work_Group-Vulnerable_Populations-Research_20081001.pdf
Link to detailed summary of call: http://www.ethics.va.gov/docs/net/NET_Topic_20090225_PTSD_work_group.doc 
Links to closely related Ethics Center and VHA materials: 

Department of Veterans Affairs, Veterans Health Administration.  VHA Directive 1058, Responsibilities of the Office of Research Oversight; 2008. 

Department of Veterans Affairs, Veterans Health Administration.  VHA Handbook 1200.05, Requirements for the Protection of Human Subjects in Research; 2008.  This Veterans Health Administration (VHA) Handbook prescribes procedures for the protection of human subjects in Department of Veterans Affairs (VA) research. 
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  *Complete references may be accessed in the links provided above for the PTSD Work Group Report. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

PAGE  
1

