
 

  
 

1 

AD_________________ 
 

 
 
Award Number: W81XWH-08-2-0015   
 
 
TITLE:  Comparing Virtual Reality Exposure Therapy to Prolonged 
Exposure in the Treatment of Soldiers with PTSD 
 
PRINCIPAL INVESTIGATOR: Dr. Gregory Gahm, PhD 
                         Dr. Greg Reger, PhD, Co-PI 
      
                           
CONTRACTING ORGANIZATION:  The Geneva Foundation 
         
                              Lakewood,   WA  98496 
 
REPORT DATE:   June 2010 
 
TYPE OF REPORT:  Annual 
 
PREPARED FOR:  U.S. Army Medical Research and Materiel Command 
               Fort Detrick, Maryland  21702-5012 
                 
 
DISTRIBUTION STATEMENT:  
 
    X  Approved for public release; distribution unlimited 
      
    
 

  
 
The views, opinions and/or findings contained in this report are 
those of the author(s) and should not be construed as an official 
Department of the Army position, policy or decision unless so 
designated by other documentation. 
 



 

  
 

1 

REPORT DOCUMENTATION PAGE 
Form Approved 

OMB No. 0704-0188 
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the 
data needed, and completing and reviewing this collection of information.  Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing 
this burden to Department of Defense, Washington Headquarters Services, Directorate for Information Operations and Reports (0704-0188), 1215 Jefferson Davis Highway, Suite 1204, Arlington, VA  22202-
4302.  Respondents should be aware that notwithstanding any other provision of law, no person shall be subject to any penalty for failing to comply with a collection of information if it does not display a currently 
valid OMB control number.  PLEASE DO NOT RETURN YOUR FORM TO THE ABOVE ADDRESS. 

1. REPORT DATE (DD-MM-YYYY) 
01-06-2010 

2. REPORT TYPE
Annual 

3. DATES COVERED (From - To)
 1 June 2009 – 31 May 2010 

4. TITLE AND SUBTITLE 
Comparing Virtual Reality Exposure Therapy to Prolonged  

5a. CONTRACT NUMBER 
 

Exposure in the Treatment of Soldiers with PTSD 
 

5b. GRANT NUMBER 
W81XWH-08-2-0015   

 
 

5c. PROGRAM ELEMENT NUMBER 
 

6. AUTHOR(S) 
Dr. Gregory Gahm, PI; Dr. Greg Reger, Co-PI  

5d. PROJECT NUMBER 
 

  
5e. TASK NUMBER 
 

 
 

5f. WORK UNIT NUMBER
 

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES) 
The Geneva Foundation 

8. PERFORMING ORGANIZATION REPORT   
    NUMBER 

   
Lakewood, WA  98496 
 
 
 

 
 
 
 
 

 
 
 

9. SPONSORING / MONITORING AGENCY NAME(S) AND ADDRESS(ES) 10. SPONSOR/MONITOR’S ACRONYM(S)
US Army MRMC   
Fort Detrick, MD  21702-5012   
  11. SPONSOR/MONITOR’S REPORT 

        NUMBER(S) 
   
12. DISTRIBUTION / AVAILABILITY STATEMENT 
Approved for public distribution; distribution unlimited 
 
 
 

13. SUPPLEMENTARY NOTES 
 

14. ABSTRACT 
This randomized, single blind study is evaluating the efficacy of virtual reality exposure therapy (VRET) by comparing it 
to prolonged exposure therapy (PE) and a waitlist (WL) group in the treatment of post-traumatic stress disorder (PTSD) 
in active duty (AD) Soldiers with combat-related trauma.  During the first year, the study team developed the 
infrastructure to implement the trial including personnel hiring and training, process development to identify, screen, and 
enroll participants, completion of study-related VR Iraq scenarios, and research protocol development.  Recruitment of 
soldiers for study participation continued during this reporting period.   By the end of this reporting period, 145 referrals 
for treatment had been received, 84 subjects consented to study participation and 45 met all of the inclusion and 
none of the exclusion criteria and were randomized to treatment. There are few current challenges.  New 
physiological assessment equipment is currently being acquired due to artifact levels found in preliminary analyses.  
Although enrollment is slightly behind schedule, the study is generally expected to proceed according to established 
timelines. 

15. SUBJECT TERMS 
PTSD, virtual reality exposure therapy (VRET), prolonged exposure therapy (PE) 

16. SECURITY CLASSIFICATION OF: 
 

17. LIMITATION  
OF ABSTRACT 

18. NUMBER 
OF PAGES 

19a. NAME OF RESPONSIBLE PERSON
USAMRMC 

a. REPORT 
U 

b. ABSTRACT 
U 

c. THIS PAGE
U 

UU  
6 

19b. TELEPHONE NUMBER (include area 
code) 
 

 Standard Form 298 (Rev. 8-98)
Prescribed by ANSI Std. Z39.18 



 

  
 

1 

Table of Contents 
 

 
                                                                                                                                Page 
 

 

Introduction…………………………………………………………….………..…..4 

 

Body…………………………………………………………………………………..4 

 

Key Research Accomplishments………………………………………….……..5 

 

Reportable Outcomes………………………………………………………………5 

 

Conclusion……………………………………………………………………………5  

 

References…………………………………………………………………………….5 

 

Appendices……………………………………………………………………………5  

          
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

  
 

1 

 
 
 
 
INTRODUCTION. 
 
 This randomized, single blind study is evaluating the efficacy of virtual reality exposure 
therapy (VRET) by comparing it to prolonged exposure therapy (PE) and a waitlist (WL) group in 
the treatment of post-traumatic stress disorder (PTSD) in active duty (AD) Soldiers with combat-
related trauma.  The study will test the general hypotheses that 10 sessions of VRET will 
successfully treat PTSD, therapeutically affect levels of physiological arousal, and significantly 
reduce perceptions of stigma toward seeking behavioral health services.  Soldiers returning 
from deployments to Iraq who are diagnosed with combat-related PTSD following administration 
of the Clinician-Administered PTSD Scale (CAPS) will be randomized to one of three groups:  1) 
PE; 2) VRET; or 3) WL.  Soldiers will undergo clinical assessments at baseline and after 5 and 
10 treatment sessions.  Outcome measures will also be collected at 12 and 26 weeks post-
treatment.  Physiological arousal, patient satisfaction with treatment, and stigma toward seeking 
behavioral health services will also be explored.   
 
BODY. 
 

With initial IRB study approval in May 2009, the study team has continued recruitment, 
enrollment and follow-up of study participants throughout the year. Advertising campaigns have 
been identified and implemented for web-based content, posters, flyers and newspaper ads. 
The clinical psychology team participates in continual evaluations of treatment fidelity and inter-
rater reliability. The research assistant continues to be trained in a variety of administrative and 
computer skills required for successful study conduct. During the past year the study team has 
recruited, hired and trained a psychologist working in the role of psychologist/project director. 

Recruitment of soldiers for study participation began May 2009. By the end of this 
reporting period, 145 referrals for treatment had been received, 84 subjects consented to study 
participation and 45 met all of the inclusion and none of the exclusion criteria and were 
randomized to treatment. 10 subjects randomized to ‘waitlist’ completed their study participation 
through post-assessment visit, 13 subject randomized to either treatment group had completed 
10 sessions of treatment and are in the follow-up phase. 4 subjects randomized to treatment 
completed their 26-week follow-up and are done with study participation.  

Ongoing recording and review of sessions has been implemented in order to ensure 
treatment fidelity of 15% of treatment sessions. 
 
 
 
Modification 

August 2009 revisions were made to the protocol to update the recruitment strategy by 
adding posters, flyers and print advertisement in local newspapers. The IRB approved these 
changes, as well as the use of a weblink with video for providers and potential participants.  

September 2009 the IRB added a HIPPA addendum to the consent process and a 
request for modification of additional information regarding the videotaping of subjects 
described in the consent was approved. 

October 2009 the IRB approved a modification request to add the psychologist/project 
director and remove an AI who had left the department. In December 2009 a request for 



 

  
 

1 

modification of the study was approved to increase the recruited number of subjects to 300 and 
to add Service Members who had deployed in support of OEF. The increase in numbers 
allowed for a 50% screen fail rate not included in the original calculation and reflective of the 
screen fail rate.  Recruitment posters, flyers and advertisement text were amended to reflect the 
addition of OEF deployed soldiers. The consent form was also modified to reflect OEF inclusion. 
All subjects currently enrolled in the study were re-consented. 

Study modification of the protocol was approved February 2010 updating the advertising 
campaign to reflect the inclusion of Operation Enduring Freedom (OEF) deployment history to 
web-based recruitment text and video. Addition of an additional Associate Investigator was also 
granted. 
 Received P000003 (dated 24 February 2010) from USAMRAA approving the revised 
statement of work to permit the study team to provide treatment to participants that were 
randomized to the waitlist group and have completed the waitlist time period, and also to 
provide treatment to those volunteers who have screen failed due to the inclusion/exclusion 
criteria but who exhibit post-traumatic stress disorder symptoms and would benefit from the 
protocol treatment. A request for study modification of the protocol was not approved by the 
Madigan Army Medical Center (MAMC) IRB because it was not research related activity and 
they do not have authorization to approve or disapprove the treatment. 
   
 
Challenges 
 
 A decrease in active participant recruitment occurred due to staffing shortage while 
hiring and training the psychologist/project director and the loss of a previously trained 
investigator.   
 The NEXUS-10 equipment used for physiological data collection is likely going to be 
replaced due to preliminary data showing heavy artifact and data collection interference, likely 
due to the use of Bluetooth connection in our facility. Other biofeedback systems are being 
investigated for possible use on this trial.  
 
   
 
KEY RESEARCH ACCOMPLISHMENTS. 
 
Administrative and logistical matters. 
 a). Personnel. 

1)  Recruitment, hiring and training of a psychologist to support the study at 
100% in the psychologist/project director role 
2)  Training of the clinical psychologist in PE and VRET therapy. 

 b)  Materials, supplies and consumables. 
1)  Supplies and materials for study requirements continue to be coordinated in 
anticipation of human subject enrollment. 

 c)  Institutional Review Board. 
1)  An annual review of the study by the MAMC IRB was approved for 

continuation of study conduct in December 2009.  
  
 
REPORTABLE OUTCOMES. 
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