
                                       AD_________________
                                          

Award Number:  W81XWH-08-1-0491

TITLE:  Using Propranolol to Block Memory Reconsolidation in Female
        Veterans with PTSD

PRINCIPAL INVESTIGATOR:  Deane Aikins, PhD                                               
                         
 
CONTRACTING ORGANIZATION: Yale University
                          New Haven, CT 06520-8047
 
 
REPORT DATE:  October, 2009
 
 
TYPE OF REPORT:  Annual 

PREPARED FOR:  U.S. Army Medical Research and Materiel Command
               Fort Detrick, Maryland  21702-5012

               

DISTRIBUTION STATEMENT: 

     

×  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.



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)
14/10/2009

2. REPORT TYPE
Annual

3. DATES COVERED (From - To)
 15 Sep 2008-14 Sep 2009

4. TITLE AND SUBTITLE 5a. CONTRACT NUMBER
PT075607

Using Propranolol to Block Memory Reconsolidation in Female
Veterans with PTSD

5b. GRANT NUMBER
W81XWH-08-1-0491
5c. PROGRAM ELEMENT NUMBER

6. AUTHOR(S) 5d. PROJECT NUMBER

Deane Aikins, PhD

 

Email: deane.aikins@yale.edu  

5e. TASK NUMBER

5f. WORK UNIT NUMBER

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES)

AND ADDRESS(ES)

8. PERFORMING ORGANIZATION REPORT
    NUMBER

Yale University
950 Campbell Avenue/151E
West Haven, CT 06516

9. SPONSORING / MONITORING AGENCY NAME(S) AND ADDRESS(ES) 10. SPONSOR/MONITOR’S ACRONYM(S)

U.S. Army Medical Research and Materiel Command

Annual Phase II, Annual Summary
Annual Phase II, Annual Summary
Fort Detrick, Maryland  21702-5012

11. SPONSOR/MONITOR’S REPORT
Fort Detrick, Maryland  21702-5012       NUMBER(S)

12. DISTRIBUTION / AVAILABILITY STATEMENT

Approved for public release; distribution unlimited

13. SUPPLEMENTARY NOTES

14. ABSTRACT
In the current study, we will be investigating a method for blocking memory reconsolidation in
three groups of female Veterans of either Operation Iraqi Freedom or Operation Enduring Freedom
(OIF/OEF) with PTSD.  During the first year of the 3 year project, institutional review
approvals were obtained from Yale University School of Medicine, VA Connecticut Healthcare
System, West Haven Campus, and U.S. Army Medical Research and Materiel Command Office of
Research Protection Human Research Protection Office.  Patient recruitment is underway.

15. SUBJECT TERMS
Psychological Health Treatment, Female Service Members

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 5 19b. TELEPHONE NUMBER (include area
code)

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



Table of Contents

                                                                                                                                Page

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

Body………………………………………………………………………………….. 4-5

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

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

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

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

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



4

INTRODUCTION: In the current study, we will be investigating a method for blocking
memory reconsolidation in three groups of female Veterans of either Operation Iraqi
Freedom or Operation Enduring Freedom (OIF/OEF) with PTSD: 1) Individuals (n=20)
who receive propranolol following recall of a traumatic memory (Propranolol-trauma); 2)
Individuals (n=20) who receive a placebo following recall of a traumatic memory
(Placebo-trauma), and; 3) Individuals (n=20) who receive propranolol following recall of
an affective neutral memory (Propranolol-neutral).  Memory recall will be
psychophysiologically assessed by measuring facial corrugator electromyography
(EMG), skin conductance, blood pressure and cardiovascular inter-beat interval
responses immediately prior and four weeks following medication administration.  We
predict a significant drop in physiological reactivity to Veterans’ trauma memories and
PTSD intrusive symptoms in the Propranolol-trauma group.

BODY: In the first year of this three-year award, we successfully met our first task
objective by finalizing the study design in consultation with grant mentors and obtaining
Institutional Review Board approvals from the Yale University School of Medicine, VA
Connecticut Healthcare System, West Haven Campus, and U.S. Army Medical
Research and Materiel Command Office of Research Protection Human Research
Protection Office.  We were able to successfully train and implement study procedures
with staff.  Furthermore, as we received preliminary feedback from the OIF/OEF
community that weeknights and weekends may be more available for time to participate
in research, we successfully revised our Statement of Work to include a third study site,
the Clinical Research Unit of the Connecticut Mental Healthcare Center.

We were also successful in completing Task 2, which was to initiate subject
recruitment.  The VA Connecticut Healthcare System OIF/OEF patient care coordinators
agreed to promote our study by sending a study announcement to all female OIF/OEF
veterans registered in the VA Connecticut Healthcare System.  The current count of this
registration is @640 female OIF/OEF veterans.  An additional research team has
indicated the rate of Military Sexual Trauma in this cohort to be @33%, which suggests a
potentially large recruitment pool for our study.

By the end of Year 1, we began Task 3, which was to enter participants into the
study protocol.  We received numerous phone inquiries about the protocol and
scheduled several intake appointments.  At the end of Year 1, we had 1 participant sign
the informed consent and then dropped out of the study before session 1 could begin.

We noted two significant deviations from our original Statement of Work for Year
1.  1) Task 1 was estimated to be completed in 6 months when in fact it was completed
in approximately 9 months.  2) Task 3 was estimated to include data collection from 12
participants.  We note significant delays in receiving institutional review board approval
from the VA Connecticut Healthcare System that accounted for the lost time.  Further,
getting approval for the recruitment letter was not finalized until the end of Year 1.

An important observation regarding the clinical presentations of female OIF/OEF
veteran potential participants was mentioned at the interim report at the 2009 Military
Health Research Forum, Kansas City, MO: a high degree of suspicion regarding
confidentiality of research records from the VA and the military.  The chief concern of
potential participants was that either the VA or the military would learn of the
participant’s involvement in the Yale School of Medicine research protocol.  Despite our
best efforts to assure individuals of the confidentiality of the Yale research records, we
believe this played a strong role in the female veterans’ decisions to opt out of the
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research.  We hope that recruitment via the VA Connecticut Healthcare System female
veteran cohort will eliminate this concern, as these veterans are already registered
within the VA system (our initial recruitment efforts came from the community).
  One possible consideration with regard to recruitment would be to revise the
inclusion criteria to allow civilian females with PTSD of a similar age range to the
veterans.  Both veteran and civilian populations report a history of poly trauma, including
sexual assault and abuse.  In this manner, incorporating both samples into the study
may also improve the applicability of the findings while maintaining the original
Statement of Work Timeline.  We will continue to evaluate this in the beginning of Year 2
while we receive responses from our recruitment letter.

KEY RESEARCH ACCOMPLISHMENTS:
• All institutional review board approvals obtained
• Staff trained on protocol
• Statement of Work revised to include additional research site (Clinical

Research Unit of the Connecticut Mental Healthcare Center) for after-hours
participant data collection (evenings, weekends).

• Recruitment initiated.

REPORTABLE OUTCOMES: Interim presentation at the 2009 Military Health Research
Forum, Kansas City, MO.

CONCLUSION: The potential implication of this research, when completed, would be an
evaluation of propranolol as a single-dose treatment for combat-related Posttraumatic
Stress Disorder in female veterans.
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