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Introduction

The purpose of this research study is to identify objective pre-deployment predictors for post-
deployment post-traumatic stress disorder (PTSD) and to test two pre-deployment interventions
designed to reduce post-deployment mental health problems. A total of 500 Army National
Guard or Reserve members who are planning to deploy for Operation Iraqi Freedom/Operation
Enduring Freedom (OIF/OEF) operations within the next 12 months will be recruited for the
study.

Body
The tasks outlined below were completed during the current reporting period.

Task 6: Modify existing cognitive attribution bias training for use in the proposed study
(Mos. 1-6):
¢ Modify existing cognitive bias modification training for use in military population
(Mos.1-5). Constans, SLVHCS
¢ Load cognitive bias modification training software on laptop computers and hand-
held devices (Mos.6). Wiederhold, VRMC

Progress: Complete. The final laptop and handheld versions of the cognitive attribution bias
training are complete and have been loaded onto laptop computers and handheld devices (iPod
Touch). The training programs (Breath Pacer and IMAT apps) are available for downloading at
the Apple Store.

Task 9: Collect pre-deployment physiologic reactivity and cognitive attribution bias data
from Army National Guard and/or Army Reserve members (N=500) (Mos. 9-15):
¢ Recruit and consent National Guard and/or Army Reserve subjects within 12 months
of OIF/OEF deployment (Mos. 9-15). Pyne, CAVHS
e Collect pre-deployment physiologic reactivity and cognitive attribution bias data
(Mos. 9-15). Pyne, CAVHS

Progress: Complete. A total of 600 subjects were recruited from two Army National Guard
units. Consenting took place during pre-deployment Solider Readiness Check (SRC) weekends.
Of the 600 subjects that consented to be in the study, 427 completed pre-deployment baseline
assessments during pre-deployment training. The remaining 173 subjects either voluntarily
dropped from the study or did not contact research personnel to schedule appointments for their
assessment.

All baseline assessments were completed on an Army National Guard training base (Ft. Pickett,
VA) during the time that the soldiers were completing their pre-deployment training. The major
barrier to completing the assessments was the soldier’s rigorous training schedules. That being
said, soldiers were willing to complete assessments well into the early morning hours.

¢ Define baseline physiologic reactivity variables (Mos. 7-18). Tan, MEDVAMC
e Refine analysis plan for pre-deployment data (Mos. 7-18). Williams, UAMS

Progress: Data collection was completed in May 26, 2011. Analyses of these data are
currently underway.



Task 10:

Randomize pre-deployment National Guard and/or Army Reserve members to

resiliency training or no intervention (Mos. 9-15):

Use block randomization design to randomize pre-deployment National Guard and/or
Army Reserve members to physiologic reactivity training, cognitive attribution
training, or no intervention (Mos. 9-15). Pyne, CAVHS

Progress: Complete. See attached randomization procedures (Appendix A) and
randomization results (Appendix B).

The tasks outlined below are scheduled to be completed prior to post-deployment data
collection.

Task 13:

Task 14:

Task 15:

Train research assistants to collect post-deployment data (Mos. 21-27):

Train research assistants to collect post-deployment interview data (Mos. 21-27)
Kramer, UAMS

Train research assistants to collect post-deployment physiologic reactivity data (Mos.
21-27) Kimbrell, UAMS

Train research assistants to collect cognitive bias data (Mos. 21-27) Constans,
SLVHCS

Collect post-deployment data (Mos. 27-42):

Collect 3-month post-deployment physiologic reactivity, cognitive attribution bias, and
interview data (Mos. 27-33). Pyne, CAVHS

Collect 12-month post-deployment physiologic reactivity, cognitive attribution bias,
and interview data (Mos. 36-42). Pyne, CAVHS

Define post-deployment physiologic reactivity variables (Mos. 27-42). Tan,
MEDVAMC

Refine analysis plan for post-deployment data (Mos. 27-42). Williams, UAMS

Data analysis and report writing (Mos. 42-48):
Complete data analysis and report writing (Mos. 42-48). Pyne, CAVHS

Key Research Accomplishments

e Training apps approved by Apple Store - Getting new apps into the Apple Store was
more difficult than anticipated due to criteria for acceptance changed while we were in
the process of submitting the apps for approval. We were told that the apps were not
entertaining enough and that they did not appeal to a wide enough audience. With more
justification (e.g. potential use by thousands of soldiers), we succeeded in getting
approval.

e Collecting data from 427 soldiers during their pre-deployment training was a huge
accomplishment. Contributing factors included 1) Use of iPod Touch device; 2)
Willingness of research team to collect data on soldiers whenever they were available;
3) Support of commanders — providing space and allowing soldiers time to participate in
the study.



Reportable Qutcomes

None to report.

Conclusion
The following tasks outlined in the SOW were completed during this reporting period.

e Consented/enrolled 600 participants
e Completed pre-deployment data collection on 427 participants
¢ Provided resilience training to 252 soldiers



Appendix A

Randomization Procedures

Participants were randomized to one of three training arms: breath pacing, cognitive
bias, or no additional training.

The unit of randomization was the smallest naturally occurring unit that was most likely
be in close proximity during deployment (e.g. squad or platoon). This was done in order
to limit training intervention cross-over that is very likely if soldiers who work in close
proximity are assigned to different training intervention arms. The precise unit of
randomization was decided in consultation with command leadership. The
randomization scheme was 1:1:1 by unit across training intervention arms and was
based on results from a random number generator.

Randomization was stratified by company or troop under the assumption that there may
be factors that could affect outcomes that were specific to a given company or troop,
e.g., assignment, culture, etc. Headquarter companies were randomized separately.
We monitored the number of subjects who were recruited into each arm and modified
randomization strategies such that at the end of recruitment we had equal numbers of
subjects in each of the training arms. A larger number of subjects was in the no
additional training arm and this will enhance our power to detect outcome differences
between the training arms and the control group.



Appendix B

Randomization Results

Arm Battalion 1 Battalion 2 Totals
Biofeedback 40 86 126
Cognitive 31 95 126
Control 47 128 175
Totals 118 309 427






