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INTRODUCTION

The proposed study seeks to address the problems that some veterans and service personnel
have when trying to access appropriate health care for PTSD. One way to improve access to this
care is to deliver the treatment over a video conferencing system (referred to as telemental health or
TMH) so that personnel in geographically underserved areas can be treated by clinicians with
specialized training. Specifically we will be comparing the efficacy of Cognitive Processing Therapy
(CPT) when provided in traditional face-to-face (FTF) vs. via TMH. The study will compare these
modalities of treatment among OEF/OIF veterans who have developed PTSD secondary to their
military trauma. The treatment will directly help the veterans by providing education and skills-building
to help them process their reactions to their traumas and decrease the experience of PTSD
symptoms. This study has a unique component of having an accompanying website which allows the
veterans in the TMH condition to complete their therapy assignments in a secure online environment.

BODY

In the first 12 months of the study, we have been able to accomplish what we stated we would
do in 6 months in the Statement of Work. Because we are a two site study and have to run our
funding through the University of Wisconsin (UW) we had more interested parties from whom we
needed to obtain approval. We had the UW IRB, the Madison VA R & D Committee, the Hines VA
IRB and the Hines VA R & D, as well as HRPO. We have completed 95% of the regulatory review
process and obtained approval from the various involved agencies for use of human subjects. We are
currently waiting for the UW IRB to complete an expedited review of the changes (expected approval)
to the consent form necessitated by the receipt of the Certificate of Confidentiality (COC) and the
addition of new personnel (a study coordinator and new study therapists). Then we will route these
changes through the Madison VA R & D, the Hines VA R & D and the DOD HRPO office. We hope to
begin recruiting subjects the first week in September.

We have completed the design and testing of the study website and are awaiting the final
changes (based on that testing) by the programmers. The website will be completed and ready for
use by August 14. Test website is currently posted here
(http://ptsstest.sundialsc.com/PTSSUserSecurity/Userlogin.aspx) before being moved to a secure
server.

The Hines & Madison Staff have been trained in the SCID-I and CAPS and are completing
their ratings for establishing initial inter-rater reliability. We have collected and copied all the required
assessment instruments. We have created the excel databases for entering data with a double entry
system. We have purchased the equipment to video and convert the video to DVD for adherence
ratings. The statistician has created the randomization schedules. We have set up the systems
needed for tracking patients and their progress through the study. We are in the process of setting up
a system for subject payments.

We recently hired a research coordinator for the Madison site; we decided to wait until we were
close to recruitment to conserve funds. We have discussed applying for a one year no-cost extension
so that we will be able to meet our recruitment goals and to that end have been careful in our
spending. Staff is ready to begin the study as soon as we get approval from each regulatory board.




The Madison VA R & D meets August 20th. We expect to have UW IRB approval before then (based

on their pre-review). The Hines VA said they can do an expedited review. Then we will send all this to
HRPO.

KEY RESEARCH ACCOMPLISHMENTS
Since we have not begun recruiting subjects, we have no research accomplishments.

REPORTABLE OUTCOMES
There are no reportable outcomes at this time other than the completion of the website.

CONCLUSION

In the first 12 months of the study, we have been able to accomplish what we stated we would do in 6
months in the Statement of Work due to the high number of regulatory boards involved in our study.
We will be able to begin subject recruitment in early September and have done all the necessary pre-
recruitment work in order to have a successful well-run study.
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