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1. INTRODUCTION:

Disability due to musculoskeletal disorders (MSD) poses a major problem for the Navy. Research has shown that once
a Service member has been injured, negative thoughts and feelings about the injury can increase the likelihood of
disability. There is evidence that early treatment may be more successful at reducing disability and that perhaps this
type of treatment should be provided by physical therapists who have early and prolonged access to patients. We have
developed a course to train physical therapists to identify and address psychological factors that increase the likelihood
of disability in patients with MSD called Psychologically-informed Physical Therapy (PiPT). In a pilot study, we
demonstrated successful implementation of training physical therapists onboard an aircraft carrier. The long-term
objective of our research is to implement this training program in different settings and for different patients with MSD
throughout the military. In the proposed study, we aim to establish the feasibility of implementing psychologically-
informed PT in a US Navy shore-based health care facility. We will also assess the impact of PiPT on ADSM with
MSD in comparison to usual physical therapy.

2. KEYWORDS:

Psychologically informed Physical Therapy (PiPT), Chronic Pain, Musculoskeletal Disorders, Biopsychosocial
Intervention, Rehabilitation.

3. ACCOMPLISHMENTS:

What were the major goals of the project?

Major Task 1: Submit Administrative Aspects to start the study Target Date April 15, 2021
Subtask 1: Obtain CRADA and subcontract agreement 100% completed
Subtask 2: Prepare documentation for IRB submission, including research protocol,

training material and protection of human subjects 100% completed
Subtask 3: Modify protocol as per IRB requirements 100% completed
Subtask 4: Hire, credential and train research team stationed at NMCP. 95% completed
Subtask 5: Submit IRB approval and other documentation required for HRPO

approval. 90% completed




What was accomplished under these goals?

Q1 Accomplishments:
e  Subcontract agreement finalized
e IRB documentation in preparation
e Training material completed and is in draft form to be reviewed after IRB submission and comments return to
PI
Q2 Accomplishments:
e CRADA signed.
e  FT research assistant and research coordinator hired and credentialed at NMCP.
Q3 Accomplishments:
e IRB documentation submitted
e Research Psychologist hired at NYUGSOM
e Transposed data collection forms into REDCap.
e Setup survey distribution automation in REDCap.
Q4 Accomplishments:
e DHA DSA application is in process
e Applied for CEUs for the PiPT training program.
e Established office space and recruiting areas at NMCP for the study.
e  PT research assistant hired at NMCP; credentialing in progress.
e Received approval from the NMCP IRB

What opportunities for training and professional development has the project provided?

FT research assistant has learned how to develop data collection tools and surveys in REDCap. The NYU team received
training on foreign influence.

How were the results disseminated to communities of interest?

Nothing to Report

What do you plan to do during the next reporting period to accomplish the goals?

the approved study materials. We will submit a IRB Reliance Agreement form to be signed between NYUGSOM and

will begin recruiting and data collection for the control arm of the study.

Since the NMCP IRB has approved the protocol, we will submit a DSA application to the DHA and continue preparation of

NMCP. We will also submit our documentation to HRPO for approval. Once HRPO approval and the DSA is acquired, we

4. IMPACT:

What was the impact on the development of the principal discipline(s) of the project?

Nothing to Report

What was the impact on other disciplines?

Nothing to Report




What was the impact on technology transfer?

Nothing to Report

What was the impact on society beyond science and technology?

Nothing to Report

5. CHANGES/PROBLEMS:

Changes in approach and reasons for change

Nothing to Report

Actual or anticipated problems or delays and actions or plans to resolve them

The delay continued for the submission of IRB materials. We had to clarify some questions asked from IRB pre-
screening personnel at NMCP. The Scientific Review Committee had questions and recommended modifications that further
delayed our protocol’s review by the actual IRB. Also a few technical issues caused a recent update to the EIRB program that
caused an additional brief delay.

One potential problem we anticipate in executing the protocol is the potential for low enrollment. Although, it seems
that the target clinics have sufficient census to justify our target recruitment and COVID-19 related restrictions have become
more flexible, we are not discounting the possibility of a future lockdown or the refusal of ADSMs to attend in-person treatment.
In that case we may have to extend the enrollment period. There is also a possible delay in subject recruitment due to the
required onboarding period of our second research associate at NMCP. It is possible that subject recruitment will begin before
this process is complete. Our full time research associate will monitor recruitment rates and make every effort to stay on
schednle

Changes that had a significant impact on expenditures

Delays in signing the subcontract award triggered delays in hiring staff resulting in pushing some funding to the next year

period.
Delay of IRB approval has resulted in forestalling the purchase of some study supplies, particularly printed materials which

require IRB approval to be used in the study.




Significant changes in use or care of human subjects, vertebrate animals, biohazards, and/or select agents

Significant changes in use or care of human subjects

Nothing to Report

Significant changes in use or care of vertebrate animals

Not Applicable

Significant changes in use of biohazards and/or select agents

Not Applicable

6. PRODUCTS:

o Publications, conference papers, and presentations

Journal publications.

Nothing to Report

Books or other non-periodical, one-time publications.

Nothing to Report

Other publications, conference papers and presentations.

Nothing to Report
o Website(s) or other Internet site(s)
Nothing to Report
o Technologies or techniques
Nothing to Report




o Inventions, patent applications, and/or licenses

Nothing to Report

° Other Products

Nothing to Report.
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Researcher Identifier (e.g. ORCID ID): 2-8340-8313

Nearest person month worked: 10.5
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Project Role:  Principal Investigator
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the interview of potential research candidates for the NMCP site. He has been instrumental in having the research
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personnel at NMCP, and attended weekly study team meetings.

Name: Timothy Hope

Project Role: Research Assistant

Researcher Identifier (e.g. ORCID ID):

Nearest person month worked: 6

Contribution to Project: Timothy Hope has participated in the weekly research meetings, and has worked on
preparation of the IRB and DSA documentation as well as development of the web-based version of the data
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