‘*4' .

Award Number: MIPR 3GD3DP3082

TITLE: Telemedicine Evaluation and Management of Lumbar Disk
Herniation

PRINCIPAL INVESTIGATOR: LTC Timothy R. Kuklo

CONTRACTING ORGANIZATION: Walter Reed Army Medical Center
Washington, DC 20307-5001

REPORT DATE: June 2003
TYPE OF REPORT: Midterm

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 de0131on unless so
designated by other documentation.

20040319 073




REPORT DOCUMENTATION PAGE

Form Approved
OMB No. 074-0188

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 Washington Headquarters Services, Directorate for Information Operations and Reports, 1215 Jefferson Davis Highway, Suite 1204, Arlington, VA 22202-4302, and to the Office of
Management and Budget, Paperwork Reduction Project (0704-0188), Washington, DC 20503

1. AGENCY USE ONLY
{Leave blank)

2. REPORT DATE
June 2003

3. REPORT TYPE AND DATES COVERED
Midterm (17 Mar 03-17 Jun 03)

4. TITLE AND SUBTITLE

Telemedicine Evaluation and Management of Lumbar Disk

Herniation

5. FUNDING NUMBERS
MIPR 3GD3DP3082

6. AUTHOR(S)
LTC Timothy R. Kuklo

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES)
Walter Reed Army Medical Center
Washington, DC 20307-5001

E-Mail:

timothy.kuklo@na.amedd.army.mil

8. PERFORMING ORGANIZATION
REPORT NUMBER

9. SPONSORING / MONITORING

AGENCY NAME(S) AND ADDRESS(ES)

U.S. Army Medical Research and Materiel Command

Fort Detrick, Maryland 21702-5012

10. SPONSORING / MONITORING
AGENCY REPORT NUMBER

11. SUPPLEMENTARY NOTES

12a. DISTRIBUTION / AVAILABILITY STATEMENT

Approved for Public Release; Distribution Unlimited

12b. DISTRIBUTION CODE

13. ABSTRACT {(Maximum 200 Words)

14. SUBJECT TERMS

No subject terms provided.

15. NUMBER OF PAGES
6

16. PRICE CODE

17. SECURITY CLASSIFICATION
OF REPORT
Unclassified

18. SECURITY CLASSIFICATION
- OF THIS PAGE
Unclassified

19. SECURITY CLASSIFICATION
OF ABSTRACT
Unclassified

20. LIMITATION OF ABSTRACT

Unlimited

NSN 7540-01-280-5500

Standard Form 298 (Rev. 2-89)
Prescribed by ANSI Std. Z39-18
298-102




3GD3DP3082  Proposal No.: 2002011057
Page 1of 4

Mid-Term Report TATRC

PROPOSAL NO.: 2002011057

TITLE: Telemedicine Evaluation and Management of Lumbar Disk Herniation

ACCOMPLISHMENTS

1. Office space has been secured. 2. Equipment has been ordered and received to include:
camera and accessories, computers, office furniture and laptop. 3. Protocol has been
written and submitted. We passed the Clinical Investigation Committee (CIC) and are
pending revisions for the Human Use Committee (HUC). 4. Personnel have been hired
(WRAMC) and designated at LRMC. 5. We have begun testing the system to ensure it’s
feasibility. 6. Originally, COL David Polly was to be the associate investigator here at
WRAMC, he has since retired. We are combining the Dept. of Orthopaedics and the
Neurosurgery Service on this project. MAJ Michael Rosner, a fellowship trained Spine
specialist, will be joining the project.

PI Evaluation: Project Accomplishments Close to Proposal

PROBLEMS/ISSUES

1. The CIC signed off on the protocol with minor revisions and the HUC is asking the
entire protocol be re-written. We have enlisted the aid of LTC(P) Martha Lenhart to help
expedite this protocol for us. 2. HUC wants a full protocol, not an expedited protocol as
was originally planned. 3. Protocol issues have delayed our original start time.

PI's Evaluation: Project Accomplishments Close to Proposal
Project encountered no significant problems/issues
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Second Half Project LifeCycle

We are currently working to push the protocol through the HUC with an approximate
review date sometime in February. With the assistance of the Telemedicine Department
we will begin to test and re-test the system. (January) We currently have a 2-month delay
in beginning the enrollment and data transfer. To help us make up the delay we have
begun using the referring physician checklist in the Neurosurgery clinic and the
Orthopaedic clinic to work out any bugs ahead of time, making any necessary changes to
the form. Once approval has been given we will immediately begin to see patients in
clinic. We expect to finalize enrollment 2-months later than originally expected. We will
then analyze the data on the accuracy and efficacy of the use of telemedicine in treating
lumbar disc herniation. Lastly, we will prepare the statistical relevance for the final
report.

PI's Evaluation: Project Plan is close to Proposal

Deliverable Update

The benefit of this project is clinical and diagnostic.

How will you quantitatively measure and report the benefit? Based on past experience
with the standard of care, between 30 and 50% of subjects sent to WRAMC should have
remained at their duty station for treatment. Using the Tele-Spine system this error rate
will be reduced by 50%. Controlling the probability of a Type I error at alpha = 0.05, the
following sample sizes will have 80% power to detect the differences outlined below:
(SOC - standard of care) SOC Incorrect/ Tele-Spine Correct (SOC-1/TS-C); SOC
Correct/Tele-Spine Incorrect (SOC-C/TS-I) SOC-I/TS-C SOC-C/TS-I N 25% 5% 50 35%
10% 50 30% 10% 72 To allow for dropouts up to 85 subjects will be recruited for the
study.

How will you document efficacy/success? Agreement between evaluators regarding
treatment options will be analyzed using the Kappa statistic. The three possible treatment
categories will be used: PT with NSAIDS, PT with steroid injection, Surgery. Using the
in-person examination (WRAMC) as the gold standard, the proportion of correct
responses for the “Standard of Care” recommendation regarding whether a patient is
sent to WRAMC will be compared to the correct responses for the Tele-Spine
recommendation using McNemar’s test. This will enhance diagnosis and treatment,
provide better access to both referring provider and patient and using the SF-36 patient
questionnaire improve patient satisfaction. '

Is there AMEDD-wide applicability for your project? Yes.
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PI's Evaluation: Deliverable has changed from Proposal
Expenditures
4QFY
3QFY 01 01

Element of Junl -
Resource (EOR) Apr 1 - May 31 Sep 30
Travel 2100 0.00 0.00
Shipping 2200 000  0.00
Rent &
Communications 0.00 0.00
2200
Contract for
Services 0.00 10,000.00
2500
Supplies
2600 0.00 0.00
Equipment 2,275.86 10,184.44
3100 e e

Financial Narrative

The start date for our protocol funds, through the department of telemedicine, was 1 June
2003. We have spent according to plan and remain on budget. Through 30 September we
have spent $10,000 on salary for the Program Manager; $1456 on camera and
accessories; $2780 on office furniture; $5950 on computers and printers and $2275 on a
laptop. We anticipate the purchase of at least one more computer and printer for use at
LRMC, and office furniture for that location as well. This is still in keeping with stated

budgetary constraints.
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The major benefit of this project is to improve patient care. Once this project has been
validated, we can eliminate unnecessary travel to WRAMC, sending only those patients
with emergent symptoms. Currently, we see all emergent and non-emergent cases and it
can take up to 3-months to get an appointment to see a Spine Specialist. Once validated,
we can reduce/eliminate the number of non-emergent cases allowing the Spine Specialists
to see emergent patients in a more-timely manner. This will also reduce the long profiles
and lost duty days associated with the long delay in seeing a specialist.

How can your project reduce the cost of care? By reducing/eliminating the number of
patients sent to WRAMC, we can reduce the cost of care. Prolonged profiles, lost duty
days, air travel, hotel accommodations and meals would all be eliminated. Of the 1200
referral patients we see per year, about one sixth require surgical intervention.
Additionally, development of this method of improving spine care access may also
improve our ability to efficiently and effectively manage other spine problems and
referrals.

PI's Evaluation: Budget and Resources in line with Proposal

* % * END OF REPORT * * *




