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The Department of Clinical Investigation continued to perform full services despite a major shortfall in
staff personnel. Four civilians left DCI and have not been replaced to date. One contractor left WRAMC and
was not replaced; the DCI Assistant Chief deployed to Iraq in February 2003, and the DCI NCOIC was on
extended TDY attending ANOC School. Despite the increased amount of work for the remaining DCI staff,
we processed protocols, held CIC and HUC meetings with minimum disruption, and accomplished the
regulatory function entrusted to us. \We were not able to plan for a research course for FY 03, but instead
promoted a web-based course. This year, we started a short version of the research course to re-certify
investigators who took the long course three years ago or longer. The education of investigators translated to
an increase of research protocols over the years, an enhancement of quality in proposals and studies, and
possibly a better protection of research subjects. We were able to continue the statistical course and the
molecular biology course. Both were oversubscribed and received glowing evaluations. This year,
refurbishment of the permanent housing of the DCI research laboratory was finished, and the laboratory was
moved from temporary quarters (where is had been for the last three years) to Building 7. The renovation has
afforded state-of-the-art laboratories to the WRAMC research program. We were able to hire a GS-13
immunologist for the research laboratory. He brought in-depth knowledge of immunological methods and
expanded the capability of the laboratory. Extramural financing of research at WRAMC continued at a solid
pace, probably as a result of the outstanding research that is conducted in this medical center. The Bailey K.
Ashford competition brought in a record number of applicants and oral sessions. Poster sessions were set up to
display the research performed by residents and fellows at WRAMC. It was highly successful, and the winners
received medals, U. S. Army commendations, and a monetary prize. All in all, it was a successful year despite

considerable decrease in manpower.

A. Objective

The Department of Clinical Investigation (DCI) of the Walter Reed Army Medical Center (WRAMC) is
headed by COL Maria H. Sjogren, MC. The mission of the DCI is to implement and manage the Clinical
Investigation program at WRAMC by promoting, supporting, coordinating, planning, conducting, and
publishing ethical and scientific inquiry into clinical health problems of beneficiaries of the military health
care system, to include studies in humans and animals. The motto of the Department of Clinical Investigation

(DCI) is SHARPP: Striving to Help All Researchers from Planning to Publication.



B. Technical approach

The clinical investigation program at WRAMC is conducted in accordance with the following regulations:

AR 40-7

AR 40-38
AR 70-18
AR 70-25

TB MED 525

WRAMC 70-1
WRAMC PAM 40-112
WRAMC 40-113

45 CFR 46

45 CFR 160, 164

21 CFR 50, 56

32 CFR 219

DOD 3216.1

DOD 3216.2

DOD 6025.LL-R

DOD 6000.8

Use of Investigational Drugs in Humans and Use of Schedule I Controlled Drug
Substances

Clinical Investigation Program
The Use of Animals in DOD Programs
Use of Volunteers as Subjects of Research

Control of Hazards to Health from lonizing Radiation Used by the Army Medical
Department

Clinical Investigation Program, WRAMC Research Activities
Medical Services — Human Biological Specimen Banking

Medical Services — Health Information Privacy

Protection of Human Subjects

Standards for Privacy of Individually Identifiable Health Information
Food and Drug Administration

Protection of Human Subjects

Use of Laboratory Animals in DOD Programs

Protection of Human Subjects and Adherence to Ethical Standards in DOD Supported
Research

DOD Health Information Privacy Regulation

Funding and Administration of Clinical Investigation Programs

NIH Guidelines For Research Involving Recombinant DNA Molecules



C. Organization scheme

OFFICE OF THE CHIEF

ASSISTANT CHIEF

CLINICAL
STUDIES
SERVICE

D. Staffing

Description
Chief
NCOIC

Secretary

Description
Chief

IRB Admin
Statistician

Statistician

Grade

06

E6

07

Grade

14

13

12

12

RESEARCH RESEARCH
REVIEW ADMINISTRATION
SERVICE SERVICE

OFFICE OF THE CHIEF

MOS Branch Name
61F00 MC Sjogren, MH
91K40 NC Thomas, L
0318 GS Lewis, L

RESEARCH REVIEW SERVICE

MOS Branch Name

1530 GM Chang, AS
0601 GS Bartlett, E
1530 GS Howard, RS
1530 GS Tuamokumo, F

RESEARCH
OPERATIONS
SERVICE

Activity
DCI
DCI

DCI

Activity
DCI
DCI
DCI

DCI



Clinical Nurse Spec 12 0610 GS Porter, MD
Clinical Nurse Spec 12 0610 GS Kessler, DD
Tech Writer-Ed Med/Sci 11 1083 GS Miskovsky, VJ
Clinical Studies Spec 09 0301 GS Green, IL
Clinical Studies Tech 07 0303 GS Rosen, D
Editorial Asst 07 1087 GS Beltz, K
Editorial Asst 07 1087 GS Vacant
Clinical Studies Spec Stewart, C
Med Lab NCO ES5 9K20 NC Johnson, C

RESEARCH ADMINISTRATION SERVICE

Description Grade MOS Branch Name
Chief/Rsch Admin 12 0670 GS Word, D
Computer Spec 12 2210 GS Rose, JG
Computer Spec Durant, G
Rsch Protocol Coord 12 0610 GS Vacant

DCI Grant Manager 11 1101 GS Brunson, R
Administrative Coord 08 0303 GS Vacant
Supply Technician 06 2005 GS Shelton, W
Office Clerk 04 0326 GS Franklin, AF

RESEARCH OPERATIONS SERVICE

Description Grade MOS Branch Name

Chief, Res Ops Svc 13 1320 GS Abdel-Rahim, M
Immunologist 13 0401 GS Zhou, Y

Bio Sci Lab Tech 05 0404 GS Martin, JL
Biochemist 03 71B67 MS Poore’, D

Rsch Biologist 12 0401 GS Vacant
Microbiologist 12 0403 GS Vacant

DCI
DCI
DCI
DCI
DCI
DCI
DCI
HMJF

DCI

Activity
DCI
DCI

Contract

DCI
DCI
DCI

DCI

Activity
DCI
DCI
DCI
DCI
DCI

DCI



Rsch Physiologist
Rsch Chemist
Chemist

Rsch Chemist
Med Technologist
Med Technologist
Med Technologist
Med Technologist
Med Technologist
Bio Lab Tech
Med Lab Spc
Med Lab Spc

Med Lab Spc

Description
Chief

Rsch Chemist
Nurse Specialist
Nurse Specialist

Other

12

12

12

11

11

11

11

11

11

09

E4

E4

E4

Grade

05

12

12

12

0413 GS
1320 GS
1320 GS
1320 GS
0644 GS
0644 GS
0644 GS
0644  GS
0644 GS
0404 GS
91K10 NC
91K10 NC
91K10 NC

Lukes, YD
Nicholson, DE
Vacant
Bednarek, JM
Kapur, JJ
Morris, E
Barnes, SG
Anderson, JS
Fileta, B
Reinhardt, B
Rich, T
Hoch, D

Roberts, L

CLINICAL STUDIES SERVICE

MOS

61P00

1320

0610

0610

Branch

MC

GS

GS

GS

Name

Marin, R

Maydonovitch, C

Parchment, VA
Bicknell, E

Ocuin, E

DCI
DCI
DCI
DClI
DCI
DCI
DCI
DCI
DCI
DClI
DCI
DCI

DCI

Activity
DCI-Deployed-Iraq
Gastroenterology
DCI

DClI

Contract



E. Funding

FY 00 FY 01 FY 02 FY 03
Appropriated funding

Civilian personnel $2,177,569 $2,292,958 $2,102,400 $2,245,931
Military personnel 418,699 419,691 516,194 515,961
Consumable supplies 256,972 257,780 212,000 126,750
Civilian contracts 319,200 332,000 417,683 368,981
TDY 47,727 47,000 47,000 50,497
Capital expense
equipment program (CEEP) 0 0 0 72,271
MEDCASE 236,660 0 0 224,338
Operations 0 589,700 0 0
Infra-structure program 13,100 0 0 0

Subtotal 3,469,927 3,939,129 3,295,277 3,604,729

Extramural funding

GOG 251,621 8,800 0 0
CALGB 99,188 24,253 23,945 23,247
VA 426,394 32,214 0 0
USUHS/DOD/MRMC 15,330,466 6,481,100 3,900,214 0
NIH/NCI 755,713 335,246 982,223 7,068,327
USUAMRMC 15,426 0 2,645,279 2,358,724
Partners Health Care System 8,320 0 0 0
Tri-Service nursing 445,781 409,924 0 0
Travel (non-federal sources) 21,626 38,292 0 0
Gifts (managed by DCI) 169,022 4,200 0 0



CRDAs (managed by DCI) 277,722 315,106 2,553,931 27,730
Royalty 14,400 0 0 35,473
SWOG 0 0 4,288 0
Other (DWHRP, etc.) 0 0 0 1567778

TOTAL 21,285,606 11,588,264 13,405,157 14,686,008




Financial Report On Protocols in FY2003
By Department and Service

Department Service Protocol Carry-In  Authorized Expenses Carry-Out
DENTAC
9400-99 $1,000 $0 $0 $0
Department Total $1,000 $0 $0 $0
Department of Allergy-Immunology
00-33003E $1,000 $0 $0 $0
01-33001 $1,000 $0 $0 $0
02-33003 $1,000 $0 $0 $0
02-33005E $1,000 $0 $0 $0
02-33006E $1,000 $0 $0 $0
03-33004 $0 $1,000 $836 $0
03-33005 $0 $7,500 $5,227 $0
03-33007EX $0 $1,000 $0 $1,000
03-33008EX $0 $1,000 $0 $1,000
03-33010EX $0 $1,000 $0 $1,000
03-33012EX $0 $1,000 $0 $1,000
Department Total $5,000 $12,500 $6,063 $4,000
Department of Clinical Investigation
00-92003E $1,000 $0 $0 $0
00-9201 $1,000 $0 $0 $0
01-92006E $1,000 $0 $0 $0
9223-99 $1,000 $0 $0 $0
Department Total $4,000 $0 $0 $0
Department of Medicine
Cardiology Service
00-1201 $1,000 $0 $0 $1,000
01-12001 $1,000 $0 $0 $0
02-12007 $0 $1,500 $144 $0
02-12008 $0 $1,000 $0 $0
03-12004EX $0 $1,000 $0 $1,000
Service Total $2,000 $3,500 $144 $2,000
Dermatology Service
1828 $1,000 $0 $0 $0
Service Total $1,000 $0 $0 $0
Endocrine Service
00-13003E $1,000 $0 $0 $0



Department Service Protocol Carry-In  Authorized Expenses Carry-Out

00-1303 $0 $2,805 $1,768 $0
01-13004 $1,000 $0 $0 $0
01-13005 $1,000 $0 $0 $0
01-13008E $1,000 $0 $0 $0
02-13006 $0 $5,450 $3,778 $1,000
02-13008 $1,000 $0 $0 $0
02-13009 $1,000 $0 $0 $1,000
02-13009E $1,000 $0 $0 $0
02-13011 $0 $1,000 $0 $0
03-13012EX $0 $1,000 $0 $1,000
03-13013 $0 $3,888 $2,043 $0
Service Total $7,000 $14,143 $7,589 $3,000
Gastroenterology Service
00-14001E $1,000 $0 $0 $0
00-1403 $0 $1,000 $0 $1,000
00-1404 $1,000 $0 $0 $1,000
00-1406 $1,000 $0 $0 $0
01-14001 $1,000 $0 $0 $0
01-14003 $0 $1,000 $723 $0
01-14004 $1,000 $0 $0 $0
01-14005E $1,000 $0 $0 $0
01-14006 $1,000 $0 $0 $1,000
02-14007 $1,000 $0 $0 $0
02-14008 $0 $1,000 $0 $0
02-14008E $1,000 $0 $0 $0
02-14011 $0 $2,089 $1,979 $0
02-14012 $1,000 $0 $0 $0
02-14012E $0 $1,000 $723 $0
02-14013 $0 $8,095 $2,518 $0
03-14013EX $0 $1,000 $0 $1,000
03-14014 $0 $6,750 $0 $0
03-14014EX $0 $1,000 $0 $1,000
03-14015EX $0 $1,000 $1,024 $0
03-14017 $0 $2,200 $900 $0
03-14019 $0 $1,048 $0 $0
Service Total $10,000 $27,182 $7,867 $5,000
General Medicine Service
00-10001E $1,000 $0 $0 $0
00-1001 $1,000 $0 $0 $0
02-10004 $0 $1,000 $0 $0
02-10011E $1,000 $0 $0 $1,000
02-10012E $0 $1,000 $0 $0
03-10014EX $0 $1,000 $0 $1,000
03-10017EX $0 $0 $0 $1,000
03-13011EX $0 $1,000 $0 $1,000
1060-99 $1,000 $0 $0 $1,000
Service Total $4,000 $4,000 $0 $5,000
Hematology-Oncology Service
00-1605 $1,000 $0 $0 $1,000
01-16002 $1,000 $0 $0 $1,000



Department Service Protocol Carry-In  Authorized Expenses Carry-Out
02-16000E $1,000 $0 $0 $1,000
Service Total $3,000 $0 $0 $3,000
Infectious Disease Service
02-19002E $0 $1,000 $1,000 $0
03-19005EX $0 $1,000 $0 $1,000
03-19006 $0 $1,000 $0 $0
03-19006EX $0 $1,000 $507 $0
03-19007 $0 $1,000 $0 $0
03-19007EX $0 $1,000 $0 $1,000
1903-98 $0 $2,500 $1,731 $0
1993 $0 $1,000 $0 $0
Service Total $0 $9,500 $3,238 $2,000
Nephrology Service
00-1101 $1,000 $0 $0 $0
00-11011E $1,000 $0 $0 $0
00-1102 $1,000 $0 $0 $1,000
01-11002 $1,000 $0 $0 $1,000
02-11004 $1,000 $0 $0 $0
02-11005 $1,000 $0 $0 $0
03-11006 $0 $1,000 $0 $0
03-11013EX $0 $1,000 $952 $0
03-11016EX $0 $1,000 $0 $1,000
1197-99 $1,000 $0 $0 $1,000
1198-99 $1,000 $0 $0 $0
1199-99 $1,000 $0 $0 $1,000
Service Total $9,000 $3,000 $952 $5,000
Pulmonary & Critical Care Medicine Service
01-17005 $1,000 $0 $0 $0
01-17006 $1,000 $0 $0 $0
01-17006E $1,000 $0 $810 $0
01-17007E $1,000 $0 $0 $0
01-17009E $1,000 $0 $0 $0
01-1701 $1,000 $0 $0 $0
01-17010E $0 $1,000 $1,000 $0
01-17013E $1,000 $0 $0 $0
01-17014E $1,000 $0 $0 $0
02-17008 $1,000 $0 $0 $0
02-17009 $0 $7,630 $0 $0
02-17012 $0 $1,000 $0 $0
02-17013 $0 $2,000 $0 $0
02-17014 $0 $1,000 $0 $0
02-17016E $1,000 $0 $0 $0
02-17016EX $1,000 $0 $0 $0
02-17017E $0 $1,000 $0 $0
02-17018E $1,000 $0 $0 $0
02-17020E $0 $1,000 $0 $0
02-17021E $0 $1,000 $0 $0
03-17015 $0 $1,000 $0 $0
03-17021EX $0 $1,000 $0 $1,000
Service Total $12,000 $17,630 $1,810 $1,000

10



Department Service Protocol Carry-In  Authorized Expenses Carry-Out
Rheumatology Service
00-3701 $1,000 $0 $0 $0
00-3702 $1,000 $0 $0 $0
01-37001 $1,000 $0 $0 $1,000
Service Total $3,000 $0 $0 $1,000
Department Total $51,000 $78,955 $21,600 $27,000
Department of Neurology
00-7102 $1,000 $0 $0 $1,000
01-71001 $1,000 $0 $0 $0
02-71005 $0 $1,000 $0 $0
02-71006 $1,000 $0 $0 $1,000
02-71011 $0 $1,000 $0 $0
03-71014 $0 $1,000 $0 $0
03-71018 $0 $1,000 $0 $0
7176-99 $1,000 $0 $0 $0
Department Total $4,000 $4,000 $0 $2,000
Department of Nursing
02-75014E $1,000 $0 $0 $0
Department Total $1,000 $0 $0 $0
Department of Obstetrics and Gynecology
00-44007E $1,000 $0 $0 $0
00-44009E $1,000 $0 $0 $0
00-44010E $1,000 $0 $0 $0
00-44011E $1,000 $0 $0 $0
00-4403 $1,000 $0 $0 $0
00-4404 $1,000 $0 $0 $1,000
00-4406 $1,000 $0 $617 $0
01-44002 $1,000 $0 $0 $0
01-44005 $1,000 $0 $0 $1,000
01-44016E $1,000 $0 $0 $0
01-44018E $1,000 $0 $0 $0
02-44021E $0 $1,000 $0 $0
03-44023EX $0 $1,000 $0 $1,000
03-44024EX $0 $1,000 $0 $1,000
03-44026EX $0 $1,000 $0 $1,000
03-44027EX $0 $1,000 $0 $1,000
44005E99 $1,000 $0 $0 $0
4413-99 $1,000 $0 $0 $1,000
Department Total $13,000 $5,000 $617 $7,000

11



Department Service Protocol Carry-In  Authorized Expenses Carry-Out
Department of Orthopaedics and Rehabilitation
Orthopedics Surgery Service
00-24007E $1,000 $0 $0 $0
00-24008E $1,000 $0 $0 $0
00-2401 $0 $1,000 $0 $0
00-24010E $1,000 $0 $0 $0
00-2402 $1,000 $0 $0 $0
00-2404 $1,000 $0 $0 $0
00-2406 $1,000 $0 $0 $0
01-24003 $1,000 $0 $914 $0
01-24004 $1,000 $0 $0 $0
01-24005 $1,000 $0 $0 $1,000
01-24008 $1,000 $0 $0 $1,000
01-24009 $1,000 $0 $914 $0
01-2401 $0 $1,000 $0 $0
01-24010 $1,000 $0 $998 $0
01-24015E $1,000 $0 $0 $0
01-2402 $1,000 $0 $0 $1,000
02-24012 $1,000 $0 $0 $0
02-24013 $0 $1,000 $998 $0
02-24014 $1,000 $0 $0 $0
02-24015 $1,000 $0 $0 $0
02-24017E $1,000 $0 $0 $0
02-24018 $0 $1,000 $0 $0
02-24019E $1,000 $0 $0 $0
02-24020 $0 $6,000 $0 $0
02-24020E $0 $1,000 $565 $0
02-24021E $1,000 $0 $0 $0
02-24022EX $0 $1,000 $565 $0
02-24023E $0 $1,000 $0 $0
03-24021 $0 $2,600 $720 $0
03-24024EX $0 $1,000 $0 $1,000
03-24025 $0 $1,000 $0 $0
03-24025EX $0 $1,000 $0 $1,000
03-24027 $0 $1,164 $0 $0
03-24028 $0 $1,433 $0 $0
2410-99 $0 $1,000 $0 $0
Service Total $20,000 $22,197 $5,674 $5,000
Physical Medicine & Rehabilitation Service
00-96002E $1,000 $0 $0 $0
00-96003E $1,000 $0 $0 $0
00-9601 $1,000 $0 $0 $0
00-9602 $1,000 $0 $0 $1,000
00-9603 $1,000 $0 $0 $0
00-9604 $1,000 $0 $0 $0
01-24014E $1,000 $0 $0 $0
01-96009E $1,000 $0 $0 $0
02-96006 $0 $1,000 $949 $0
02-96010E $1,000 $0 $0 $0
03-96008 $0 $395 $395 $0
03-96011EX $0 $1,000 $0 $1,000

12



Department Service Protocol Carry-In  Authorized Expenses Carry-Out
03-96012EX $0 $1,000 $0 $1,000
03-96013EX $0 $1,000 $0 $1,000

Service Total $9,000 $4,395 $1,344 $4,000
Department Total $29,000 $26,592 $7,018 $9,000

Department of Pediatrics
00-64005E $1,000 $0 $0 $0
00-6501 $1,000 $0 $0 $0
00-6503 $1,000 $0 $0 $0
00-6504 $1,000 $0 $0 $1,000
01-64007E $1,000 $0 $0 $0
01-64008E $1,000 $0 $0 $0
01-65001a $1,000 $0 $0 $1,000
01-65001b $0 $5,700 $4,557 $0
01-65002 $1,000 $0 $0 $0
02-65001d $0 $5,850 $0 $0
02-65001EX $1,000 $0 $0 $0
02-65005 $0 $2,750 $2,738 $0
02-65007 $1,000 $0 $0 $0
03-14017EX $0 $1,000 $1,062 $0
03-66004 $0 $4,000 $0 $0
6430-99 $1,000 $0 $0 $0

Department Total $11,000 $19,300 $8,357 $2,000

Department of Pharmacy
00-36003E $1,000 $0 $0 $0
03-36005EX $0 $1,000 $1,000 $1,000

Department Total $1,000 $1,000 $1,000 $1,000

Department of Psychiatry
00-72005E $1,000 $0 $0 $0
00-7201 $1,000 $0 $0 $0
02-72004 $0 $1,000 $0 $0
02-72007E $1,000 $0 $0 $0
02-72009E $1,000 $0 $0 $0
7284-99 $1,000 $0 $0 $0

Department Total $5,000 $1,000 $0 $0

Department of Psychology
01-73002E $1,000 $0 $0 $0
02-73003E $1,000 $0 $0 $0

13



Department Service Protocol Carry-In  Authorized Expenses Carry-Out
02-73004 $0 $1,000 $0 $0
02-73005E $1,000 $0 $0 $0

Department Total $3,000 $1,000 $0 $0

Department of Radiology

Diagnostic Radiology Service
01-47002 $1,000 $0 $0 $1,000
01-4701 $0 $1,000 $0 $0
4710-99 $1,000 $0 $0 $1,000
Service Total $2,000 $1,000 $0 $2,000
Nuclear Medicine Service
00-4501 $1,000 $0 $0 $0
01-45000E $1,000 $0 $0 $0
01-4501 $1,000 $0 $0 $1,000
02-45005 $0 $1,000 $0 $0
Service Total $3,000 $1,000 $0 $1,000
Radiation Therapy
01-46001 $1,000 $0 $0 $1,000
Service Total $1,000 $0 $0 $1,000
Department Total $6,000 $2,000 $0 $4,000
Department of Surgery
Anesthesia-Operative Service
00-2002A $1,000 $0 $0 $0
01-20002A $1,000 $0 $0 $0
01-2001A $1,000 $0 $0 $1,000
01-31001E $1,000 $0 $0 $0
03-31005EX $0 $1,000 $0 $1,000
Service Total $4,000 $1,000 $0 $2,000
Army Audiology & Speech Center
02-25005 $0 $1,000 $949 $0
Service Total $0 $1,000 $949 $0
Critical Care Medicine Service
02-30000E $1,000 $0 $1,000 $0
02-30003 $1,000 $0 $0 $1,000
3002-99 $1,000 $0 $0 $0
Service Total $3,000 $0 $1,000 $1,000
General Surgery Service
00-2001 $1,000 $0 $0 $1,000
00-2003 $1,000 $0 $0 $1,000
01-20005 $1,000 $0 $0 $0
02-20008 $0 $1,000 $0 $0
02-27000E $1,000 $0 $0 $0
02-31002E $1,000 $0 $0 $0
03-20006EX $0 $1,000 $733 $1,000
03-20010 $0 $6,000 $0 $0

14



Department Service Protocol Carry-In  Authorized Expenses Carry-Out

03-20015 $0 $1,000 $0 $0
03-27001EX $0 $1,000 $0 $1,000
2080-99 $1,000 $0 $0 $0
Service Total $6,000 $10,000 $733 $4,000
Ophthalmology Service
00-2302 $1,000 $0 $0 $0
01-23001 $1,000 $0 $0 $1,000
03-23002 $0 $1,000 $0 $0
2335-99 $1,000 $0 $0 $0
Service Total $3,000 $1,000 $0 $1,000
Organ Transplant Service
01-26002E $1,000 $0 $0 $0
Service Total $1,000 $0 $0 $0
Otolaryngology-Head & Neck Surgery Service
00-2504 $1,000 $0 $0 $0
00-2509 $1,000 $0 $0 $0
01-32004 $1,000 $0 $0 $1,000
01-3202 $1,000 $0 $0 $1,000
02-25002E $1,000 $0 $0 $0
02-25003E $1,000 $0 $0 $0
02-32009 $1,000 $0 $0 $1,000
03-32012 $0 $1,000 $0 $0
03-32014 $0 $8,501 $7,500 $0
Service Total $7,000 $9,501 $7,500 $3,000
Peripheral Vascular Surgery Service
00-2101 $1,000 $0 $0 $1,000
00-2102 $1,000 $1,500 $1,319 $0
01-2101 $0 $1,000 $0 $0
02-21001E $1,000 $0 $1,000 $0
02-21002 $0 $6,000 $0 $1,000
03-21001EX $0 $1,000 $0 $1,000
03-21003 $0 $1,000 $0 $0
2125 $0 $1,000 $978 $0
2130-99 $0 $6,860 $7,055 $0
Service Total $3,000 $18,360 $10,352 $3,000
Urology Service
00-28004E $1,000 $0 $0 $0
01-28004 $1,000 $0 $0 $0
03-28008EX $0 $1,000 $0 $1,000
03-28022 $0 $7,460 $0 $0
2890-99 $1,000 $0 $0 $1,000
2891-99 $1,000 $0 $0 $0
2894-99 $1,000 $0 $0 $0
Service Total $5,000 $8,460 $0 $2,000
Department Total $32,000 $49,321 $20,534 $16,000
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Department Service Protocol Carry-In  Authorized Expenses Carry-Out
Deployment Health Clinical Center
00-89001E $1,000 $0 $0 $0
Department Total $1,000 $0 $0 $0
DeWitt Army Hospital
00-83001E $1,000 $0 $0 $0
Department Total $1,000 $0 $0 $0
Fort Belvoir, VA
01-83001 $1,000 $0 $0 $0
Department Total $1,000 $0 $0 $0
GRAND TOTAL $169,000 $200,668 $65,189 $72,000

16



F. Research activity accomplished in FY 03

With the mission to empower WRAMC researchers from planning to publication, the Department of
Clinical Investigation (DCI) supported a total of 952 active protocols this year (see Table I.).
Two hundred and fifty-five of these studies were newly approved during the fiscal year. The remaining

697 studies were ongoing during the previous fiscal year.

Table I. - WRAMC protocol activity

Protocols FYOO FYO1 FY02 FYO03
Ongoing at beginning of FY 646 680 675 697
Newly approved (+) 196 222 248 255
(Full protocols) (129) (155) (169) (150)
(Exempt protocols) (67) (67) (79) (105)
Total active during FY 842 902 923 952
Closed (-) 144 214 218 251
(Full protocols) (144) (139) (151) (107)
(Exempt protocols) 0) (75) (67) (144)
Terminated (-) 10 7 2 4
Withdrawn (-) 8 6 6 17
Ongoing at end of FY 680 675 697 680

In FY 03, the Human Use Committee (HUC) and/or the Clinical Investigation Committee (CIC) approved
a total of 255 new protocols, including the exempt protocols granted. The procedure established for exempt
category protocols was continued, whereby human use research that does not fall within the purview of the
Human Use Committee/Institutional Review Board (HUC/IRB) is reviewed within DCI to determine if it
meets exempt criteria. A total of 105 new protocols were granted exemption in FY 03.

In addition to administering the initial review and approval of new protocols, the continuing review of the
ongoing protocols is also administrated by the Department of Clinical Investigation (DCI), Research Review
Service (RRS). Continuing review of ongoing approved protocols was conducted prior to or during the
anniversary month of the original approval of the protocols. In order to ensure timely completion, a request is

sent to the principal investigator for submission of an annual progress report (APR) two months preceding the
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month the APR is actually due. The completed report consists of a detail summary sheet (DSS), a list of
publications for the research resulting from the protocol, a copy of the approved consent form, a questionnaire
regarding the maintenance of research records, and the continuing review of human subject participation or
animal use. Human Use Committee members serve as primary reviewers for the annual progress reports.
Their recommendations are presented to the HUC/IRB for their final review and vote. A total of 556 annual
progress reports were reviewed and approved. Failure to submit an APR within sixty days after the
anniversary date of the protocol results in administrative termination by the HUC, and investigators are
informed that no research may be published. The Institutional Biosafety Committee continued to review three
active gene therapy protocols during FY 03.
The RRS also performs and coordinates with CSS regarding other protocol regulatory activities, including

addenda, audit reports, and adverse events reporting. Table Il provides a summary of all the ongoing activities

for FY 00 to FY 03.

Table Il. - WRAMC other research review activity

FY00O FYO1 FY02 FYO03

Continuing Review and Approval of Annual Progress Reports 539 516 549 556

Addenda Reviewed 266 217 200 214
Audits Conducted 33 37 52 51
Adverse Events Reported 539 329 503 629

Publication and presentation activities by WRAMC staff are listed in Table Ill for FY 00 to FY 03.
Detailed information of these activities in FY 03 is listed beginning on page 87 of Volume | for each

department and service.
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Table I11. - WRAMC publications, abstracts and presentations

FYO0 FYO01 FY02 FYO03

Publications 349 370 446 467
Abstracts 121 99 346 334
Presentations 584 564 588 766
Other 4
TOTAL 1,054 1,033 1,380 1,571

The RRS maintained and updated the "Principal Investigator's Guide" which explains the research review
process, details research resources available at WRAMC, and provides checklists, formats, and guidelines for
principal investigators. The “Principal Investigator’s Guide” and the routine forms and instructions necessary
for preparation of a protocol application are available through the DCIl website at

www.wramc.amedd.army.mil/departments/dci .

The Biometrics Section of the RRS continued to provide a wide range of statistical support to investigators
including research design, sample size estimation, data analysis, and general troubleshooting. Three levels of
statistical courses were offered to the investigators regarding how to conduct data analyses using the SPSS
program. Course contents included data coding, data entry, common statistical methods for data analysis, and
non-parametric statistics. The Biometrics Section remained vital in facilitating and enhancing the functions
and capabilities of research data analysis at WRAMC.

The Research Operations Service (ROS), under the direction of Mr. Maged Abdel-Rahim, completed the
relocation of the laboratories and offices from Building T-2 to Building 7. The ROS maintained its support to
the research initiative at WRAMC and the graduate medical education by providing technical expertise in the
areas of immunology, molecular biology, biochemistry, and experimental pathology. The ROS successfully
filled two of the vacant positions of Immunologist, Dr. Yaling Zhou, and a Medical Technologist, Mr. Brian
Reinhardt. Dr. Zhou’s expertise will expand the ability of the ROS to conduct studies in the area of cell
biology and immunology. With the availability of individual expertise and sophisticated equipment, the ROS

can support the research efforts at WRAMC in both genomic and proteomic fields.
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The Research Administration Service (RAS), under the direction of Ms. Daisy Word, provided
administrative support to the Department and to WRAMC investigators. Support to investigators was in the
form of preparation of research-related TDY and accountability of study funds. RAS also oversees the
computer laboratory section. In FY 03, DCI received 307 new protocols. Of this number, RAS managed
intramural funds for 114 protocols (37%) and reviewed and processed Cooperative Research and Development
Agreements (CRDAs) for 29 studies (9%). The remaining studies were either funded by federal grants,
cooperative oncology groups, or required no funding. The grant and CRDA documents were initially reviewed
and approved at WRAMC and forwarded to CIRO and intermediary organizations. Disbursement of funds was
managed almost exclusively by the intermediary organizations. The major sources of extramural funding
included U.S. Army Medical Research and Materiel Command, National Institutes of Health, and Cancer and
Leukemia Group B. CRDA funds, largely from pharmaceutical and technology companies, were managed by
the Henry M. Jackson Foundation for the Advancement of Military Medicine (HMJF), the T.R.U.E.
Foundation, and the Geneva Foundation.

The Computer Operations Section of RAS continued its refinement of the comprehensive database for
thousands of research records encompassing several years. Phase | was completed, which monitors details of
each protocol from submission to IRB approval. Phase Il will cover continuing review documents (APRs,
adverse events, publication clearances, etc.), and was approximately 50% completed. The initial stage was
also begun for electronic protocol review by the CIC and the IBC.

The Clinical Studies Service (CSS), under the direction of LTC Raul Marin MC, continued to serve as the
conduit of educational efforts to the WRAMC investigator community regarding all aspects of research.
Among the educational courses offered were the DCI Research Course (web-based), the DCI Research
Refresher Course (web-based), the Research in Clinical Medicine Course (live), the HIPAA and Research
Lecture Series, and numerous other individual lectures that can be found in the DCI web page. The CSS was
also responsible for the DCI Protocol Audit Program, the management of adverse events reported to the
WRAMC HUC, publication clearance, and the administration of the Bailey K. Ashford Clinical and
Laboratory Research Symposium and Awards.

Under the auspices of the WRAMC Professional Education and Training Committee, DCI continued to

provide training for WRAMC personnel regarding research regulations and the conduct of research at
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WRAMC. The web-based WRAMC research course continues to be available on-line for initial and
continuing research training of investigators. This on-line availability facilitated timely completion of the
required course for researchers who come to WRAMC throughout the year.

The 29th Annual Bailey K. Ashford Clinical and Laboratory Research Awards were bestowed on
members of the 2003 graduating class whose research accomplishments excelled during training. The
selection committee chose eight finalists from the thirty-four nominations. The finalists presented their
research results at a symposium on 1 May 2003 sponsored by Department of Clinical Investigation. The
winners in the clinical and laboratory research categories and the finalists, along with their presentation topics,
appear in Volume I. A poster session was held the morning of the symposium to allow the other nominees an
opportunity to present their work to the WRAMC community.

The Department of Clinical Investigation received the active support of many WRAMC staff members via
their participation on the Human Use Committee/Institutional Review Board (HUC/IRB) -- Tables IV. and V.),
the Clinical Investigation Committee (CIC -- Tables VI. and VII.), and the Institutional Biosafety Committee
(IBC -- Table VIIL.). The research expertise of these individuals contributed significantly to the scientific rigor

of the WRAMC clinical investigation program.
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Table IV. - Human Use Committee/Institutional Review Board Primary Members for FY 03

Chairpersons HUC
COL James Kikendall, MC+
COL Christina Yuan, MC+

LTC Raul Marin, MC

Audrey Chang, Ph.D. DAC

+ Alternate chairing of the HUC meetings

WRAMC Members

David Gillespie, LTC, MC

Teresa Kemmer, LTC, SP

E. Wayne Combs, LTC, AN
Aubrey Waddell, LTC, MS
Geoffrey Grammer, MAJ, MC
William Sager, MAJ, CH
Laurel Meaney, DAC

Scott Murdoch, JD, DAC

Edward Bartlett, Ph.D, DAC

Vicki Miskovsky, DAC

Verna Parchment, RN, MS, DAC

Noah Schenkman, LTC, MC

Andrew Eiseman, LTC, MC

Gastroenterology Service DOM, Rep DCCS
Nephrology Service DOM, Rep DCCS

Co-Chairperson, HUC
DCI, Assistant Chief

Co-Chairperson, HUC
DCI, Research Review Service, Chief

Peripheral Vascular Surgery Service
(Rep) Chief, Department of Surgery

(Rep) Chief, Nutrition Care Directorate
(Rep) Chief, Department of Nursing
(Rep) Chief, Department of Pharmacy

(Rep) Chief, Department of Psychiatry

(Rep) Chief, Dept of Ministry and Pastoral Care

Patients' Rights Representative
(Rep) Center Judge Advocate

IRB Administrator
Department of Clinical Investigation

Recorder, HUC, Research Review Service
Department of Clinical Investigation

Research Review Service
Department of Clinical Investigation

Urology Service
(Rep) Chief, Department of Surgery

Ophthalmology Service
(Rep) Chief, Department of Surgery
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Non-Affiliated Members

George Tsokos, COL, MC Department of Rheumatology, WRAIR
David Keyser, LCDR, MS Military & Emergency Medicine
Ri_chard Conran, COL, MC Department of Pathology, USUHS
X:g; Fix, MD, MS, CIV (alternate) NIAID - NIH

Bruce Schoneboom, LTC AN Department of Nursing, USUHS

\Il?vlljttm Bulger, Ph.D., DOD (alternate) Department of Anatomy, USUHS

Table V. - Human Use Committee/Institutional Review Board Alternate Members for FY 03

Audrey Chang, Ph.D., DAC Chief, Research Review Service, DCI
Co-Chairperson, HUC
Raul Marin, LTC, MC Assistant Chief (deployed), DCI
Co-Chairperson, HUC
Alexander Stojadinovic, MAJ, MC General Surgery Service
(Rep) Chief, Department of Surgery
Patricia Patrician, LTC, AN (Rep) Chief, Nursing Research Service
Deborah Kenny, LTC, AN (Rep) Chief, Nursing Research Service
Dean Inouye, LTC, MC (Rep) Chief, Department of Psychiatry
Irone Green, DAC Research Review Service, DCI
Recorder
George Peoples, Jr., LTC, MC General Surgery Service

(Rep) Chief, Department of Surgery

Karen Geisler, LTC, SP (Rep), Chief, Nutrition Care Directorate
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Table VI. - Clinical Investigation Committee Primary Members for FY 03

Maria Sjogren, COL, MC

Raul Marin, LTC, MC

Edward Bartlett, Ph.D, DAC

Patricia Patrician, LTC(P), AN
Scott Murdoch, JD, DAC
Audrey Chang, Ph.D., DAC
Maged Abdel-Rahim, DAC
Daisy Word, MHSA, DAC
Noah Schenkman, LTC, MC
Houman Tavaf, MAJ, MC

Andrew Eiseman, MAJ, MC

Chairperson, CIC
Chief, Department of Clinical Investigation

Chairperson, CIC (deployed)
Asst. Chief, Department of Clinical Investigation

IRB Administrator
Department of Clinical Investigation

(Rep) Chief, Nursing Research Service
(Rep) Center Judge Advocate

Chief, Research Review Service, DCI

Chief, Research Operations Service, DCI
Chief, Research Administration Service, DCI
(Rep) Chief, Department of Surgery

(Rep) Chief, Department of Surgery

(Rep) Chief, Department of Surgery

Table VII. - Clinical Investigation Committee Alternate Members for FY 03

Erin Bohen, LTC, MC

Scott Norton, LTC, MC
Patrick O’Malley, LTC, MC
Allen Taylor, LTC, MC
Darren Baroni, MAJ, MC
Andrew Shorr, MAJ, MC
Jamie Waselenko, MAJ, MC
Carl Willis, MAJ, MC

Glenn Wortmann, MAJ, MC
Beth Shultz-Butilus, CPT, MC

Jonathan Roebuck, CPT, MC

(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine
(Rep) Chief, Department of Medicine

(Rep) Chief, Department of Medicine
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Derek Stocker, CPT, MC
Thomas Burklow, LTC, MC
H. Joel Schmidt, COL, MC
Russell Moores, COL, MC
Andrew Bauer, MAJ, MC
Michelle Kravitz, MAJ, MC
Megan O’Brien, CPT, MC
Karla Auyeung, MAJ, MC
Steven Spencer, MAJ, MC
Maureen Petersen, CPT, MC
Margaret Swanberg, MAJ, MC
David Bartoszek, LTC, MC
Laurie Ryan, Ph.D., DOD
Deborah Kenny, LTC, AN
Veronica Thurmond, LTC, AN

Robin Howard, MS, DAC

Francois Tuamokumo, Ph.D., DAC

Roscoe Brunson, DAC

Diarmuid Nicholson, Ph.D., DAC

Daniel Winand, JD, DAC

Christie Stewart, HIMF

(Rep) Chief, Department of Medicine
Department of Pediatrics
Department of Pediatrics
Department of Pediatrics
Department of Pediatrics
Department of Pediatrics
Department of Pediatrics
Department of Pediatrics
Department of Pediatrics
Department of Pediatrics
Department of Neurology
Department of Neurology
Department of Neurology

(Rep) Chief, Department of Nursing
(Rep), Chief, Department of Nursing
Research Review Service, DCI
Research Review Service, DCI
Research Administrations, DCI
Research Operations Service, DCI
Center Judge Advocate

Recorder, CIC
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Table VIILI. - Institutional Biosafety Committee Board Members for FY 03

WRAMC Affiliated Members

COL Craig D. Shriver, MC Assistant Chair, General Surgery

LTC Thomas R. Burklow, MC Pediatric Cardiology

LTC Raul Marin, MC Physical Medicine & Rehab/Research Admin.
COL Bryan L. Martin, MC Allergy/Immunology

Dr. Diarmuid Nicholson (Ph.D.) Biochemistry/Molecular Biology

MAJ Paula Doulaveris, MS Pharmacology

LTC Joel Fishbain, MC Infectious Disease

Non-Affiliated Members

LTC Kent E. Kester, MC Chair, Infectious Disease, WRAIR
COL Naomi E. Aronson, MC Infectious Disease, USUHS

Dr. Kuan-Teh Jeang (MD, Ph.D.) Molecular Virology, NIH

Dr. Shyh-Ching Lo, (MD, Ph.D.) Molecular Pathobiology, AFIP
Ms. Donna J. Mateski (MS, RD) Research Administration, Kaiser

DCI Administration (non-voting)

COL Maria H. Sjogren, MC Chief, Dept. of Clinical Investigation

Dr. Audrey Chang (Ph.D.) Chief, Research Review Service, DCI

CPT Duke Poore, MS Clinical Studies Service, DCI

Ms. Michelle Porter (RN, MA) Nurse Specialist

Dr. Edward Bartlett (Ph.D.) Asst. Chief, Research Review Service, DCI
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G. Research activity planned for FY 04

During FY 04 we will continue training all new principal investigators at WRAMC concerning the
conduct of good clinical research through a one-day live research course or a six-hour self-taught web-based
course. The Professional and Education Training Committee at WRAMC advises that all researchers are
required to take a web-based refresher course after three years following the initial training course. We will
continue to participate in the multi-institution oncology trials in the National Capital Area sponsored by the
United States Military Cancer Institute (USMCI). The institutions that will be involved are National Navy
Medical Center, Bethesda, MD, Malcolm Grow Medical Center, Andrews AFB, Uniformed Services University
of Health Sciences, Bethesda, MD, and Walter Reed Army Medical Center, Washington, DC. Since efforts
towards developing the Standard Operating Procedures for the Institutional Review Board (IRB) of the USMCI
were successful, the Clinical Investigation Regulatory Office (CIRO) has approved it as a second WRAMC IRB
and this will also be incorporated to the WRAMC Federal Wide Assurance. The principal investigators may
submit their protocols to the USMCI when the research studies involve more than Walter Reed Army Medical
Center as a study site. A multi-site tissue banking protocol will be submitted to the WRAMC DCI for
consideration of USMCI funding.

The major focus in FY 04 will be to streamline the review and approval process and to conduct timely
review and approval for war-related studies that will potentially contribute to the health care of the soldiers at
war or stationed overseas. In addition, DCI will continue to ensure the compliance of the Health Insurance
Portability and Accountability Act (HIPAA) for WRAMC research protocols. The HIPAA regulations apply
to all ongoing protocols that are still enrolling research participants and to all applicable new protocols.

Research is an ever growing and challenging enterprise. For FY04, we will continue to apply the
WRAMC Tissue Banking Policy and Guidelines to ensure that the patient confidentiality is well protected and
to implement (or adapt) other new requirements, particularly with respect to gene therapy regulations.
Trainings of members of the Institutional Review Boards, both CIC and HUC, and the members of the
Institutional Biosafety Committee (IBC) will continue. Our IBC will meet quarterly to actively review and
oversee the biosafety issues of two existing gene therapy protocols. DCI will continue to update and guide

WRAMC investigations so that the best protection program for research volunteers is implemented.
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H. The Bailey K. Ashford Clinical and Laboratory Research Symposium — FY 03

LABORATORY AND CLINICAL PRESENTATION AND POSTER FINALISTS

First Place - Laboratory Award Category

MAJ Charles Fox, MC (Chief Resident, General Surgery)
“Praja-1 is Linked to the Insulin Like Growth Factor-1 Mediated Protein Kinase B/Akt Signaling Pathway in
Atherosclerosis”

First Place - Clinical Research Award Category

MAJ Scott Shawen, MC (Chief Resident, Orthopaedic Surgery)
“Osteoporosis and Anterior Femoral Notching in Periprosthetic Femur Fractures: A Biomechanical Analysis”

First Place - Laboratory Poster Award Category

MAJ Steven Spencer, MC (Fellow, Pediatric Infectious Disease)
“Topical Microbicides Inhibit GC Infection in a Novel Mouse Model”

First Place - Clinical Research Poster Award Category

CPT Russell Peckham, MC (Resident, Internal Medicine)
“Potential Limitations of Clinical Criteria for the Diagnosis of Idiopathic Pulmonary Fibrosis”

RESEARCH PRESENTATION FINALISTS

Laboratory Research Award Category

MAJ Charles Fox MC (Resident, General Surgery Service)
CPT Sean Montgomery MC (Resident, General Surgery Service)
LCDR Richard Ruck, USN, MC (Resident, Department of Pediatrics)

MAJ Kenneth Taylor MC (Resident, Orthopaedic Surgery Service)

Clinical Research Award Category

MAJ Scott Shawen MC (Resident, Orthopaedic Surgery Service)
MAJ Philip Belmont MC (Resident, Orthopaedic Surgery Service)
CPT Jay Bucci MC (Resident, Internal Medicine Service)

CPT(P) Donald Helman MC (Fellow, Pulmonary & Critical Care Medicine Service)
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Il. LIST OF PROTOCOLS BY DEPARTMENT AND SERVICE

PROTOCOL PAGE #in

NUMBER PRINCIPAL INVESTIGATOR, TITLE AND APPROVAL DATE VOL I

Aberdeen Proving Ground

01-86001 Walsworth, Matthew, CPT SP. Efficacy of Stretching and Mobilization with Neutral 458
Wrist Splinting Versus Neutral Wrist Splinting Alone in Patients with Carpal Tunnel
Syndrome: A Randomized Trial. (1/16/2001)

02-86002 Knapik, Joseph, PhD DAC. Injury Control and Running Footwear. (3/12/2002) 655

CHPPM

02-98001E Piotrowski, Mark, MAJ DE. USACHPPM Dental Mouthguard Study. (12/19/2001) Exempt

DENTAC

02-94000E Trebus, Daniel M., MAJ DE. Prevalence of Soft Tissue Injuries with Use of Exempt
Commercial Endotracheal Tube Holders. (9/25/2002)

02-94001 Trebus, Daniel M., MAJ DE. The Effect of Platelet Rich Plasma on Postoperative 679
Pain, Edema, and Ecchymaosis in Cervicofacial Rhytidectomy: A Pilot Study.
(1/15/2002)

Department of Allergy-lmmunology

01-33001 Kim, Theodore, MAJ MC. In Vitro Gamma-Interferon Response to MTB Antigens 406
in BCG-Vaccinated Individuals and Those with Equivocal PPD Skin Test Compared
to Negative and Positive Control Subjects. (2/13/2001)

01-33002 Waibel, Kirk H., CPT MC. Suppression of Ragweed Wheal Response by 407
Montelukast: A Double-blind Study. (3/20/2001)

02-33003 Katial, Rohit, MAJ MC. Comparing the Rate of Return of the Wheal-and-Flare 592
Responses in Skin Prick Testing to Both Histamine Control and Aeroallergens after
Discontinuing Two Weeks of Therapeutic Daily Dose Fexofendadine. (2/26/2002)

02-33005E Martin, Bryan L., LTC MC. Vaccine Temp Associated Adverse Events: Review of Exempt
Clinical Cases Referred To A Tertiary Medical Center. (12/19/2001)

02-33006E Nelson, Michael R., LTC MC. The role of skin testing and RAST in the evaluation =~ Exempt
of bee sting allergy. (1/30/2002)

03-33004 Klote, Mary M., MAJ MC. Oropharyngeal Vaccinia Virus Presence After Smallpox 790
Vaccination. (12/3/2002)

03-33005 Nelson, Michael R., LTC MC. Immune Responses to Smallpox Vaccination. 791
(12/10/2002)

03-33006 Klote, Mary M., MAJ MC. Cell Mediated Immune Response to Anthrax 792
Vaccination. (5/20/2003)

03-33007 Carr, Warner W., MAJ MC. A Comparison of Skin Test Devices for Prick Testing. 793
(8/26/2003)
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PROTOCOL PAGE #in
NUMBER PRINCIPAL INVESTIGATOR, TITLE AND APPROVAL DATE VOL Il

03-33007EX  Carr, Warner W., MAJ MC. Epinephrine Prescribing patterns for Anaphylaxis at Exempt
WRAMC. (12/16/2002)

03-33008EX  Carr, Warner W., MAJ MC. Use of HE2000 in the Treatment of Leishmaniasis in Exempt
the U937 Cell Line. (1/3/2003)

03-33009EX  Mikita, Cecilia, CPT MC. Cutaneous Manifestiations After Smallpox Vaccination. Exempt
(2/20/2003)

03-33010EX  Kim, Theodore, MAJ MC. Smallpox Vaccination Site Reactions in Primary and Re-  Exempt
Vaccination Candidates. (2/20/2003)

03-33011EX  Kilote, Mary M., MAJ MC. Trends in Allergy Immunotherapy Prescribing: A Exempt
Decade in Review. (6/17/2003)

03-33012EX  Song, Ted Taiil, CPT MC. Gender differences in subcutaneous fat: Do we need Exempt
gender based epinephrine needle?. (8/1/2003)

3369 Kosisky, Susan, DAC. Survey of Prevalent Pollen and Fungal Aeroallergens in the 141
Washington DC Area. (5/11/1993)

3372 Engler, Renata J.M., COL MC. Mosquito Hypersensitivity: Immunology and Value 143
of Skin Testing with Whole Body Mosquito Extracts. (12/21/1993)

3385 Engler, Renata J.M., COL MC. Adverse Reactions with Intravenous 144
Immunoglobulin Therapy. (12/10/1996)

3390-99 Nelson, Michael R., LTC MC. A Phase 3 Study to Determine the Efficacy and 145
Safety of C1-Inhibitor (HUMAN) Vapor Heated, Immuno in Subjects with Hereditary
Angioedema (HAE). (5/25/1999)

Department of Clinical Investigation

00-9202AD Sjogren, Maria H., COL MC. Efficacy of Therapy with Interferon (interferon alfa-2b ~ Admin
or Pegylated Interferon alfa-2b) in Combination with Ribavirin for Chronic Hepatitis
C Infections in Egypt. (1/27/2000)

01-92002 Sjogren, Maria H., COL MC. A Prospective, Randomized, Multicenter, Open-Label, 463-468
Comparative Safety Study of Pegasy® vs. Pegasys® Plus Ribavirin Treatment vs. A
Twelve-Week Treatment Delay in Patients with Chronic Hepatitis C. (1/23/2001)

01-92003 Sjogren, Maria H., COL MC. Hepatitis C Virus Infection: Mechanism of Disease 469
Progression. (2/20/2001)

01-92004 Rojkind, Marcos, MD DAC. Interleukin-6 and Tumor Necrosis Factor-Alpha Role 472
In Alcoholic Liver Cirrhosis. (9/11/2001)

01-92005 Rojkind, Marcos, MD DAC. The Role of the Acute Phase Response in Alcoholic 473
Liver Cirrhosis. (9/14/2001)

01-92006 Rojkind, Marcos, MD DAC. Alcohol-Induced Liver Fibrosis: An In Vitro Model. 474
(9/14/2001)

01-9201 Bednarek, Jana, PhD DAC. Hepatitis G Virus and Aplastic Anemia. (12/5/2000) 461
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9206

9221-99

Sjogren, Maria H., COL MC. A Multicenter Double-Blinded Study in Patients with
Compensated Cirrhosis Due to Chronic Hepatitis C Who are Non-Responders to Prior
Interferon Alfa or Interferon Alfa + Ribavirin Therapy, Comparing Treatment with
Thymosin Alpha 1 + Peginterferon Alfa-2a With Peginterferon Alfa-2a + Placebo.
(10/23/2001)

Fileta, Bader, DAC. Analysis of Malaria Recombinant Protein Vaccines.
(10/2/2001)

Sjogren, Maria H., COL MC. A Phase Il, Double-Blind, Randomized, Placebo-
Controlled, Multicenter Study of the Safety and Anti-Fibrotic Efficacy of Interferon
Gamma-1b (IFN-y 1b) in Patients with Severe Liver Fibrosis or Compensated
Cirrhosis Due to Hepatitis C. (11/20/2001)

Sjogren, Maria H., COL MC. A Multicenter Double-Blinded Study in Non-Cirrhotic
Patients with Chronic Hepatitis C Who Are Non-Responders to Prior Interferon Alfa
or Interferon Alfa + Peginterferon Alfa-2a with Peginterferon Alfa-2a + Placebo.
(3/26/2002)

Sjogren, Maria H., COL MC. A Phase Il Open label Study to Evaluate the Safety
and Efficacy of RU-8811, in Patients with Types 3 or 4 Non-Alcoholic Fatty Liver
Disease (NAFL). (4/23/2002)

Sjogren, Maria H., COL MC. Combination of Ribavirin with Interferon Alfacon-1 or
with Pegylated Interferon Alfa 2b as Initial Treatment for Difficult to Treat Subjects
Chronically Infected with Hepatitis C Virus - Genotype 1. (6/25/2002)

Marin, Raul, LTC MC. Effectiveness of Research Education. (2/20/2003)

Rojkind, Marcos, MD DAC. The role of the acute phase cytokines on the formation
of functional gap junctions in hepatic stellate cells: A flow cytometric analysis.
(6/25/2003)

Rojkind, Marcos, MD DAC. Characterization of proteins differentially expressed in
acetaldehyde-treated hepatic stellate cells. (6/25/2003)

Rojkind, Marcos, MD DAC. The role of G10 maternal RNA in acetaldehyde-
mediated fibrogenesis in vitro. (6/25/2003)

Sjogren, Maria H., COL MC. Management of Anemia and Neutropenia Associated
with Pegylated Interferon + Ribavirin Treatment of Chronic Hepatitis C: An Open-
Label Dose Titration Study of Darbepoetin Alfa and Filgrastim (Amendments 1, 2, 3,
4, & 5). (2/11/2003)

Rojkind, Marcos, MD DAC. A Functional Co-culture of Hepatocytes and Hepatic
Stellate Cells. (8/5/2003)

Zhou, Yaling, PhD DAC. Evaluation of Dendritic Cell Functions During Hepatitis C
Virus Infection and IFNa/Ribavirin Therapy. (9/23/2003)

Yuan, Christina M., COL MC. Are Heat Shock Proteins Target Antigens of the
Immune System in Renal Allograft Recipients?. (4/9/1996)

Sjogren, Maria H., COL MC. Combination of Ribavirin with Interferon Alfacon-1 or
With Interferon Alfa 2b as Initial Treatment for Chronic Hepatitis C. (12/15/1998)
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9223-99 Burch, Henry B., LTC MC. An Investigation of Oxidative Damage to Proteins in 227
Thyroid Autoimmunity. (4/6/1999)

Department of Medicine

03-19012EX  Fishbain, Joel, LTC MC. The epidemiology and clinical impact of Acinetobacter Exempt
baumannii infections in soldiers returning from Operation Enduring Freedom and
Operation Iragi Freedom. (9/29/2003)

Cardiology Service

00-1201 Taylor, Allen J., LTC MC. ARBITER: Arterial Biology for the Investigation of the 230
Treatment Effects of Reducing Cholesterol - A Randomized Trial Comparing the
Effects of Atorvastatin and Pravastatin on Carotid Intima-Media Thickness.
(10/26/1999)

01-12001 Taylor, Allen J., LTC MC. Acetylysteine for the Prevention of Contrast Associated 313
Nephropathy in Diabetic Patients Undergoing Coronary Angiography. (1/23/2001)

01-12002 Malik, Anwar K., MAJ MC. Remote Echocardiographic Consults - Diagnostic 316
Concordance - Intra and Inter Consults. (6/5/2001)

01-12003 Taylor, Allen J., LTC MC. ARBITER Il: Arterial Biology for the Investigation of 317
the Treatment Effects of Reducing Cholesterol - A Randomized, Placebo-controlled,
Double-Blind Study. (7/31/2001)

02-12004 Taylor, Allen J., LTC MC. The Effects of Simvastatin on Heart Rate Variability in 480
Dilated Cardiomyopathy. (10/16/2001)

02-12005 Wiley, Thomas A., LTC MC. Ventricular Resynchronization Therapy Randomized 481
Trial (VecToR). (11/29/2001)

02-12006NR  Simpson, Daniel, MAJ MC. Review of a Humanitarian Device Document. 482
(3/26/2002)

02-12007 Isenbarger, Daniel W., MAJ MC. Utility of the Pace-ECG for Diagnosis of Cardiac 483
Hypertrophy. (8/20/2002)

02-12008 Sullenberger, Lance, CPT MC. The Accuracy of Physical Examination for the 484
Diagnosis of Aortic Valvular Sclerosis. (8/27/2002)

03-12003EX  Taylor, Allen J., LTC MC. Pharmacologic interactions with simvastatin in the Exempt
National Capital Area Military Medical Treatment Facilities: Their frequency and the
appropriateness of laboratory monitoring. (10/18/2002)

03-12004EX  Kent, Steven M, MAJ MC. Prevalence of positive findings for endocarditis on Exempt
transesophageal echocardiography when performed as a result of S. aureus
bacteremia. (6/4/2003)

03-12009 Taylor, Allen J., LTC MC. ARBITER IlI: Arterial Biology for the Investigation of 685
the Treatment Effects of Reducing Cholesterol - A 1-year Open Label Investigation
on the Effects of Long-Acting Niacin on Carotid Intimal Thickness. (12/10/2002)

03-12010 Dixon, William C. IV, MAJ MC. Pride Study: Protection During Saphenous Vein 686

Graft Intervention to Prevent Distal Embolization. (12/17/2002)
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03-12011 Elgin, Eric, CPT MC. Proteomic Analysis of Coronary Artery Disease. (1/21/2003) 687

03-12012 Welka, Stephen, MAJ MC. Organized Program to Initiate Life-Saving TreatMent in 688
HospitaliZEd Patients with Heart Failure (OPTIMIZE-HF): An Internet-Based
REGISTRY AND Process of Care Improvement Program for Heart Failure Patients.
(2/412003)

03-12013 Simpson, Daniel, MAJ MC. A Prospective United States Investigation of the 689
CARDIA STAR Patent Foramen Ovale Closure Device. (3/25/2003)

03-12014 Welka, Stephen, MAJ MC. Warfarin Versus Aspirin in Reduced Cardiac Ejection 690
Fraction (WARCEF). (4/8/2003)

03-12015 Simpson, Daniel, MAJ MC. Protocol XRP4563B/4001: A Prospective, Open- 691
Label, Randomized, Parallel-Group Investigation to Evaluate the Efficacy and Safety
to Enoxaparin Versus Unfractionated Heparin in Subjects Who Present to the
Emergency Department with Acute Coronary Syndrome. (7/15/2003)

03-12016 Lee, Joseph Y., MAJ MC. Pulsus Paradoxus in Central Obesity. (8/26/2003) 692

1215 Taylor, Allen J., LTC MC. The Utility of Electron Beam Computed Tomography 8
(EBCT) as a Screening Test for Coronary Artery Disease, and as an Intervention for
Risk Factor Modification Among Over 40 Active Duty Personnel. (11/25/1997)

1218-98 Calagan, Jennifer L., LTC MC. Assessment of Clinical Outcome Using Prothrombin 9
Time Patient Self Testing (PST) to Monitor Long Term Anticoagulation Therapy.
(6/16/1998)

1224-99 Vernalis, Marina, COL MC. Non-Invasive Coronary Artery Disease Reversal. 11
(9/21/1999)

Dermatology Service

03-18000EX  Meyerle, Jon, CPFT MC. An Outbreak of Urticaria Among Soldiers Deploying for Exempt
Combat. (3/24/2003)

03-18001 Norton, Scott A., LTC MC. Palatability Comparison of Children's Corticosteroid 724
Suspensions: A Randomized Double-Blind Trial. (10/8/2002)

Endocrine Service

00-1303 Bernet, Victor J., LTC MC. Galectin-3 Levels as a Marker of Thyroid Cancer in 231
Fine-Needle Aspiration (FNA) Samples. (2/8/2000)

01-13001 Stocker, Derek J., MAJ MC. A Comparison of the Effects of Rosiglitazone and 318
Metformin on Markers of Inflammation and Carotid Plaque Burden in Patients with
Type 2 Diabetes Mellitus. Cardiovascular Effects of Hypoglycemic Medications in
Diabetes - CHD Study. (1/23/2001)

01-13002 Vigersky, Robert A., COL MC. Using Telemedicine and Wireless Technology to 319
Improve Diabetic Outcomes in Poorly Controlled Patients. (3/20/2001)

01-13003 Vigersky, Robert A., COL MC. The Avandia Worldwide Awareness Registry 322

(AWARe): Comparison of Avandia and Actos in "Real World" Medical Practice.
(3/27/2001)
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01-13004

01-13005

02-13006

02-13007
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02-13009

02-13009E

02-13010

02-13010EX

02-13011

02-13012

03-13012EX

03-13013

03-13014

03-13015

Bernet, Victor J., LTC MC. Pilot Study: Recombinant TSH Stimulation of
Radioactive lodine Uptake in Hyperthyroidism. (5/15/2001)

Langely, Roy W., MAJ MC. Determination of Thyroid Nodule Malignancy with
18F-FDG Coincidence Imaging and Tc-99m Depreotide Scintigraphy. (6/19/2001)

Vaishnav, Yashesh N., PhD DAC. Investigations on Y-Ray-Induced Alterations in
Gene Expression Profiles in pRC-CMVand Ret/PTC-3 Oncogene Expressing FRTL-5
Thyroid Cell Lines Utilizing cDNA Expression Array. (11/13/2001)

Vigersky, Robert A., COL MC. The Use of Heart Rate Variation to Determine the
Prevalence and Prognostic Significance of Autonomic Neuropathy in Patients with
Either Diabetes Mellitus or Cardiovascular Disease. (2/26/2002)

Harner, Kyle C., CPT MC. Effect of A Single Intra-Articular Steroid Injection on
Serum Glucose Levels in Patients with Type 2 Diabetes Mellitus. (3/12/2002)

Vigersky, Robert A., COL MC. An Assessment of Ocular Lens Fluorescence
Measurements for the Detection of Diabetes: A Joint Joslin Diabetes Center, Tripler
Army Medical Center and Walter Reed Army Medical Center Study. (4/23/2002)

Burch, Henry B., LTC MC. Comparison of Total Hyperthyroid Time in Patients
Previously Pre-treated or Not-pre-treated with Antithyroid Drugs Before Ablation
With Radioiodine for Graves' Disease: A Retrospective Analysis. (1/30/2002)

Glister, Babette C., CPT MC. Home Fructosamine Testing as a Cost-Effective
Adjunctive Tool for Improving Glucose Control in Inadequately Controlled Type 2
Diabetes Mellitus. (5/28/2002)

Vigersky, Robert A., COL MC. The Sensitivity and Specificity of Stereoscopic Non-
Mydriatic Digital Retinal Photography in Detecting Diabetic Retinopathy.
(9/30/2002)

Wallace, Eugene, CPT MC. The Effects of Variations in Diet Composition on Body
Mass. (8/6/2002)

Vigersky, Robert A., COL MC. Continuous Glucose Monitoring in Patients with
Type 2 Diabetes Mellitus. (9/17/2002)

Wallace, Eugene, CPT MC. Papillary Thyroid Cancer: A Review of the Walter Reed
Experience. (2/20/2003)

Vaishnav, Yashesh N., PhD DAC. Quantitative Assessment of Cylooxygenase-2
Gene/Mrna Expressions in Paraffin Embedded Benign and Cancerous Thyroid
Tissues. (4/15/2003)

Vigersky, Robert A., COL MC. A One-Year, Open, Randomized, Parallel, Three-
Arm Study, Comparing Exubera® (Insulin Dry Powder Pulmonary Inhaler) Vs.
Avandia® (rosiglitazone Maleate) as Add-on Therapy vs. Exubera® Substitution of
Sulfonylurea in Patients with Type 2 Diabetes, Poorly Controlled on Combination
Sulfonylurea and Metformin Treatment. (6/10/2003)

Robbins, Iris, BA DAC. Evaluation of Somatostatin Receptor (SSTR) Response to
rh TSH in Various Thyroid Cancer Cell Lines. (8/5/2003)
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1395-98 Burch, Henry B., LTC MC. Establishment of a Thyroid Patient Serum Bank. 17
(4/21/1998)

1396-98 Bernet, Victor J.,, LTC MC. Establishment of a Thyroid Tissue Bank. (4/21/1998) 18

Gastroenterology Service

00-1403 Mulhall, Brian P., MAJ MC. The Effect of Helicobacter pylori Eradication on the 233
Severity of Gastro-esophageal Acid Reflux as Determined by 24-hours pH
Measurement. (1/18/2000)

00-1404 Cumings, Mark D., MAJ MC. A Comparison of Pediatric and Adult Colonoscopes 235
in Adult Patients Presenting for Routine Colonoscopy. (3/21/2000)

00-1407 Hwang, Inku, MAJ MC. Tele-Hepatitis Phase I: Validation of desktop Video 236
Teleconferencing (VTC) System at 384 kb ISDN for Evaluation of Patients with
Hepatitis. (5/16/2000)

00-1408 Holtzmuller, Kent, COL MC. A Randomized Multicenter Trial Comparing Induction 237
PEG Intron-A Plus Ribavirin Versus PEG Intron-A Plus Ribavirin in Patients...Not
Responded or Have Relapsed..Based Therapy for Chronic Hepatitis C, With
Maintenance ... Who Continue to Remain Non-Responsive. (7/18/2000)

01-14001 Duncan, Marten, CPT MC. Association of Helicobacter pylori Infection with 325
Coronary Heart Disease Detected by Electron Beam CT. (1/9/2001)

01-14002 Baroni, Darren S., MAJ MC. An Efficacy and Safety Study of Intravenous 326
Pantoprazole in the Prevention of Recurrent Peptic Ulcer Bleeding After Successful
Hemostasis (Sponsored Study by Wyeth-Ayerst Research). (4/17/2001)

01-14003 Napierkowski, John, MAJ MC. Effect of Complete Intraesophageal Acid Ablation 327
Upon Cellular Markers of Proliferation, Differentiation, and Apoptosis in Long-
Segment Barrett's Esophagus. (4/24/2001)

01-14004 Holtzmuller, Kent, COL MC. The Timing of Liver Enzyme Elevation and Hepatitis 328
C Seroconversion in a Cohort of United States Military Gulf War Veterans.
(5/1/2001)

01-14005 Holtzmuller, Kent, COL MC. Tele-Hepatitis Phase I: Validation of Desktop Video 329

Teleconferencing for Evaluation of Patients with Hepatitis C. (5/29/2001)

01-14006 Holtzmuller, Kent, COL MC. B-Catenin Mutations and Nuclear Accumulation are 330
Early Events in Hepatic Carcinogenesis: Role as a Marker to Determine Risk for
Hepatocellular Carcinoma in Hepatitis C and Hepatitis B Patients. (6/12/2001)

02-14007 Mulhall, Brian P., MAJ MC. The Role of Gastroesophageal Reflux Disease (GERD) 495
in Upper Airway Reactivity Syndrome (UARS). (10/16/2001)

02-14007E Hwang, Inku, MAJ MC. InVivo Localization of Glandular Dysplasia in the Exempt
Esophagus: Identification of Differentially Expressed Molecules in Dysplasic
Barrett's Esophagus Using Archived Tissue. (10/26/2001)

02-14008 Mulhall, Brian P., MAJ MC. The Effect of Interferon Therapy on Hearing in Adult 497
Patients with Chronic Hepatitis C. (10/16/2001)
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02-14008E Andrews, Allen, CPT MC. Utility of Colonoscopy in the Evaluation of Acute Lower Exempt
Gastrointestinal Hemorrhage. (11/16/2001)

02-14009 Mulhall, Brian P., MAJ MC. The Clinical Impact of Gastroesophageal Reflux in 499
Adult Patients with Obstructive Sleep Apnea. (3/26/2002)

02-14009E Cumings, Mark D., MAJ MC. The Significance of Belching in Upright Reflux Exempt
Disease. (3/20/2002)

02-14010 Wong, Roy K.H., COL MC. A Multicenter, Double-Blind, Three-way Crossover 501
Intraesophageal and Intragastric pH Study of Three Esomeprazole Treatment
Regimens in Documented Barrett's Esophagus Patients. (3/26/2002)

02-14010E Cumings, Mark D., MAJ MC. The Significance of Postprandial Reflux in Upright Exempt
Reflux Disease. (3/20/2002)

02-14011 Duncan, Marten, CPT MC. The Effect of Baclofen on Patients with 502
Gastroesophageal Reflux and Normal Lower Esophageal Sphincter Pressures: A
Randomized Prospective Study. (4/23/2002)

02-14011E Hwang, Inku, MAJ MC. Cytokeratin 7/20 Staining Patterns and Cellular Exempt
Proliferation in Long-Segment Barrett Esophagus (LSBE), Short-Segment Barrett
Esophagus (SSBE), and Endoscopically Normal Esophagogastric Junction with
Specialized Intestinal Metaplasia (EGJ-SIM). (3/20/2002)

02-14012 Duncan, Marten, CPT MC. Use of a Hyperspectral Imaging System for Dysplasia 503
Screening in Patients with Long Segment Barrett's Esophagus - A Pilot Study.
(5/28/2002)

02-14012E Napierkowski, John, MAJ MC. Wireless Capsule Endoscopy (WCE): A Multicenter  Exempt
Retrospective Review. (7/10/2002)

02-14013 Duncan, Marten, CPT MC. Twenty-Four Hour pH Monitoring and Histologic 504
Evaluation in Patients with Tongues in the Distal Esophagus: Are These Findings
Clinically Relevant?. (9/17/2002)

03-14013EX  Friend, Julia, DAC. Treatment outcomes in hepatitis C: the impact of dose Exempt
adjustments secondary to complications. (10/25/2002)

03-14014 Napierkowski, John, MAJ MC. The Effect of Bowel Preparation in Wireless 696
Capsule Endoscopy (WCE). (10/22/2002)

03-14014EX  Duncan, Marten, CPT MC. Do Accelerated Gastric Empyting tudies Have a Clincial Exempt
Relevance? A Review of Gastric Emptying Results, Indications, and Significant
Symptoms from Referrals Within a Tertiary Care Center. (11/25/2002)

03-14015 Sachar, David, CPT MC. A Prospective Comparison of a New Immunochemical 697
Fecal Occult Blood Test, INSURE, TM With Standard Guaiac, Fecal Occult Blood
Sampling, Hemoccult.. (1/14/2003)

03-14015EX  Lee, Jennifer, RN DAC. Current Gl Endoscope Disinfection and Quality Assurance  Exempt
Practice Patterns. (2/6/2003)

03-14016 Sachar, David, CPT MC. Antibiotic Therapy for the Treatment of Crohn's Disease, 698

A Double-Blind, Placebo Controlled Trial. (3/11/2003)
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03-14016EX  Mulhall, Brian P., MAJ MC. The Cost-effectiveness of Screening for Barrett’s Exempt
Esophagus in Patients undergoing Endoscopy for Gastroesophageal Reflux.
(2/19/2003)

03-14017 Mulhall, Brian P., MAJ MC. The Use of Multichannel Intraluminal Impedance 699
(M) to Assess the Proximal Extent of Gastroesophageal Reflux Material in Patients
with Severe Gastroesophageal Reflux. (3/25/2003)

03-14018 Duncan, Marten, CPT MC. Colon Cancer: Non-Invasive Isolation Technology. 700
(4/1/2003)

03-14019 Mulhall, Brian P., MAJ MC. Exploring System-and Patient-Level Predictors of 701
Adherence to Secondary Screening for Colorectal Carcinoma. (4/8/2003)

1432 Wong, Roy K.H., COL MC. Short Segment Barrett's Esophagus: Prevalence, 19
Clinical Characteristics and Response to Long-Term Antisecretory Therapy.
(11/29/1994)

1446-98 Cumings, Mark D., MAJ MC. Hypnosis Versus Omeprazole for the Treatment of 20
Upright Gastroesophageal Reflux, A Randomized Blinded Placebo Controlled Trial.
(4/28/1998)

1456-99 Wong, Roy K.H., COL MC. Long-Term Prevention of Recurrent Peptic Ulcer 21
Hemorrhage in Patients Infected with Helicobacter Pylori: A Multi-Center, NIH
Funded, Prospective Randomized Double-Blind Study. (3/23/1999)

General Medicine Service

02-10004 Duncan, William, COL MC. A Prospective Clinical and Radiological Study of 476
Patients on Post-Exposure Prophylaxis for Anthrax. (10/30/2001)

02-10009E Cassimatis, Dimitri, CPT MC. Evaluation of Knowledge and Practices of Internal Exempt
Medicine Residents for Chronic Hepatitis C Infection. (2/27/2002)

02-10010E Lott, David A., SFC SP. A Study of Soldiers Assigned to the Medical Holding Exempt
Company, WRAMC Before and After September, 2001. (5/10/2002)

02-10011E Peckham, Russell M., CPT MC. Evaluation of Interobserver Variability in the Exempt
Radiographic Diagnosis of Idiopathic Pulmonary Fibrosis. (7/31/2002)

02-10012E Klote, Mary M., MAJ MC. Practice Variations and Trends Among Government Exempt
Physicians in the Prescribing of Allergy Immunotherapy. (8/26/2002)

03-10013EX  Richard, Nicole, CFT MC. Recombinant Human Thyrogen and Its use in Exempt
Surveillance for Recurrent/Residual Thyroid Cancer in Patient Treated at WRAMC.
(12/17/2002)

03-10014EX  Dezee, Kent, MAJ MC. A Survey of Mental Health in a Sleep Clinic. (1/27/2003) Exempt

03-10015EX  Posley, Keith, MD DAC. Evidence-Based Medicine: Educational needs Exempt
Assessment. (6/16/2003)

03-10016EX  Holley, Aaron, MAJ MC. Risk factors and rationale used by providers to determine ~ Exempt

the need for DVT prophylaxis in patients admitted to a general internal medicine
ward or medical ICU. (9/9/2003)
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03-10017EX  Holley, Aaron, MAJ MC. Risk Assessment and Prevention of Thromboembolic Exempt
Disease in Patients Admitted to Medical Services (wards or ICU). (9/25/2003)

03-13011EX  Bell, Amanda, CPT MC. A Retrospective Review Evaluating the Rating of Thyroid = Exempt
FNA Cellular Content Adequacy by Endocrinologists and Pathologists as Compared
to the Internal WRAMC Standard. (1/14/2003)

1053 O'Malley, Patrick, LTC MC. Adrenal Supression Following Short-Term Use of 2
Corticosteroids: Results of a Prospective Study. (11/5/1997)

1060-99 Daniels, Jasmine T., MAJ MC. Diagnostic Accuracy of Pleural Fluid Cholesterol 3
and Lactate Dehydrogenase in Identifying Exudates vs. Transudates. (1/12/1999)

Hematology-Oncology Service

00-1502 Drabick, Joseph J., COL MC. CALGB 49906: A Phase 1l Study of Doxorubicin- 238
Cyclophosphamide Therapy Followed by Paclitaxel or Docetaxel Given Weekly or
Every 3 Weeks in Patients with Axillary Node-Positive Breast Cancer. (1/25/2000)

00-1503 Drabick, Joseph J., COL MC. CALGB 159806: ERBB-2 and P53 in Response and 239
Outcome After Paclitaxel Chemotherapy for Mestastatic Breast Cancer. (5/9/2000)

00-1504 Drabick, Joseph J., COL MC. CALGB 89803: A Phase Il Intergroup Trial of 240
Irinotecan (CPT-11) (NSC #6163480 Plus Flourouracil/Leukovorin (5-FU/LV)
Versus Flourouracil/Leukovorin Alone After Curative Resection for Patients with
Stage 111 Colon Cancer. (7/25/2000)

00-1505 Drabick, Joseph J., COL MC. CALGB 19901: Phase Il Study of Fludarabine 241
Inductin Followed by Campath-1H Consolidation in Unteated Patients with Chronic
Lymphocytic Leukemia. (7/25/2000)

00-1506 Drabick, Joseph J., COL MC. CALGB 99208: Docetaxel and Estramustine Versus 242
Mitoxantrone and Prednisone for Advanced, Hormone Refractory Prostate Cancer,
Phase I11. (9/19/2000)

00-1507 Drabick, Joseph J., COL MC. CALGB 9764: Genetic Changes in Diffuse 243
Aggressive Non-Hodgkin;s Lymphoma. (9/19/2000)

00-1605 Ales, Noel C., CPT MC. Prospective Evaluation of Fatigue in Patients with B-Cell 244
Chronic Lymphocytic Leukemia. (1/18/2000)

00-1606 Drabick, Joseph J., COL MC. A Phase Il Evaluation of Rubitecan, A Novel Oral 245
Topoisomerase | Inhibitor, in Newly Diagnosed, Recurrent and Refractory Multiple
Myeloma. (2/15/2000)

01-15005 Drabick, Joseph J., COL MC. CALGB 79804: Issues of Survivorship Among 334
Breast Cancer Survivors. (2/27/2001)

01-15006 Drabick, Joseph J., COL MC. CALGB 89904: A Randomized Phase Il Study of 336
Gemcitabine/Cisplatin, Gemcitabine/Docetaxel, Gemcitabine/lrinotecan, or Fixed
Dose Rate Infusion Gemcitabine in Patients with Metastatic Pancreatic Cancer.
(3/20/2001)

01-15007 Flynn, Joseph M., CPT MC. CALGB 99903: A Phase Il Study of Arsenic Trioxide 337

(NSC #706363), IND # 57974) in Urothelial Cancer. (4/17/2001)
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Drabick, Joseph J., COL MC. CALGB 49805: A Phase Ill Randomized Double
Blind Study of Letrozole Versus Placebo in Women with Primary Breast Cancer
Completing 5 or More Years of Adjuvant Taxmoxifen. (7/24/2001)

Ketchum, Lloyd, CPFT MC. CALGB 49801\RTOG 9804: Phase IlI Trial of
Tamoxifen Alone Vs. Tamoxifen Plus Radiation for Good Risk Duct Carcinoma In-
Situ (DCIS) of the Female Breast. (8/31/2001)

Drabick, Joseph J., COL MC. CALGB 159902: Molecular Markers of Pleural
Involvement in Resected Non-Small Cell Lung Cancer. (8/28/2001)

Gorak, Edward J., MAJ MC. CALGB 509901: Phase Il Study of Melanoma
Vaccine (NSC #683472/675756, IND 6123) and Low-Dose, Subcutaneous
Interkeukin-2 in Advanced Melanoma. (9/18/2001)

Drabick, Joseph J., COL MC. CALGB 59906: A Phase Il Study of Sequential
Doxorubicin and Topotecan in Relapsed or Refractory Intermediated-or-High Grade
Non-Hodgkin's Lymphoma. (11/21/2000)

Drabick, Joseph J., COL MC. CALGB 59804: A Phase I/ll Study of
Gemcitabine/Vinorelbine/Liposomal Doxorubicin in Relapsed/Refractory Hodgkin's
Disease. (11/30/2000)

Drabick, Joseph J., COL MC. CALGB 59901: A Phase Il Study of 506U78 (NSC
#686673, IND #52611) in Patients with Previously Systemically Untreated Cutaneous
T-Cell Lymphoma (CTCL) or With Refractory or Relapsed Non-Cutaneous
Peripheral T-Cell Lymphoma (PTCL). (12/12/2000)

McGrail, Lisa H., CPT MC. Microarray Analysis of Breast Cancer: A Pilot
Feasibility Study. (1/9/2001)

Flynn, Joseph M., CPT MC. Expression of Human Papilloma Virus in Second
Primary Malignancies Associated with Chronic Lymphocytic Leukemia. (3/13/2001)

Willis, Carl R., MAJ MC. A Multicenter, Phase Il Randomized Trial for Stage 111B
or IV NSCLC Comparing Weekly Taxol (Paclitaxel) and Carboplatin (Paraplatin)
Regimen Versus Standard Taxol and Carboplatin Administered Every Three Weeks,
Followed by Weekly Taxol. (6/26/2001)

Willis, Carl R., MAJ MC. An Open-Label, Multicenter, Randomized, Phase 111
Study Comparing Oral Topotecan/Cisplatin Versus Etoposide/Cisplatin as Treatment
for Chemotherapy-Naive Patients with Extensive Disease-Small Cell Lung Cancer.
(7/31/2001)

Drabick, Joseph J., COL MC. Epstein-Barr Virus as an Etiologic Agent for
Hodgkin's Disease: A Nested Case-Control Study. (12/5/2000)

Drabick, Joseph J., COL MC. CALGB 79803: Phase Il Chemo prevention Trial of

Selenium Supplementation in Persons with Resected Stage 1 Non-Small Cell Lung
Cancer. (10/23/2001)
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02-15014

02-15015

02-15016

02-15017

02-15018

02-16000E

02-16008

02-16009

02-16010

02-16011

02-16012

02-16013

Drabick, Joseph J., COL MC. CALGB 19808: Phase 111 Randomized Study of
Induction Chemotherapy With or Without MDR-Modulation with PSC-833 (NSC
#648265, ind # 41121) Followed by Cytogenetic Risk-Adapted Intensification
Therapy Followed by Immunotherapy with rIL-2 (NSC #373364, IND 1969) Vs.
Observation in Previously Untreated Patients with AML <60 Years. (11/29/2001)

Drabick, Joseph J.,, COL MC. CALGB 99904\SWOG 9221: Adjuvant Androgren
Deprivation Versus Mitoxantrone Plus Prednisone Plus Androgren Deprivation in
Selected High Risk Prostate Cancer Patients Following Radical Prostatectomy, Phase
11. (1/29/2002)

Drabick, Joseph J., COL MC. CALGB 79806: Effects of Dietary Soy on
Biomarkers of Prostate Cancer: A Prospective Phase Il Study. (5/14/2002)

Drabick, Joseph J., COL MC. CALGB 40101/CTSU 40101: Cyclophosphamide
and Doxorubicin (CA) (4 VS 6 Cycles) Versus Paclitaxel (12 Weeks vs 18 Weeks) as
Adjuvant Therapy for Women with Node-negative Breast Cancer: A 2X2 Factorial
Phase 111 Randomized Study. (8/13/2002)

Drabick, Joseph J.,, COL MC. CALGB 30102: Phase Il Comparison of Catheter
Based Therapy of Pleural Effusions in Cancer Patients (Optimal Pleural Effusion
Control, OPEC). (8/27/2002)

Gorak, Edward J., MAJ MC. Autologous Stem Cell Transplantation in Patients with
Relapsed or Newly Diagnosed Metastatic Breast Cancer: The Effects of Prior
Chemotherapy Regimens and Timing of Transplantation on Transplantation
Outcome. (8/1/2002)

Myhand, Rickey C., LTC MC. An Open-Label, Randomized Study to Develop a
ScreeningTool for Functional Capacity in Anemic Subjects with Nonmyeloid
Malignancies Receiving Chemotherapy and Darbepoetin alfa (NESP). (4/23/2002)

Waselenko, Jamie K., MAJ MC. Randomized Study of Fludarabine and
Cyclophosphamide With or Without Genasense (Bc1-2 Antisense Oligonucleotide) in
Patients With Relapsed or Refractory Chronic Lymphocytic Leukemia (Protocol
GL303). (6/11/2002)

Babcock, Janine, COL MC. Collection of Blood Components from Healthy Donors
for In Vitro Research. WRAIR Protocol 837. (6/11/2002)

Waselenko, Jamie K., MAJ MC. A Phase Il Study of the Recombinant Human
Monoclonal Anti-Bascular Endothelia Growth Factor Antibody (rhuMAB VEGF)
Bevacizumab Administered in Timed Sequential Combination with Cytosine
Arabinoside (ara-C) and Mitoxantrone for Adults with Refractory and Relapsed Acute
Myelogenous Leukemias (AMLs). (7/16/2002)

Myhand, Rickey C., LTC MC. Phase Il Randomized Trial of High-Dose Busulfan
and Thiotepa (BT) with Autologous Peripheral Blood Stem Cell (PBSC) Support
Versus Standard Dose Docetaxel and Estramustine Regimen for Treatment of
Hormone Refractory Metastatic Prostate Cancer. (8/6/2002)

Waselenko, Jamie K., MAJ MC. A Phase Il Clinical Trial of BMS-247550 (NSC
#710428), An Epothilone B Analog in Patients with Breast Carcinoma. (8/13/2002)
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03-15019 Drabick, Joseph J., COL MC. CALGB 500101/E4697: A Randomized, Placebo- 702
Controlled Phase I11 Trial of Yeast Derived GM-CSF Versus Peptide Vaccination
Versus GM-CSF Plus Peptide Vaccination Versus Placebo in Patients with "No
Evidence of Disease" After Complete Surgical Resection of "Locally Advanced"
and/or Stage 1V Melanoma. (10/8/2002)

03-15020 Drabick, Joseph J.,, COL MC. CALGB 49907\CTSU 49907: A Randomized Trial 703
of Adjuvant Chemotherapy with Standard Regimes, Cyclophosphamide, Methotrexate
and Fluorouracil - (CMF) or Doxorubicin and Cyclophosphamide - (AC), Versus
Capecitabine in Women 65 Years and Older with Node Positive or High-Risk Node-
Negative Breast Cancer. (10/22/2002)

03-15021 Drabick, Joseph J., COL MC. CALGB 49909: Phase Il Trial of Doxorubicin and 704
Cyclophosphamide (AC) Followed by Weekly Paclitaxel With or Without
Trastuzumab as Adjuvant Treatment for Women with HER-2 Overexpressing or
Amplified Node Positive Breast Cancer. (11/12/2002)

03-15022 Drabick, Joseph J., COL MC. CALGB 89902: Phase Il Study Evaluating the 705
Combination of 5-Fluorouracil, Leucovorin, Oxaliplatin (NSC #266046), and
Herceptin (NSC #688097) in the Treatment of Patients with Metastatic Colorectal
Cancer Who Have Progressed After 5-FU and/or Irinotecan-Containing Therapy.
(11/12/2002)

03-15023 Drabick, Joseph J., COL MC. CALGB 80003: A Phase Il Study of Gemcitabine, 5- 706
Fluorouracil and Radiation Therapy in Locally Advanced Non-Metastatic Pancreatic
Adenocarcinoma. (11/12/2002)

03-15024 Drabick, Joseph J., COL MC. CALGB 90102: A Phase Il Study of Cisplatin, 707
Gemcitabine, and ZD1839 (IRESSA) (IND #61187, NSC 715055) for the Treatment
of Advanced Urothelial Tract Carcinoma. (11/12/2002)

03-15025 Drabick, Joseph J., COL MC. CALGB 79807-00: Smoking Cessation Intervention 708
[including Bupropin (Zyban) Versus Placebo] for Completely Resected Stage | and
Stage 11 Non-Small Cell Lung Cancer Survivors Who are Currenlty Smoker, Phase
111. (1/28/2003)

03-15026 Drabick, Joseph J., COL MC. CALGB 90008: A Phase Il Study of Capecitabine 709
(IND #62761) Plus Gemcitabine for Metastatic Renal Cell Carcinoma. (1/28/2003)

03-15027 Drabick, Joseph J., COL MC. CALGB 79809: Phase Il Trial of Intravenous 710
Zoledronic Acid (Zometa®) (IND #62751) in the Prevention of Bone Loss in
Localized Breast Cancer Patients with Chemotherapy-Induced Ovarian Failure.
(5/27/2003)

03-15028 Drabick, Joseph J., COL MC. NSABP Protocol B-33: A Randomized, Placebo- 711
Controlled, Double-Blind Trial Evaluating the Effects of Exemestane in Clinical
Stage T1-3 NO-1MO Postmenopausal Breast Cancer Patients Completing at Least
Five Years of Tamoxifen Therapy. (6/10/2003)

03-15029 Drabick, Joseph J., COL MC. NSABP Protocol B-35: A Clinical Trial Comparing 712
Anastrozole with Tamoxifen in Postmenopausal Patients with Ductal Carcinoma in
Situ (DCIS) Undergoing Lumpectomy with Radiation Therapy. (6/10/2003)

03-15030 Drabick, Joseph J., COL MC. CALGB 119901: Quality of life of African American 713
Cancer Survivors. (7/29/2003)
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03-15031

03-15032

03-15033

03-15034

03-15035

03-16014

03-16015

03-16016

03-16017

1500-98

1501-98

1502-98

1505-98

Drabick, Joseph J., COL MC. SWOG S0023: A Phase Il Trial of
Cisplatin/Etoposide/Radiotherapy with Consolidation Docetaxel Followed by
Maintenance Therapy with ZD1839 (NSC -715055) or Placebo in Patients with
Inoperable Locally Advanced Stage 111 Non-Small Cell Lung Cancer. (7/29/2003)

Drabick, Joseph J., COL MC. SWOG S9925: Lung Cancer Specimen Repository
Protocol, Ancillary. (7/29/2003)

Drabick, Joseph J., COL MC. CALGB 80101: Phase Il Intergroup Trial of
Adjuvant Chemoradiation After Resection of Gastric or Gastroesophageal
Adenocarcinoma. (7/29/2003)

Drabick, Joseph J., COL MC. CALGB 40105: Evaluation of Novel Therapeutic
Agents (Celecoxib: NSC #719627) Against Breast Cancer: An Innovative
Randomized Phase Il Trial Design. (9/16/2003)

Drabick, Joseph J.,, COL MC. ECOG E1899: A Phase |1l Randomized Trial for
Evaluating Second Line Hormonal Therapy (Ketoconazole/Hydrocortisone) versus

Docetaxel/Estramustine Combination Chemotherapy on Progression Free Survival in

Asymptomatic Patients with a Rising PSA after Hormonal Therapy for Prostate
Cancer. (9/16/2003)

Flynn, Joseph M., CPT MC. Analysis of Banked Sera for Molecular and
Biochemical Changes Associated with Development of Breast Cancer. (10/22/2002)

Waselenko, Jamie K., MAJ MC. A Randomized Phase Il Study of Thalidomide
200mg + Dexamethasone Versus examethasone Alone as Maintenance Therapy for
Multiple Myeloma Following Autologous Bone Marrow Transplantation.
(11/12/2002)

Drabick, Joseph J., COL MC. A Genomic and Proteomic Investigation for Pattern
Differences in Gene and Protein Expression Between Diverse Primary Solid Tumors
and Their Metastases from Paraffin-Embedded Pathologic Specimens. (4/1/2003)

Waselenko, Jamie K., MAJ MC. An Open-Label, Multicenter, Randomized, Phase
111 Study Comparing Combination IV Topotecan/Docetaxel to Docetaxel Aline in
Second-Line Advanced (111B/IV) Non-Small-Cell Lung Cancer (NSCLC).
(9/30/2003)

Drabick, Joseph J., COL MC. CALGB 9633: A Phase Il Study of Adjuvant
Chemotherapy After Resection for Patients with T2NO Stage | Non-Small Cell
Carcinoma of the Lung. (11/5/1997)

Drabick, Joseph J., COL MC. CALGB 9741: A Randomized Phase 1l Trial of
Sequential Chemotherapy Using Doxorubicin, Paclitaxel, and Cyclophosphamide or
Concurrent Doxorubicin and Cyclophosphamide Followed by Paclitaxel at 14 or 21
Day Intervals in Women with Node Positive Stage 11. (12/16/1997)

Drabick, Joseph J., COL MC. CALGB 9762: Clinical Pharmacology of Paclitaxel
in Relation to Patient Age. (1/27/1998)

Drabick, Joseph J.,, COL MC. CALGB 9781: A Phase Il Trial Comparing

Trimodality Therapy (Cisplatin, 5-FU, Radiotherapy and Surgery) to Surgery Alone
for Esophageal Cancer. (2/24/1998)
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1507-98 Drabick, Joseph J., COL MC. CALGB 9730: Single-Agent Versus Combination 26
Chemotherapy in Advanced NSCLC: A CALGB Randomized Trial of Efficacy,
Quality of Life, and Cost-Effectiveness. (3/24/1998)

1509 Drabick, Joseph J., COL MC. CALGB 9011 A Study of Fludarabine Vs. 27
Chlorambucil Vs. Both Drugs for Chronic Lymphocytic Leukemia. (11/27/1990)

1510-98 Drabick, Joseph J., COL MC. CALGB 9712: A Randomized Phase Il Study of 28
Concurrent Fludarabine + Chimeric Anti-CD20 Monoclonal Antibody IDEC-C2B8
(Rituximab) [NSC #687451] Induction Followed by Rituximab Consolidation Versus
Fludarabine Induction Followed by Rituximab Consolidation. (4/28/1998)

1512-98 Drabick, Joseph J., COL MC. CALGB 9732: A Randomized Phase Ill Study 29
Comparing Etoposide and Cisplatin with Etoposide, Cisplatin and Paclitaxel in
Patients with Extensive Small Cell Lung Cancer Includes update #1-(editorial
changes). (7/28/1998)

1514-99 Drabick, Joseph J., COL MC. CALGB 39801 Concurrent Carboplatin, Paclitaxel, 30
and Radiation Therapy Vs Induction Carboplatin and Paclitaxel Followed by
Concurrent Carboplatin, Paclitaxel, and Radiation Therapy for Patients with
Unresectable Stage 111 Non-Small Cell Lung Cancer: A Phase Il Trial. (10/27/1998)

1515-99 Drabick, Joseph J., COL MC. CALGB 19805: A Phase Il Study of Flavopiridol 31
(NSC #649890) in Patients with Fludarabine Refractory B-Cell Chronic Lymphocytic
Leukemia. (11/24/1998)

1516-84 Drabick, Joseph J., COL MC. CALGB 8364: Immunological Diagnostic Studies in 32
Adult ALL. (10/25/1983)

1516-99 Drabick, Joseph J., COL MC. CALGB 19801: A Phase Il Study of 506U78 in 33
Patients with Refractory or Relapsed T-Lineage Acute Lymphoblastic Leukemia
(ALL) or Lymphoblastic Lymphoma (LBL). (11/24/1998)

1517-99 Drabick, Joseph J., COL MC. CALGB 119801: Telephone Monitoring: Early 34
Identification of Psychological Distress in Cancer Patients 65 or More Years Old
During Active Treatment. (11/24/1998)

1518-99 Drabick, Joseph J., COL MC. CALGB 9865: Tumor Replication Error (RER) 35
Status and Outcome in a Colon Cancer Adjuvant Chemotherapy Trial. (12/15/1998)

1519 Drabick, Joseph J., COL MC. CALGB 9192: Comparison of Chemotherapy Vs. 36
Chemohormonotherapy in Premenopausal Women with Stage Il Receptor Positive
Breast Cancer. (3/26/1991)

1519-99 Drabick, Joseph J., COL MC. CALGB 9840: A Phase Il Study of Paclitaxel Via 37
Weekly 1 Hour Infusion Versus Standard 3 Hour Infusion Every 3 Weeks with
Herceptin (Transtuzumab) (NSC #688097) in the Treatment of Patients with/without
Her-2/Neu Overexpressing Metastatic Breast Cancer. (12/15/1998)

1521-91 Drabick, Joseph J., COL MC. CALGB 9194: Comparison of Adjuvant 38
Chemotherapy with Concurrent or Delayed Tamoxifen vs. Tamoxifen Along in
Postmenopausal Patients with Receptor Positive Stage 1l Breast Cancer. (4/30/1991)

1522-84 Drabick, Joseph J., COL MC. CALGB 8461: Cytogenic Studies in Acute Leukemia: 39
A Companion to CALGB 8011, 8323, 8321, and 8411. (9/25/1984)
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1523-91 Drabick, Joseph J., COL MC. CALGB 9111. A Trial of G-CSF vs Placebo During 40
Remission Induction and Consolidation Chemotherapy for Adult Acute Lymphatic
Leukemia. (10/25/1991)

1523-99 Drabick, Joseph J., COL MC. CALGB 9862: Molecular Genetic Features of Acute 41
Lymphoblastic Leukemia. (6/22/1999)

1524-99 Drabick, Joseph J., COL MC. CALGB 19802: Phase Il Study in Adults with 42
Untreated Lymphoblastic Leukemia Testing Increased Doses of Daunorubicin During
Induction, and Cytarabine During Consolidation, Followed by High-Dose
Methotrexate and Intrathecal Methotrexate in Place of Crania. (8/31/1999)

1527-92 Drabick, Joseph J., COL MC. CALGB 9190: A Trial of Postoperative Interferon in 43
Resected High Risk Melanoma. (1/2/1992)

1528-92 Drabick, Joseph J., COL MC. CALGB 9195: A Trial of Adjuvant Chemoradiation 44
vs. Observation After Gastric Resection of Adenocarcinoma. (1/2/1992)

1534-92 Drabick, Joseph J., COL MC. CALGB 9191: A Randomized Study of All-Trans 45
Retinoic Acid vs Standard Induction Therapy for Acute Promyelocytic Leukemia.
(11/24/1992)

1535-92 Drabick, Joseph J., COL MC. CALGB 9222: A Randomized Study of Intensification 46

Therapy for Patients Under Age 60 with Acute Myelogenous Leukemia. (11/24/1992)

1541-93 Drabick, Joseph J., COL MC. CALGB 9153: A Trial of Cladribine in Advance 47
Stage, Low Grade Non-Hodgkin's Lymphoma. (3/30/1993)

1547-94 Drabick, Joseph J., COL MC. CALGB 9082: Trial Study of High Dose 48
CPA/CDDP/BCNU and ABMS as Consolidation to Adjuvant CAF for Patients With
Operable Stage 1l or Stage 111 Breast Cancer Involving > 10 Axillary Lymph Nodes.
(1/25/1994)

1548-94 Drabick, Joseph J., COL MC. CALGB 9395: Phase Il Intergroup Study 49
Prospectively Randomized Trial of Perioperative 5-FU After Curative Resection,
Followed by 5-FU/Leucovorin for Patients with Colon Cancer. (1/25/1994)

1554-94 Drabick, Joseph J., COL MC. CALGB 9391 A Randomized Study of Subtotal 50
Nodal Irradiation vs Irradiation Plus Chemotherapy for Stages I-11A Hodgkin
Disease. (4/26/1994)

1557-94 Drabick, Joseph J., COL MC. CALGB 9344: Adjuvant High Dose Vs. Standard 51
Dose Cyclophosphamide, Adriamycin With/Without Taxol for Node Positive Breast
Cancer. (6/28/1994)

1558-94 Drabick, Joseph J., COL MC. CALGB 9394: A Phase Il Comparison of Two 52
Schedules of Cyclophosphamide and Doxorubicin for High-Risk Patients with Breast
Cancer Involving 0-3 Axillary Lymph Nodes. (8/30/1994)

1559-94 Drabick, Joseph J., COL MC. CALGB 9351: A Phase Il Study of High-Dose 53
Chemotherapy in Previously Untreated Non-Hodgkin's Lymphoma. (9/27/1994)

1560-87 Drabick, Joseph J., COL MC. CALGB 8642: A Master Protocol to Study Single 54
Agent Chemotherapy Vs. Standard Chemotherapy for Advanced Breast Cancer.
(6/30/1987)
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1560-95 Drabick, Joseph J., COL MC. CALGB 9491: An Intergroup Study of Rectal Cancer 55
Adjuvant Therapy, Phase I11. (10/25/1994)

1561-95 Drabick, Joseph J., COL MC. CALGB 9497 Health Status and Qualify of Life (QL) 56
In Patients With Early Stage Hodgkins Disease: A Companion Study to CALGB
9391. (10/25/1994)

1562-95 Drabick, Joseph J., COL MC. CALGB 9343: Evaluation of Lumpectomy, 57
Tamoxifen and Irradiation of the Breast Compared with Lupectomy Plus Tamoxifen
in Women 70 Years of Age or Older Who Have Carcinoma of the Breast That is Less
Than or Equal to 4 cm and Clinically Negative Axillary. (11/29/1994)

1563-95 Drabick, Joseph J., COL MC. CALGB 9312 Phase Il Comparison of Standard Dose 58
vs Myeloablative Therapy for Previously Untreated Symptomatic Multiple Myeloma.
(12/20/1994)

1564-95 Drabick, Joseph J.,, COL MC. CALGB 9498 A Phase 111 Randomized Trial of 5- 59

FU/Levamisole/Leucovorin vs. 5-FU/Levamisole as Adjuvant Therapy for Colon
Cancer. (1/31/1995)

1567-95 Drabick, Joseph J., COL MC. CALGB 9511: A Pilot Trial With Limited 60
Pharmacokinetic Monitoring During Remission Induction and Consolidation
Chemotherapy for Adult Acute Lymphoblastic Leukemia. (8/29/1995)

1569-96 Drabick, Joseph J., COL MC. CALGB 9251: A High Intensity, Brief Duration 61
Phase Il Chemotherapy Trial In Small Non-Cleaved Lymphoma And L-3 Acute
Lymphoblastic Leukemia (ALL). (11/28/1995)

1570-96 Drabick, Joseph J., COL MC. CALGB: Cancer and Leukemia Group B. 62
(1/25/1996)

1573-87 Drabick, Joseph J., COL MC. CALGB 8762: Molecular Subtypes in Acute 63
Lymphotic Leukemia with Philadelphia Chromosome. (10/27/1987)

1573-96 Drabick, Joseph J., COL MC. CALGB 9334, Sclerosis of Pleural Effusions by Talc 65
Thoracoscopy Versus Talc Slurry: A Phase 111 Study. (4/23/1996)

1574-87 Drabick, Joseph J., COL MC. CALGB 8763: Immunoglobulin and T Cell Receptor 67
Gene Rearrangement in Adult Acute Lymphatic Leukemia. (10/27/1987)

1577-80 Drabick, Joseph J., COL MC. CALGB 8361 - Immunologic Diagnostic Studies in 69
AML. (12/31/1981)

1579-96 Drabick, Joseph J., COL MC. CALGB 9254 - Anti-B4-Blocked-Ricin (NSC 70
#639185) Adjuvant Post-Autologous Bone Marrow Transplant: A Phase 111 Study.
(5/28/1996)

1584-96 Drabick, Joseph J., COL MC. CALGB 9665 - The CALGB Leukemia Tissue Bank. 72
(6/25/1996)

1590-89 Drabick, Joseph J.,, COL MC. CALGB 8852: A Study of CHOPE in Diffuse 73

Lymphomas. (1/31/1989)
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1591-97 Drabick, Joseph J., COL MC. CALGB 9583: A Phase Il Two-Arm Randomized 74
Study Comparing Antiandrogen Withdrawal Versus Antiandrogen Withdrawal
Combined with Ketoconazole and Hydrocortisone in Patients with Advanced Prostate
Cancer. (1/28/1997)

1594-97 Drabick, Joseph J., COL MC. CALGB 9760: Multidrug Resistance Studies in Acute 75
Leukemia. (6/24/1997)

1595-89 Drabick, Joseph J.,, COL MC. CALGB 8961: RAS Mutations in Myelodysplasia. 76
(4/25/1989)

1596-97 Drabick, Joseph J., COL MC. CALGB 9640: A Comparison of Intensive Sequential 77

Chemotherapy Using Doxorubicin Plus Paclitaxel Plus Cyclophosphamide with High
Dose Chemotherapy and Autologous Hematopoietic Progenitor Cell Support for
Primary Breast Cancer in Women with 4-9 Involved. (7/29/1997)

1597-97 Drabick, Joseph J.,, COL MC. CALGB 9621: Phase | Study of MDR Modulation 78
with PSC-833 with a Pilot Study of Cytogenetic Risk-Adapted Consolidation
Followed by A Phase Il Pilot Study of Immunotherapy with rIL-2 in Previously
Untreated Patients with AML < 60 Years. (8/26/1997)

1598-89 Drabick, Joseph J., COL MC. CALGB 8952: Combination Chemotherapy for 79
Advanced Hodgkin's Disease, Phase I11. (8/29/1989)

1599-98 Drabick, Joseph J., COL MC. CALGB 9581: Phase Il Randomized Study of 80
Adjuvant Immunotherapy with Monoclonal Antibody 17-LA Versus No Adjuvant
Therapy Following Resection for Stage 11 (Modified Astler-Coller B2)
Adenocarcinoma of the Colon. (10/28/1997)

1605 Reid, Thomas J. lll, LTC MC. Hemapheresis for Collection of Platelets for in vitro 82
Study of Platelet Cryopreservation. (6/24/1997)

1689 Schenkman, Noah S., LTC MC. SWOG 9217: Chemoprevention of Prostate Cancer 83
with Finasteride (Porscar) versus Placebo. (11/30/1993)

Infectious Disease Service

00-1901 Aronson, Naomi E., COL MC. Development of HIV Specific CD+ T Cells. 248
(10/26/1999)

01-19002 Aronson, Naomi E., COL MC. Sodium Stibogluconate Treatment of Leishmaniasis. 354
(3/27/2001)

01-19003 Sun, Wellington, COL MC. Phase 2b Evaluation of Tetravalent Live-Attenuated 355

Dengue Vaccines. (7/31/2001)

01-1901 Wortmann, Glenn W., LTC MC. A Randomized, Open-Label, Phase IlI, 353
International Study of Subcutaneous Recombinant IL-2 (Proleukin) in Patients with
HIV-1 Infections and CD4+ Counts >300/mm3: Evaluation of Subcutaneous
Proleukin in a Randomized International Trial (ESPRIT). (10/17/2000)

02-19001E Hawkes, Clifton A., LTC MC. Anthrax Exposure Clinic: Tolerability, Compliance Exempt
and Follow-up of Antibiotic Prophylaxis Regimens. (1/23/2002)
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02-19002E

02-19004

02-19005

03-19003EX

03-19004EX

03-19005EX

03-19006

03-19006EX

03-19007

03-19007EX

03-19008

03-19008EX

03-19009EX

03-19010EX

03-19011EX

03-8838-98a

Fukuda, Mark M., MAJ MC. Specificity of a Rapid Quantitative Real-Time PCR
Diagnostic Assay plasmodium falciparum and vivax Malaria from Human Blood.

(5/16/2002)

Marovich, Mary, MD DoD. In Vitro Immunogenicity Assessment of HIV Vaccine
Candidates. (4/9/2002)

Straight, Timothy M., CPT MC. Validation of a Diagnostic Algorithm for the
Evaluation of Nosocomial Febrile Illness. (8/6/2002)

Straight, Timothy M., CPT MC. Morbidity and mortality associated with
Staphylococcus aureus bacteremia at a tertiary care center. (11/4/2002)

Fishbain, Joel, LTC MC. Nosocomial Transmission of Methicillin Resistant Staph
Aureus: ldentyifying At-Risk Patients. (12/16/2002)

Wortmann, Glenn W., LTC MC. Development of New Leishmaniasis Diagnostic

and Prognostic Indicators. (2/14/2003)

Wortmann, Glenn W., LTC MC. Rate of Bacteremia after Routine Teeth Brushing.

(11/26/2002)

Myles, Otha, CPT MC. Knowledge, attitudes, and beliefs among HIV-1 infected
persons regarding smallpox risk and smallpox vaccination.. (2/26/2003)

Cummings, James F., MAJ MC. Isolation of Vaccinia from the Blood and Skin After
Smallpox Vaccination. (1/7/2003)

Gibbs, Barnett, MAJ MC. Fielding and Evaluation of VVoice and Data Transfer
Capabilities of a Global Satellite Telephone Network in Support of USAMRMC
Research Laboratories. (3/6/2003)

Aronson, Naomi E., COL MC. A Phase I/1l Randomized Comparison of Localized
Heat Therapy Versus Sodium Stibogluconate for the Treatment of Old World

Cutaneous Leishmaniasis. (6/24/2003)

Fishbain, Joel, LTC MC. A Retrospective Analysis Of Antibiotic Use Prior To
Institution Of An Antimicrobial Agent Control Program: Costs, Patient Outcomes,
And Prevalence Of Resistance Pathogens. (5/13/2003)

Myles, Otha, CPT MC. The role of ethnicity and MDRI genotype on predicting
outcome of highly active antiretroviral therapy (HAART) for HIV-1linfected
individuals. (6/3/2003)

Fishbain, Joel, LTC MC. The epidemiology and clinical impact of Acinetobacter
baumannii infections in soldiers returning from Operation Enduring Freedom and
Operation Iragi Freedom. (8/1/2003)

Wortmann, Glenn W., LTC MC. HsSCRP in HIV Infected Patients and
Cardiovascular Events. (9/25/2003)

Spooner, Katherine, MD DoD. Epidemiology and Analysis of Syphilis in a Long-
Term Military Cohort of Human Immunodeficiency Virus-Infected Individuals.

(9/9/2003)
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1903-98 Aronson, Naomi E., COL MC. Development of New Leishmania Diagnostic and 84
Prognostic Indicator. (5/26/1998)

1905-98 Aronson, Naomi E., COL MC. Evaluation of the Clinical Efficacy of Antiretroviral 85
Resistance Testing (CERT). (7/7/1998)

1976 Aronson, Naomi E., COL MC. Cytokine Expression in Leishmaniasis Patients 86
Treated with Sodium Stibogluconate (Pentostam) Therapy. (11/30/1993)

1984 Aronson, Naomi E., COL MC. The Long Term Efficacy of BCG Vaccine: a 56 87
Year Follow Up. (12/5/1995)

1990 Aronson, Naomi E., COL MC. Sodium Stibogluconate (Pentostam) 88
Pharmacokinetics Protocol. (6/11/1996)

8837 Aronson, Naomi E., COL MC. Molecular Epidemiology of HIV-1 in Military 216
Populations. (9/30/1997)

8838-98 Hawkes, Clifton A., LTC MC. A Triservice Study of Human Immunodeficiency 217
Virus Disease in United States Military Beneficiaries. (3/31/1998)

8839-99 Aronson, Naomi E., COL MC. A Phase I/1l Study of the Safety, Survival, and 218
Trafficking of Autologous CD4-zeta Gene-Modified T Cells With and Without
Exogenous IL-2 in HIV Infected patients. (1/19/1999)

Nephrology Service

00-1102 Yuan, Christina M., COL MC. Tacrolimus and Distal Renal Tubular Acidosis in the 228
Rat. (5/2/2000)

00-1103 Oliver, James D. I1l, LTC MC. Measurement of Electrolytes in Microdialysis 229
Samples by Mass Spectometry. (8/1/2000)

01-11002 Yuan, Christina M., COL MC. Electron Beam Computed Tomography as a 312
Screening Tool in the Pre-Renal Transplant Assessment of Patients with End Stage
Renal Disease. (1/16/2001)

01-1101 Welch, Paul G., COL MC. Epidemiology of Military Beneficiaries Receiving End- 311
Stage Renal Disease (ESRD) Therapy. (11/7/2000)

02-11003 Yuan, Christina M., COL MC. Does the Combination of Pirfenidone, Enalapril, and 477
Lovastatin Reduce Proteinuria and Glomerular/Interstitial Histologic Score in Rats
with PAN-Induced FSGS and Existing Nephrotic Syndrome?. (11/13/2001)

02-11004 Yuan, Christina M., COL MC. The Effects of Ovarian Steroids on the 478
Responsiveness of Mouse Renal Medullary Cells to Vasopressin. (11/13/2001)

02-11005 Yuan, Christina M., COL MC. Is Delayed Gastric Motility Associated with Impaired 479
Absorption of Tacrolimus in Diabetic Organ Transplant Recipients?. (1/29/2002)

02-11013E Trespalacios, Fernando, MAJ MC. Outcomes With Use of ACE Inhibitors in Exempt
Dialysis Patients. (12/19/2001)

02-11014E Yuan, Christina M., COL MC. Post Kidney Transplant Humoral Rejection: A Exempt

Retrospective Study of Presenting Features and Response to IVIG. (5/3/2002)
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03-11006 Yeo, Fred, LCDR MC. The Percentage of Kidney Transplant Recipients Followed in 684
a Single Center Outpatient Nephrology/Transplant Clinic with BK Virus Infection
(WRAMC). (2/11/2003)

03-11013EX  Abbott, Kevin C., LTC MC. Outcomes in End Stage Renal Disease. (5/27/2003) Exempt

03-11015EX  Abbott, Kevin C., LTC MC. Use of beta-blockers and aspirin in Acute Coronary Exempt
Syndrome by Patient Renal Function in the Military Healthcare System, National
Capitol Area. (2/14/2003)

03-11016EX  Yeo, Fred, LCDR MC. Therapeutic plasma exchange as a nephrological procedure: ~ Exempt
the WRAMC Nephrology Experience. (7/10/2003)

1194-98 Oliver, James D. I1I, LTC MC. Improving Rates of Acute Renal Allograft Rejection 4
with a Regimen of Cyclospsorin, Mycophenolate Mofetial and Prednisone.
(5/29/1998)

1197-99 Yuan, Christina M., COL MC. The Impact of Therapeutic Plasma Exchange on the 5

Medications Used in Transplantion. (1/19/1999)

1198-99 Yuan, Christina M., COL MC. Na+,K+-ATPase Inhibitor in the Mechanism of 6
Hypertension in Diabetes Mellitus. (1/19/1999)

1199-99 Oliver, James D. 11, LTC MC. Patterns of Protein Size-and Charge-Selectivity in 7
Clinical Kidney Disease. (1/26/1999)

Pulmonary & Critical Care Medicine Service

00-1701 Kristo, David A., LTC MC. Does Use of a Temporary Silencer Adjustable Airway 246
Dilator Predict Outcome Using Permanent Silencer Adjustable Airway Dilator in
Treatment of Obstructive Sleep Apnea?. (3/28/2000)

00-1702 Kristo, David A., LTC MC. A Phase 3, Multicenter, Randomized, Double-Blind, 247
Placebo-Controlled, Parallel-Group Study to Evaluate the Safety and Efficacy of 12
Weeks of 2 Oral Doses (200 mg and 400 mg Once Daily) of PROVIGIL (Modafinil)
as Treatment for Adults with Excessive Day. (3/28/2000)

01-17003 Kristo, David A., LTC MC. Quality Management in Sleep Medicine via 349
Telemedicine: Overseas Online Transfer of Polysomnograms via Internet File
Transfer Protocol from Landstuhl Germany Army Medical Center to Walter Reed
Army Medical Center. (5/15/2001)

01-17004 Taylor, Yvonne, DAC. A Comparison Between an Internet Communications 350
Platform and Traditional Medical Care as a Health Care Management Model in
Patients with Obstructive Sleep Apnea. (6/19/2001)

01-17005 Wink, Jennifer, CPFT MC. Comparison of F-18 FDG Coincidence PET with Tc-99m 351
Depreotide in the Evaluation of Pulmonary Lesions. (6/26/2001)

01-17006 Guerrero, Melaine L., CPT MC. Delivery of High Concentrations of Inspired 352
Oxygen Using Humidified Oxygen by Nasal Cannula (Vapotherm). (7/31/2001)

01-1701 Hnatiuk, Oleh, COL MC. Reference Values for Impulse Oscillometry in Normal 348
Adults. (11/21/2000)
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02-17008 Shorr, Andrew F., MAJ MC. Tc-99m Depreotide Scanning in Sarcoidosis. 519
(10/23/2001)

02-17009 Moores, Lisa K., LTC MC. Patterns of Oropharyngeal Bacterial Colonization after 520

Hospitalization. (4/23/2002)

02-17010 Kristo, David A., LTC MC. Comparison of Efficacy and Safety of Zolpidem-MR 521
12.5 mg and Placebo in Patients with Primary Insomnia. A Double-Blind,
Randomized, Placebo-Controlled, Parallel-Group Study. (4/23/2002)

02-17011 Parker, Joseph M., LTC MC. Vocal Cord Dysfunction and Hyperventilation: Do 522
They Coexist?. (5/28/2002)

02-17012 Mikita, Jeffrey, CPT MC. Perioperative Beta-Blockade in Patients with Chronic 523
Obstructive Pulmonary Disease. (7/16/2002)

02-17013 Hnatiuk, Oleh, COL MC. Reference Values for Impulse Oscillometry in Normal 525
Adults. (7/16/2002)

02-17014 Greenberg, Bruce A., CPT MC. Pulmonary Aspiration of Enteral Feeding in 526
Critically 11l Patients: Incidence, Clinical Significance, and Usefulness of Bedside
Diagnostic Testing. (9/17/2002)

02-17015E Shorr, Andrew F., MAJ MC. Acute Respiratory Distress Syndrome (ARDS) Exempt
Following Renal Transplantation: Incidence, Risk Factors,. (2/15/2002)

02-17016E Moores, Lisa K., LTC MC. Retrospective Validation of Clinical Prediction Scores Exempt
for Diagnosing Pulmonary Embolism. (3/5/2002)

02-17016EX  Parker, Joseph M., LTC MC. Clinical Characteristics of Patients with Vocal Chord Exempt
Dysfunction at WRAMC and TAMC. (3/4/2002)

02-17017E Humphreys, Christopher W., CPT MC. Inter-observer Variability in Scoring Exempt
Systems for Pre-test Probability for Pulmonary Embolism. (3/20/2002)

02-17018E Lepler, Lawrence S., LTC MC. Computed Tomography vs. Plain Chest Radiography Exempt
as a Screening Tool for Bronchogenic Carcinoma -- A Pilot Study to Assess
Recruitment. (4/24/2002)

02-17019E Eliasson, Arn, COL MC. Treatment of Air Hunger at End-of-Life. (4/24/2002) Exempt

02-17020E Humphreys, Christopher W., CPT MC. Cost-Minimization Analysis of Two Exempt
Algorithms for Diagnosing Acute Pulmonary Embolism. (9/16/2002)

02-17021E Greenberg, Bruce A., CPT MC. Thalidomide Induced Acute Renal Failure: A Case  Exempt
Report and Review of the Literature. (9/25/2002)

03-17015 Lettieri, Christopher, CPFT MC. Tc-99m Depreotide Scanning in Idiopathic 723
Pulmonary Fibrosis. (3/11/2003)

03-17021EX  Lettieri, Christopher, CPT MC. Predictors of Outcomes for Surgical Lung Biopsy in  Exempt
Patients with Interstitial Lung Disease. (11/4/2002)

03-17023EX  Shorr, Andrew F., MAJ MC. Incidence of thrombocytopenia and other severe Exempt
hematological complications arising in treatment of nosocomial pneumonia.
(1/16/2003)
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03-17024EX  Shorr, Andrew F., MAJ MC. Is Transfusion a Risk Factor for Ventilator-Associated  Exempt
Pneumonia (VAP)?. (2/19/2003)

03-17025EX  Shorr, Andrew F., MAJ MC. The Cost-Effectiveness of Linczolid for Treatmentof =~ Exempt
Ventilator-Associated Pneumonia (VAP). (2/19/2003)

03-17026EX  Shorr, Andrew F., MAJ MC. Impact of Antibiotic Selection on Outcomes from Exempt
Ventilators-Associated Pneumonia (VAP). (2/19/2003)

03-17027EX  Shorr, Andrew F., MAJ MC. Impact of antibiotic selection on outcomes for Exempt
bacteremic pneumococal pneumonia. (3/6/2003)

03-17028EX  Shorr, Andrew F., MAJ MC. Impact of Coagulopathy on Organ Failure and Exempt
Outcomes in Sepsis. (5/22/2003)

03-17029eX  Shorr, Andrew F., MAJ MC. Quinolones for Nosocomial Pneumonia: A Meta- Exempt
analysis. (8/21/2003)

03-17030EX  Shorr, Andrew F., MAJ MC. Pulmonary Hypertension in Patients with Sarcodosis. Exempt
(8/21/2003)

Rheumatology Service

00-3702 Dennis, Gregory J., COL MC. Aberrant T Cell Receptors in Systemic Lupus 271
Erythematosus. (3/7/2000)

01-37001 Roebuck, Jonathan D., MAJ MC. Visconsupplementation in the Treatment of 408
Chondromalacia Patellae. (2/20/2001)

02-37002 Mitchell, Jeanne P., MAJ MC. B Cell Signaling in Human Systemic Lupus 593
Erythematosus (SLE). (6/11/2002)

03-37003 Delaney, Nancy, LCDR MC. Hydroxychloroquine in the Treatment of Erosive 795
Osteoarthritis. (1/14/2003)

03-37004 Mitchell, Jeanne P., MAJ MC. Lymphocyte Signaling Defects in Patients with 796
Lupus. (4/22/2003)

03-37005 Gilliland, William, LTC MC. Pre-Clinical Autoimmunity in Rheumatoid Arthritis. 797
(4/22/2003)

3727-98 Tsokos, George C., COL MC. Lymphocyte Sighaling Defects in Patients with 146

Lupus. (7/21/1998)

Department of Neurology

00-7102 Warden, Deborah L., MD DAC. A Randomized Placebo-Controlled Trial of 284
Setraline for Neurobehavioral Sequelae of Traumatic Brain Injury. (3/21/2000)

00-7105 Labutta, Robert, COL MC. Effectiveness of Botulinum Toxin Type-A in the 286
Treatment of Migraine Headache: A Randomized Controlled Trial. (9/26/2000)

00-7106 Labutta, Robert, COL MC. Effectiveness of Botulinum Toxin Type-A in the 290
Treatment of Tension-type Headache: A Randomized Controlled Trial. (9/26/2000)
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01-71001 Russo, Michael B., LTC MC. Assessing States of Unconsciousness by Actigraphy. 436
(3/20/2001)

01-71002 Cannard, Kevin, LTC MC. Investigation of the Administration of Baclofen Injection 437

for the Management of Spasticity Associated with Stroke, Medtronic Protocol #D98-
072. (3/27/2001)

01-71003 Jabbari, Bahman, COL MC. Genes for X-linked Torsion Dystonia-Parkinsonism in 438
the U.S. Veterans of Panay Filipinos. (5/15/2001)

02-71004 Cannard, Kevin, LTC MC. Evaluation of the Analgesic Effects of Botulinum Toxin 625
A in Post-Operative Pain and Recovery After Lumbar Spine Surgery. (11/20/2001)

02-71004E Ecklund, James, LTC MC. Feasibility Study of Wireless Teleradiology in Acute Exempt
Brain and Cervical Spine Injury. (3/19/2002)

02-71005 Cannard, Kevin, LTC MC. Assessment of the Efficacy of Botulinum Toxin A for 626
Treatment of Chronic Neck and Back Pain Secondary to Trauma or Acute Strain.
(11/29/2001)

02-71006 Ney, John P., CPT MC. Assessment of Long-Term Efficacy of Paravertebral Muscle 627
Treatment with Botulinum Toxin A (BOTOX) for Chronic Low Back Pain.
(2/12/2002)

02-71007 Russo, Michael B., LTC MC. A Pilot Study Using Actigraphy to Assess Functional 628
Severity and Recovery of Motor Limbs in Acute Brain Injury. (4/9/2002)

02-71008 Campbell, William W., LTC MC. Modafinil in the Treatment of Fatigue in Post- 629
Polio Syndrome. (6/25/2002)

02-71009 Warden, Deborah L., MD DAC. A Randomized Placebo-Controlled Trial of 631
Sertraline for Chronic Neurobehavioral Sequelae of Traumatic Brain Injury.
(6/25/2002)

02-71010 Warden, Deborah L., MD DAC. Telemedicine Assessment of Neurobehavioral 632

Consequences of Traumatic Brain Injury. (7/30/2002)

02-71011 Warden, Deborah L., MD DAC. Enhanced Head Protection for Paratroopers: 633
Efficacy of Countermeasures Against Traumatic Brain Injuries Sustained in Airborne
Operations. (9/3/2002)

02-71012 Urban, Edward, MD DAC. A Study of the Use of Telemedicine/Teleradiology 634
Consultation in Acute Stroke, Part 11. (9/3/2002)

03-71005EX  Landau, Mark E., LTC MC. Changes in Nerve conduction Velocity across the elbow Exempt
due to experimental error. (10/15/2002)

03-71006EX  Sartori, Roberto, MAJ MC. Diagnostic Testing in Subacute Combined Exempt
Degeneration: 22 Cases with Normal Serm Cobalamin. (1/17/2003)

03-71007EX  Murray, Evan D, MAJ MC. The Cold Elbow Syndrome: Spurious Slowing of Exempt
Slowing of Ulnar Nerve Conduction Velocity. (3/24/2003)

03-71008EX  Landau, Mark E., LTC MC. Pseudoseizures in the Military. (4/3/2003) Exempt
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03-71009EX  Labutta, Robert, COL MC. Smallpox Vaccination — Incidence of HA. (6/16/2003) Exempt

03-71010EX  Difazio, Mark P., MAJ MC. A Retrospective Review of the use of Botulinum Toxin  Exempt
A in Children With Cerebral Palsy: Long-term Safety and Efficacy. (7/10/2003)

03-71013 Warden, Deborah L., MD DAC. A Randomized Placebo-Controlled Trial of 810
Citalopram for Anxiety Disorders Following Traumatic Brain Injury. (12/10/2002)

03-71014 Labutta, Robert, COL MC. Efficacy of Quetiapine in Migraine Prophylaxis and 811
Quantification of Migrainous Symptoms Via Actigraphy. (1/14/2003)

03-71015 Warden, Deborah L., MD DAC. Protocol No. CENA713BUS11: A 12-Week, 812
Prospective, Double-Blind, Placebo-Controlled, Multi-Center Study Evaluating the
Efficacy and Safety of Exelon 3 to 6 mg/day in Patients with Traumatic Brain Injury
(TBI) with Persistent Cognitive Deficits. (2/25/2003)

03-71016 Warden, Deborah L., MD DAC. Post-Text Supplement 1: 26 Week Open-Label 813
Extension to Protocol No. CENA713BUS11: A 12-Week, Prospective, Double-
Blind, Placebo-Controlled, Multi-Center Study Evaluating the Efficacy and Safety of
Exelon 3 to 6 mg/day in Patients with Traumatic Brain Injury (TBI) with Persistent
Cognitive Deficits. (2/25/2003)

03-71017 Warden, Deborah L., MD DAC. Neurological Apathy as a Model for Schizophrenia 814
with Primary Negative Symptoms. (3/11/2003)

03-71018 Landau, Mark E., LTC MC. Conduction Time for a 6-Centimeter Segment of Ulnar 815
Nerve Across the Elbow: Reference Values. (4/8/2003)

03-71019 Landau, Mark E., LTC MC. Detection of Spreading Depression in Stroke Using 816
Non-Invasive Electroencephalography. (5/13/2003)

03-71020 Watson, William D., LCDR MC. A Novel Calcium Pool in Rat (Rattus norvegicus) 817
CNS. (8/5/2003)

03-71021 Warden, Deborah L., MD DAC. Defense and Veterans Brain Injury Center 818
(DVBIC) WRAMC Core Evaluation Protocol. (8/26/2003)

03-71022 Schwab, Karen A., PhD DoD. A Prevalence Study of Chronic Problems and 819
Sequelae After Traumatic Brain Injury in the Military and Veterans Populations.
(8/26/2003)

7154 Warden, Deborah L., MD DAC. Defense and Veterans Head Injury Program 204
(DVHIP): WRAMC Core Evaluation Protocol. (8/31/1993)

7162 Labutta, Robert, COL MC. An Open Label Study of Interferon Beta-1a 205
(Recombinant Human Interferon Beta) in Subjects with Multiple Sclerosis (Biogen
Protocol Number, C94-801-P, Version 4). (4/25/1995)

7166 Mosijczuk, Askold D., COL MC. An Open-Label Uncontrolled Trial of Long-Term 206
Treatment with Poly-ICLC in Patients with Malignant Gliomas and Multiple
Sclerosis. (4/23/1996)

7174-98 Warden, Deborah L., MD DAC. Markers of Possible Vulnerability to Symptoms 208

Following Traumatic Brain Injury. (8/4/1998)
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7176-99 Marini, Ann M., MD DAC. The Neuroprotective Effect of Non-NMDA Receptors 209
in Cultured Rat Cerebellar Granule Cells from Sprague-Dawley Rat Pups.
(11/17/1998)

Department of Nursing

00-7502 Thurmond, Veronica, LTC AN. A Prospective Study of Stress in Army Reservists. 294
(5/16/2000)

00-7503 Combs, ElImer W., LTC AN. Ethical Issues in Department of the Army Nursing 295
Practice. (7/11/2000)

01-75002 Murdock, Peter H., CPT AN. Army Nurse Readiness. (1/2/2001) 445

01-75003 Patrician, Patricia A., LTC AN. Improving Adherence in a Coronary Disease 447

Reversal Program with Web-Based Technology. (2/20/2001)

01-75005 Patrician, Patricia A., LTC AN. Medication Error Reporting and the Work 450
Environment in a Military Setting. (7/10/2001)

01-75006 Brosch, Laura R., LTC AN. Research Utilization of Registered Nurses in U.S. Army 453
Hospitals. (7/10/2001)

01-75007 Patrician, Patricia A., LTC AN. Army Hospitals: Work Environment, Quality of 455
Care and Intent to Leave. (7/10/2001)

01-75008 Patrician, Patricia A., LTC AN. Examining the Weight Management and Exercise 457
Behaviors Among Active Duty Nursing Personnel in Maintaining Compliance with
the Army's Weight Control Standards. (7/17/2001)

01-75010 Brown, Carlton G., CPT AN. Increasing Testicular Self-Examination in AD Abey
Soldiers: An Intervention Study. (9/14/2001)

02-75011 Mitzak, Anne, CPT AN. Intravenous Site Selection and Its' Role in Reducing 641
Propofol Injection Pain. (1/15/2002)

02-75012 Brosch, LauraR., LTC AN. The Relationship of Job Stress to Job Satisfaction and 643
the Intent of Army Nurse Corps Officers to Stay in Active Military Service.
(2/5/2002)

02-75013 Patrician, Patricia A., LTC AN. Providers' Evaluation of Alternative Medications 644

Use by Patients. (2/19/2002)

02-75013E Agazio, Janice, DNSc DoD. Military Nurses' Perceptions of Autonomy in Fixed Exempt
versus Deployed Facilities: Implications for Readiness. (1/31/2002)

02-75014 Agazio, Janice, DNSc DoD. Do Culturally Acquired Behavior Norms Impact 646
Workplace Communication?. (3/5/2002)

02-75014E Brown, Carlton G., CPT AN. Implementation of A Stomatitis Assessment Tool for Exempt
Blood and Marrow Stem Cell Transplantation Patients: A Research Utilization
Project. (4/4/2002)

02-75015 Patrician, Patricia A., LTC AN. A Study of the Safety and Feasibility of Telenursing 647
for Remote Cardiac Rehabilitation. (5/14/2002)
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02-75015E Agazio, Janice, DNSc DoD. Active Duty Women's Health Behaviors. (7/8/2002) Exempt

02-75016 Agazio, Janice, DNSc DoD. Army Nursing Practice in Operations Other Than War. 648
(7/9/2002)

02-75016E Agazio, Janice, DNSc DoD. Referral Patterns for Recurrent Acute Low Back Exempt
Strain. (7/30/2002)

02-75017 Thurmond, Veronica, LTC AN. The Role of Mentoring in the Career Advancement 649
of Hispanic Army Nurses. (8/20/2002)

02-75017E Usher, Staci E., CPT AN. The Effects of Pregnancy on the Army Physical Fitness Exempt
Test. (9/16/2002)

02-75018 Combs, Elmer W., LTC AN. Musculoskeletal Injury in AMEDD Soliders. 650
(9/10/2002)

02-75019 Peverini, Anthony, CPT AN. Gender Differences in Propofol Dosage During 651
Regional Anesthesia. (9/24/2002)

03-75020 Patrician, Patricia A., LTC AN. Establishing a Military Nursing Outcomes 820
Database. (12/3/2002)

03-75021 Patrician, Patricia A., LTC AN. Patient Handling Interventions at a Major Military 821
Medical Facility. (6/17/2003)

03-75022 Thurmond, Veronica, LTC AN. Army Women's information Needs for Sexual 822

Health Promotion. (7/22/2003)

Department of Obstetrics and Gynecology

00-4301

00-4302

00-4303

00-4305

00-4403

00-4405

Rose, G. Scott, LTC MC. GOG 178: Phase 111 Randomized Trial of 12 Months vs 3
Months of Paclitaxel in Patients with Advanced Ovarian, Fallopian Tube or Primary
Peritoneal Cancer Who Attain a Clinically Defined Complete Response (CR)
Following Platinum/Paclitaxel-Based Chemothe. (7/25/2000)

Rose, G. Scott, LTC MC. GOG #9901: Comparison of Quality of Life for Ovarian
Germ Cell Cancer Survivors. (8/15/2000)

Rose, G. Scott, LTC MC. GOG 175: A Randomized Phase Il Trial of IV
Carboplatin (AUC 6) and Paclitaxel 175 mg/m2 Q 21 Days x 3 Courses Plus Low
Dose Paclitaxel 40 mg/m2/wk vs IV Carboplatin (AUC 6) and Paclitaxel 175 mg/m2
Q 21 Days X 3 Courses Plus Observation in Patients with Early Ovarian Carcinoma.
(8/15/2000)

Rose, G. Scott, LTC MC. GOG 171: Expression of the MN Protein in Atypical
Glandular Cells of Undetermined Significance (AGUS or AGCUS) as a Protentional
Diagnositic Biomarkers of Cervical Dysplasia/Neoplasia. (9/26/2000)

Allard, Jay, LT MC. A Trial of Vitamin B Complex for the Treatment of
Chemotherapy Induced Peripheral Neuropathy. (4/18/2000)

McKeeby, Jeff, CDR MC. A Prospective, Randomized, Double-Blind, Placebo
Controlled Study of Oral Misoprostol Prior to Operative Hysteroscopy. (6/27/2000)

55

272

273

274

275

276

277



PROTOCOL PAGE #in
NUMBER PRINCIPAL INVESTIGATOR, TITLE AND APPROVAL DATE VOL Il

00-4406 McBroom, John W., MAJ MC. Characterization of Peritoneal Fluid in 279
Differentiating Benign from Malignant Adnexal Masses. (7/5/2000)

01-43002 Rose, G. Scott, LTC MC. GOG 0179: A Randomized Phase 111 Study of Cisplatin 410
vs. Cisplatin Plus Topotecan vs. MVVAC in Stage VB, Recurrent or Persistent
Carcinoma of the Cervix. (4/17/2001)

01-43003 Maxwell, G. Larry, MAJ MC. GOG 0184: A Randomized Phase Ill Study of Tumor 411
Volume Directed Pelvic Plus or Minus Para-Aortic Irradiation Followed by Cisplatin
and Doxorubicin or Cisplatin, Doxorubicin and Paclitaxel for Advanced Endometrial
Carcinoma. (4/24/2001)

01-43004 Rose, G. Scott, LTC MC. GOG 0182: A Phase Il Randomized Trial of Paclitaxel 412
and Carboplatin Versus Triplet or Sequential Doublet Combinations in Patients with
Epithelial Ovarian or Primary Peritoneal Carcinoma. (5/15/2001)

01-43005 Maxwell, G. Larry, MAJ MC. GOG 0189 - Randomized Phase 11l Crossover Trial 413
of Chemotherapy (Doxorubicin/Cisplatin/Paclitaxel and G-CSF) VS Hormonal
Therapy (Tamoxifen/Megestrol Acetate) in Patients with Stage 111 & IV or Recurrent
Endometrial Cancer. (5/15/2001)

01-4301 Maxwell, G. Larry, MAJ MC. ACRIN 6651: Role of Radiology in the Pretreatment 409
Evaluation of Invasive Cervical Cancer. (11/21/2000)

01-44002 Carlson, Nicole, LT MC. The Comparison of the Effectiveness of Burch 415
Colposuspension Versus Suburethral Sling in the Management of Primary Genuine
Stress Urinary Incontinence. (1/9/2001)

01-44004 Maxwell, G. Larry, MAJ MC. Creation of a Tissue Library for the Study of 416
Molecular Alterations Characteristic of Uterine Leiomyomata. (2/20/2001)

01-44005 Rodriguez, Mildred, LCDR MC. An Observational Trial to Evaluate Tissue and 417
Peripheral Immune Response to HPV 16-Induced Cervical Intraepithelial Neoplasia.
(6/19/2001)

01-4401 Maxwell, G. Larry, MAJ MC. Creation of a Tissue Library for the Study of 414

Molecular Carcinogenesis in Gynecologic Malignancies. (11/21/2000)

02-43006 Rose, G. Scott, LTC MC. GOG 0174: A Randomized Phase Il Trial of Weekly 594
Parenteral Methotrexate Versus "Pulsed™ Dactinomycin as Primary Management for
Low Risk Gestational Trophoblastic Neoplasia. (10/23/2001)

02-43007 Rose, G. Scott, LTC MC. GOG 0194: A Phase Il Study of Adjuvant Postoperative 595
Irradiation With or Without Cisplatin/Taxol Chemotherapy Following TAH/BSO for
Patients with Endometrial Cancer. (11/20/2001)

02-43008 Rose, G. Scott, LTC MC. GOG 176: A Phase Il Trial of Pulse Actinomycin-D as 596
Salvage Therapy for Failed Low Risk Gestational Trophoblastic Neoplasia.
(1/29/2002)

02-43009 Rose, G. Scott, LTC MC. GOG #0185: A Phase Ill Randomized Study of Adjuvant 597

Radiation Treatment Versus Radiation and Chemotherapy in Patients with Vulvar
Cancer and Involved Nodes. (1/29/2002)
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02-43010 Rose, G. Scott, LTC MC. GOG 9910: Vaccine Therapy with Tumor Specific p53 598
Peptides in Adult Patients with Low Burden Adenocarcinoma of the Ovary.
(2/12/2002)

02-43011 Rose, G. Scott, LTC MC. GOG 0146M: A Phase Il Evaluation of Tirapazamine 599
(NSC #130181, IND, 45,525) in Combination with Cisplatin in the Treatment of
Recurrent Platinum Sensitive Ovarian or Primary Peritoneal Cancer. (5/28/2002)

02-43012 Rose, G. Scott, LTC MC. GOG #0170-C: A Phase Il Trial of ZD1839 (IRESSA 600
TM) (NSC #715055, IND #61187) in the Treatment of Persistent or Recurrent
Epithelial Ovarian or Primary Peritoneal Carcinoma. (7/30/2002)

02-44006 Maxwell, G. Larry, MAJ MC. The Chemoprotective Effects of Progestin on the 601
Endometrial Lining. (11/29/2001)

02-44007 Buller, Jerome L., MAJ MC. RF BION - An Injectable Microstimulator for the 602
Treatment of Refractory Urge Urinary Incontinence in Women. (1/29/2002)

02-44008 Maxwell, G. Larry, MAJ MC. Early Detection of Gynecologic Cancer Using the 605
Protomics Based SELDI-TOF Method and a Heuristic Algorithm of Data Analysis.
(5/28/2002)

02-44019E Lockrow, Ernest G., LTC MC. Laparoscopic Appendectomy Using the Exempt
Laparoscopic Coagulating Shears. (2/15/2002)

02-44020E Elkas, John Christopher, LCDR MC. The Use of Telemedicine in Gynecology Exempt
Oncology. (6/3/2003)

02-44021E Blood, Belinda, CPT MC. Impediments to Compliance with Scheduled Colposcopy  Exempt
Appointments. (6/3/2002)

02-44022E Elkas, John Christopher, LCDR MC. Survival of Patients with Gynecologic Exempt
Malignancies Treated Within the Military Health Care System. (6/4/2002)

02-44Ad-Ap2  Sullivan, Anthony, CPT MC. Determining 24 Hour Gentamicin Dosage in Post Admin
Partum Patients with Endometritis. (2/6/2002)

02-44Ad-Ap3  Sullivan, Anthony, CPT MC. Absorption Kinetics of Rectally Administered Admin
Misoprostol in Post Partum Patients. (2/6/2002)

03-01-44004a Maxwell, G. Larry, MAJ MC. Mutation of Analysis of Fumarate Hydratase in 802
Sporadic Uterine Leiomyoma. (10/1/2002)

03-43013 Maxwell, G. Larry, MAJ MC. Prevention of Perioperative Thromboembolism in 798
Cancer. (4/8/2003)

03-43014 Elkas, John Christopher, LCDR MC. GOG 0201: Treatment of Patients with Stage 799
IB22 Carcinoma of The Cervix: A Randomized Comparison of Radical
Hysterectomy and Tailored Chemo-Radiation Versus Primary Chemo-Radiation.
(7/15/2003)

03-43015 Elkas, John Christopher, LCDR MC. GOG 0195: A Phase Il Clinical Trial of 800

Tisseel ® VH Fibrin Sealant to Reduce Lymphedema Incidence after Inguinal Lymph
Node Dissection Performed in the Management of Vulvar Malignancies. (9/30/2003)
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03-43016 Elkas, John Christopher, LCDR MC. GOG 0190: An Exploratory Evaluation of 801
Fenretinide (4-HPR) (IND#39,812) As a Chemopreventive Agent for Ovarian
Carcinoma. (9/30/2003)

03-44009 Neithardt 803
Neithardt, Adrienne B., LT MC. Procurement of Follicular Fluid for Studies of
Granulosa Cell Function. (11/5/2002)

03-44010 Davis, Gary, COL MC. Bion®: An Implantable Microstimulator for the Chronic 804
Treatment of Refractory Urinary Urge Incontinence. (4/22/2003)

03-44011 Elkas, John Christopher, LCDR MC. Digene Hybrid Capture® 2, Validation of the 805
Digene Rapid Capture System using the Hybrid Capture 2 HPV DNA Test.
(6/10/2003)

03-44023EX  Allard, Jay, LT MC. Biopsy Site Selection During Colposcopy. (1/8/2003) Exempt

03-44024EX  Parker, Jason, MAJ MC. Hysteroscopic confirmation of intrauterine pathology Exempt
documented by saline sonohysterography: Does the level of training impact the false
positive rate of the test?. (4/25/2003)

03-44025EX  Lockrow, Ernest G., LTC MC. Total Laparoscopic Hysterectomy: Experience inan  Exempt
Army Medical Center. (5/12/2003)

03-44026EX  Parker, Jason, MAJ MC. The Frequency of Proximal Tubal Occlusion vs. Exempt
Salpingectomy and Predictive Parameters of Patients Undergoing In Vitro
Fertilization with a Hydrosalpinx. (6/11/2003)

03-44027EX  Dainty, Louis, MAJ MC. A Retrospective Chart Review of the Clinical Course of Exempt
Squamous Intraepithelial Neoplasia in Pregnancy. (7/11/2003)

4113 Rose, G. Scott, LTC MC. GOG: Cooperative Gynecologic Oncology Group. 147
(1/31/1974)

4229 Rose, G. Scott, LTC MC. GOG 86A: Master Protocol for Phase 1l Drug Studies in 148
Treatment of Advanced or Recurrent Carcinoma of the Endometrium. (4/29/1986)

4231 Rose, G. Scott, LTC MC. GOG 87A: Master Protocol for Phase 1l Drug Studies in 149
the Treatment of Recurrent or Advanced Uterine Sarcomas. (5/27/1986)

4244 Maxwell, G. Larry, MAJ MC. GOG 90: Evaluation of Cisplatin, Etoposide and 150
Bleomycin (BEP) Induction Followed by Vincristine, Dactinomycin and
Cyclophosphamide (VAC) Consolidation in Advanced Ovarian Germ Cell Tumors,
Phase I1. (3/31/1987)

4247 Maxwell, G. Larry, MAJ MC. GOG 95: Randomized Clinical Trial for the 151
Treatment of Women with Selected Stage IC and 11 (A,B,C) and Selected Stage 1Ai
and IBi and lAii and IBii Ovarian Cancer, Phase I1l. (5/26/1987)

4254 Maxwell, G. Larry, MAJ MC. GOG 93: Evaluation of Intraperitoneal Chromic 152

Phosphate Suspension Therapy Following Negative Second-Look Laparotomy for
Epithelial Ovarian Carcinoma, Stage Il1, Phase Il11. (7/28/1987)

58



PROTOCOL PAGE #in
NUMBER PRINCIPAL INVESTIGATOR, TITLE AND APPROVAL DATE VOL Il

4255 Maxwell, G. Larry, MAJ MC. GOG 78: Evaluation of Adjuvant Vinblastine, 153
Bleomycin and Cisplatin Therapy in Totally Reducing Choriocarcinoma, Endodermal
Sinus Tumor or Embryonal Carcinoma of the Ovary, Pure and Mixed with Other
Elements, Phase Il. (9/29/1987)

4257 Maxwell, G. Larry, MAJ MC. GOG 99: A Phase Il Randomized Study of 154
Adjunctive Radiation Therapy in Intermediate Risk Endometrial Adenocarcinoma.
(10/27/1987)

4266 Rose, G. Scott, LTC MC. GOG 76A: Master Protocol for Phase 1l Drug Studies in 155
the Treatment of Advanced or Recurrent Squamous Cell Carcinoma of the Cervix..
(7/26/1988)

4274 Rose, G. Scott, LTC MC. GOG 104: Intraperitoneal Cisplatinum/Intravenous 156
Cyclophosphamide Vs. Intravenous Cisplatinum/Intravenous Cyclophosphamide in
Patients with Nonmeasurable Disease Stage 111 Ovarian Cancer, Phase I11.
(1/31/1989)

4309 Maxwell, G. Larry, MAJ MC. GOG 120: A Randomized Comparison of 157
Hydroxyurea vs. Hydroxyurea, 5-FU Infusion and Cisplatin vs. Weekly Cisplatin as
Adjunct to Radiation Therapy in Patients with Stages 11-B, Il1, or IV-A Carcinoma of
the Cervix and Negative Para-Aortic Nodes. (6/30/1992)

4310 Rose, G. Scott, LTC MC. GOG: 136 Acquisition of Human Ovarian and Other 158
Tissue Specimens and Serum to be Used in Studying the Causes, Diagnosis,
Prevention and Treatment of Cancer. (8/25/1992)

4311 Maxwell, G. Larry, MAJ MC. GOG 134: A Phase Ill Trial of Taxol at Three Dose 159
Levels and G-CSF at Two Dose Levels in Platinum-Resistant Ovarian Carcinoma.
(9/29/1992)

4312 Rose, G. Scott, LTC MC. GOG 122 Whole Abdominal Radiotherapy versus 160

Combination Doxorubicin-Cisplatin Chemotherapy in Advanced Endometrial
Carcinoma. (10/27/1992)

4320 Maxwell, G. Larry, MAJ MC. GOG 140: An Assessment of Age and Other Factors 162
Influencing Protocol Versus Alternative Treatments for Patients with Epithelial
Ovarian Cancer Referred to Gynecologic Oncology Group Institutions. (11/30/1993)

4323 Maxwell, G. Larry, MAJ MC. GOG 26LL A Phase Il Trial of Prolonged Oral 163
Etoposide (VP-16) in Patients with Advanced Pelvic Malignancies. (12/21/1993)

4324 Maxwell, G. Larry, MAJ MC. GOG 109 A Randomized Comparison of 5-FU 164
Infusion and Bolus Cisplatin As An Adjunct to Radiation Therapy Alone in Selected
Patients with Stages 1-A2, 1-B and II-A Carcinoma of the Cervix Following Radical
Hysterectomy and Node Dissection Phase 11 Inter. (12/21/1993)

4325 Maxwell, G. Larry, MAJ MC. GOG 123 A Randomized Comparison of Radiation 165
Therapy and Adjuvant Hysterectomy Versus Radiation Therapy and Weekly Cisplatin
and Adjuvant Hysterectomy in Patients with Bulky Stage 1B Carcinoma of the Cervix
(Phase 111). (12/21/1993)
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4333 Rose, G. Scott, LTC MC. GOG 150: A Phase Il Randomized Study of 166
Accelerated Hyperfractionated Whole Abdominal Radiotherapy (AHWAR) Versus
Combination Ifosfamide-Mesna with Cisplatin in Optimally Debulked Stage I, 11, 111
or IV Carcinosarcoma (CS) of the Uterus. (1/25/1994)

4339 Maxwell, G. Larry, MAJ MC. GOG 152 A Phase Il Randomized Study of Cisplatin 167
(NSC #119875) and Taxol (Paclitaxel) (NSC #12973) with Interval Secondary
Cytoreduction Versus Cisplatin and Paclitaxel in Patients with Suboptimal Stage I11 &
IV Epithelial Ovarian Carcinoma. (5/31/1994)

4365 Maxwell, G. Larry, MAJ MC. GOG 157: A Randomized Phase Il Trial Of 168
Carboplatin (AUC 7.5) And Paclitaxel 175 mg/m2 g 21 Days X 3 Courses Versus
The Same Regimen X 6 Courses, In Patients With Selected Stage IV and Il (A,B,C)
And Selected IA And IB Ovarian Cancer. (3/28/1995)

4370 Maxwell, G. Larry, MAJ MC. GOG 158 A Phase Il Randomized Study of 169
Cisplatin and Paclitaxel (24-Hour Infusion) Versus Carboplatin and Paclitaxel (3-
Hour Infusion) in Optimal Stage I11 Epithelial Ovarian Carcinoma. (8/29/1995)

4378 Maxwell, G. Larry, MAJ MC. GOG #162 - A Phase 11l Randomized Trial of 170
Cisplatin (NSC #119875) with Paclitaxel (NSC #125973) Administered by Either 24
Hour Infusion or 96 Hour Infusion in Patients with Selected Stage I11 and Stage IV
Epithelial Ovarian Cancer. (5/28/1996)

4380 Rose, G. Scott, LTC MC. GOG #LAP2 - A Phase 111 Randomized Clinical Trial of 171
Laparoscopic Pelvic and Para Aortic Node Sampling with Vaginal Hysterectomy and
BSO Versus Open Laparotomy with Pelvic and Para-Aortic Node Sampling and
Abdominal Hysterectomy and BSO in Endometrial Adenocarcinoma, Uterine
Sarcoma, Clinical Stage I, 1A, Grade I, II, I1l. (7/30/1996)

4382 Maxwell, G. Larry, MAJ MC. GOG 9302 - Laparoscopic Staging in Patients with 172
Incompletely Staged Cancer of the Ovary, Primary Fallopian Tube Carcinoma and
Primary Peritoneal Carcinoma. (12/17/1996)

4389 Maxwell, G. Larry, MAJ MC. GOG 164 - A Randomized, Controlled Intergroup 173
Trial of Salvage Therapy w/Paclitaxel & Carboplatin Vs. Salvage Therapy with Stem
Cell Supported High-Dose Carboplatin, Mitoxantrone & Cyclophosphamide in
Patients w/Persistent Low Volume Ovarian Cancer & .... (4/24/1997)

4400 Rose, G. Scott, LTC MC. GOG 137 - A Randomized Double-Blinded Trial of 174
Estrogen Replacement Therapy Versus Placebo in Women with Stage | or Il
Endometrial Adenocarcinoma. (9/30/1997)

4404-98 Maxwell, G. Larry, MAJ MC. GOG 165: A Randomized Comparison of Radiation 175
Plus Weekly Cisplatin Vs. Radiation Plus PV1 (Protracted Venous Infusion) 5-FU in
Patients with Stage I1-B, I11-B, and IV-A Carcinoma of the Cervix. (2/5/1998)

4406-98 Rose, G. Scott, LTC MC. GOG 161: A Phase Il Trial of Ifosfamide (NSC 176
#109724) Versus Ifosfamide Plus Paclitaxel (NSC #125973) in Patients with
Advanced, Persistent or Recurrent Carcinosarcoma (Mixed Mesodermal Tumors) of
the Uterus. (2/24/1998)

4413-99 Rose, G. Scott, LTC MC. The Effect of Environmental CO2 on Thermotolerance 177
Associated Heat Shock Protein Synthesis. (3/2/1999)
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4418-99 Rose, G. Scott, LTC MC. GOG #9902: Quality of Life of Gynecologic Cancer 178
Survivors (NCI 1 RO1 CA 79039-01). (9/21/1999)

4419-99 Rose, G. Scott, LTC MC. GOG 167: A Two Part Study of the Treatment of 179
Atypical Endometrial Hyperplasia: Part A: A Prospective Study of Immediate
Hysterectomy; Part B: A Randomized Phase Il Study of Medoroxyprogesterone
Acetate Versus Depoprovera. (9/21/1999)

44Ad-Apl Leondires, Mark P., MAJ MC. The Safety and Effectiveness of Surgery With or Admin
Without Raloxifene (EvistaTM, Lilly) for the Treatment of Pelvic Pain Caused by
Endometriosis. (9/15/2000)

Department of Orthopaedics and Rehabilitation

Orthopedics Surgery Service

00-2402 Polly, David W., COL MC. A Comparison of Standard Introperative Fluoroscopy 263
vs. Fluoroscopy Using the FluoroNav Sterostatic System. (10/26/1999)

00-2404 Freedman, Brett A., CPT MC. The Radioscaphoid Interval. A Sensitive Indicator of 264
Early Perilunar Instability. (4/18/2000)

00-2405 Kuklo, Timothy R., LTC MC. MOSS-Miami and VertiGraft 2 Open Label Study # 265
199901. (8/22/2000)

00-2406 Xenos, John S., LTC MC. The Porous-Coated Anatomic Total Hip Prosthesis, 266
Inserted Without Cement, Results after 15 Years in a Prospective Study. (9/12/2000)

01-24004 Polly, David W., COL MC. An Observational Study to Record Process Measures 380
and Analyze Cost Related to lliac Crest Bone Graft Harvest for Spinal Fusion.
(1/2/2001)

01-24005 Freedman, Brett A., CPT MC. Prospective Cohort Analysis of Hip Arthroscopy in 381
Young Active Adults with Two Years Follow-up. (2/6/2001)

01-24006 Kuklo, Timothy R., LTC MC. Adolescent Idiopathic Scoliosis Single Overhang 382
Curve. (4/10/2001)

01-24007 Kuklo, Timothy R., LTC MC. A Multi-Center Study to Evaluate the Safety and 383
Efficacy of DePuy AcroMed Titanium Surgical Mesh and MOSS-Miami Spinal
System Pedicle Screws. (4/24/2001)

01-24008 Taylor, Kenneth F., MAJ MC. Functional and Clinical Outcome Following 385
Arthroscopically Assisted Anterior and Posterior Cruciate Ligament Reconstruction
in a High-Demand Patient Population. (6/26/2001)

01-24009 Lehman, Ronald A., CPT MC. Effects of Alendronate Sodium (FOSAMAX) on 386
Spinal Fusion in the Rabbit Model. (8/14/2001)

01-2401 Wallace, Roxanne, CPT MC. Quantitative Analysis of the Neovascularization of 378
Distraction Osteogenesis from the End of Distraction to Bone Maturity Correlated
with Bone Histology, Mechanical Properties, and Radiography. (10/3/2000)

01-2402 Doukas, William C., LTC MC. Preoperative and Postoperative EMG Analysis of 379

Rotator Cuff Tears: Clinical Outcome Correlation with MRI Findings, Size and
Reparability. (11/30/2000)
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02-24012 Doukas, William C., LTC MC. Global Advantage CTA Humeral Head Prosthesis 536
for Treatment of Cuff Tear Arthropathy. (10/23/2001)

02-24013 Kirk, Kevin L., CPT MC. Initial Stability of Cementless Revision Femoral Stems 539
after Extended Trochanteric Femoral Osteotomy: A Biomechanical Analysis of
Distal Stem Design. (12/4/2001)

02-24014 Kirk, Kevin L., CPT MC. Bean-Shaped" Foot Treated by Cuneiform/Cuboid 540
Osteotomy: Long Term Follow-up. (12/4/2001)

02-24015 Dhawan, Aman, CPT MC. The Effects of Tibial Malrotation on Tibiotalar Joint 541
Biomechanics of the Medial and Lateral Gutters (facets).. (3/19/2002)

02-24016 McHale, Kathleen A., COL MC. Syndesmosis Fixation: The Biomechanical Effects 543
of Three Versus Four Cortex Fixation. (4/18/2002)

02-24017 Farber, Gerald, LTC MC. Ulnar Nerve Entrapment. A Randomized Prospective 544
Comparison of Subcutaneous Versus Submuscular Ulnar Nerve Transposition.
(6/25/2002)

02-24017E Shawen, Scott B., CPT MC. Hemimetameric Segmental Shift: A Case Series and Exempt

Review. (12/21/2001)

02-24018 Javernick, Matthew, CPT MC. Anterior Cruciate Ligament Reconstruction with 545
Fracilis and Semitendinosus Tendons: Comparison Between Patients Over 40 Years
of Age Versus Those Less Than 40. (7/16/2002)

02-24018E Belmont, Philip J., CPT MC. In Vivo Accuracy of Transpedicular Thoracic Screws  Exempt
in Patients With and Without Coronal-Plane Deformities. (1/4/2002)

02-24019 Lenhart, Martha, LTC MC. Use of Telemedicine in Optimizing Care for Phalangeal Abey
Fractures. (8/20/2002)

02-24019E Dhawan, Aman, CPT MC. Thoracic Pedicle Screw Trajectory: Which Method Exempt
Allows Greatest Margin of Error. (1/31/2002)

02-24020 Poth, Merrily, MD . Effects of Fracture on 1,25 Dihydroxyvitamin D and Bone 548
Density. (9/17/2002)

02-24020E Lehman, Ronald A., CPT MC. Reliability and Validity of Sounding the Pedicle Exempt
Prior to Insertion of Pedicle Screws in the Thoracic Spine.. (4/1/2002)

02-24021E Lenhart, Martha, LTC MC. Use of Telemedicine in Optimizing Care for Phlangeal = Exempt
Fractures. (2/27/2002)

02-24022EX  Orchowski, Joseph, MC. Analysis for Salvage of Straight Forward Pedicle Screws  Exempt
With the Anatomic Trajectory in the Thoracic Spine. (3/20/2002)

02-24023E Farber, Gerald, LTC MC. Revision of Ulnar Nerve Transpositions: A Retrospective  Exempt
Review. (9/25/2002)

03-24021 Lin, David, CPT MC. Anatomic Correlation of Two Trigger Digit Injection 745
Techniques. (10/1/2002)
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03-24022 Pollock, Patrick J., CPT MC. Measurement of Distal Lower Extremity Tibiofibular 746
Syndesmosis; Evaluation of Validity and Intraobserver and Interobserver
Variability. (10/1/2002)

03-24023 Potter, Benjamin K., CPT MC. Subaxial Cervical Spine-Biomechanical Analysis of 747
Primary and Salvage Lateral mass Screws VS. Pedicle Screws. (10/15/2002)

03-24024EX  Lenhart, Martha, LTC MC. A Retrospective and Controlled Study to Evaluate Exempt
Scanned Images vs. Digital Images vs. Flat Bed Scanned Images. (12/13/2002)

03-24024NR  Farber, Gerald, LTC MC. Request for the Clinical Use of the OP-1 Implant, 748
Humanitarian Use Device (HUD). (10/22/2002)

03-24025 McHale, Kathleen A., COL MC. Neurological and Sociodemographic Factors 749
Affecting Gait, Function and Quality of Life in Children and Adolescents with
Myelomeningocele - A Comparison Between Multiple Centers. (1/28/2003)

03-24025EX  Kuklo, Timothy R., LTC MC. Retrospective Review of Adolescent Idiopathic Exempt
Scoliosis Patients fir Evaluation of Derotation. (3/6/2003)

03-24026 Kuklo, Timothy R., LTC MC. Prospective Pediatric Scoliosis Study. (2/11/2003) 750

03-24026EX  Lin, David, CPT MC. Evaluation of Orthopaedic Injuries in Operation Enduring Exempt
Freedom. (4/1/2003)

03-24027 Pollock, Patrick J., CPT MC. Surgical Correction of the Distal Metatarsal 751
Avrticulation Angle in Hallux Valgus: A Comparison of Common Metatarsal
Osteotomies. (3/18/2003)

03-24027EX  Xenos, John S., LTC MC. A Comparison of Remodeling of the Femur in Cemented  Exempt
versus Porous-coated Femoral Stems in Total Hip Arthroplasty. (6/11/2003)

03-24028 Doukas, William C., LTC MC. Open Versus Arthroscopic Distal Clavicle 752
Resection - A Prospective, Randomized Clinical Trial. (4/22/2003)

03-24028EX  Kuklo, Timothy R., LTC MC. The Validation of the End, Neutral and Stable Exempt
Vertebrae in Scoliotic Patients with Adolescent Idiopathic Scoliosis. (7/17/2003)

03-24029 Kuklo, Timothy R., LTC MC. A Prospective, Randomized Controlled Clinical 753
Investigation of MAVERICKTM Total Disc Replacement in Patients with
Degenerative Disc Disease. (8/26/2003)

03-24029EX  Potter, Benjamin K., CPT MC. Pre- and Postoperative Vertebral Rotation in Exempt
Adolescent Idiopathic Scoliosis Revisited: a comparison of landmarks and
measurement techniques. (8/27/2003)

03-24030EX  Potter, Benjamin K., CPT MC. Monaxial versus Multiaxial pedicle screw Exempt
instrumentation for the Treatment of Adolescent Idiopathic Scoliosis. (8/27/2003)

03-24031EX  Kuklo, Timothy R., LTC MC. Battle Casualty Data. (8/27/2003) Exempt

03-28029EX  Kuklo, Timothy R., LTC MC. Presentation of congenital Scoliosis in Adults. Exempt

(7/11/2003)
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Physical Medicine & Rehabilitation Service

00-9601 Pasquina, Paul F., LTC MC. Skin-Contact Monochromatic Infrared Irradiation on 307
Lateral Epicondylitis. (2/22/2000)

00-9602 Menetrez, Jennifer S., MAJ MC. Comprehensive Prospective Gait Evaluation of 308
Patients with Spinal Cord Pathology. (4/18/2000)

00-9604 Marin, Raul, LTC MC. Determination of Low Back Muscle Usage by MRI Before 309
and After Stepper Machine Exercise. (9/19/2000)

02-96005 Babcock, Mary Sabado, CPT MC. Comparison of Botulinum Toxin Injection for 680
Plantar Fasciitis Vs. Placebo: A Clinical Trial. (10/16/2001)

02-96006 Hannah, Mary C., CPT SP. New Plantar Fasciitis Orthotic (PFOs) Versus 683
Traditional Conservative Treatment for Plantar Fasciitis: A Randomized Controlled
Trial. (8/6/2002)

02-96010E Jensen, David, CPT MC. Epidemiological Analysis of Injuries from Army Ten Exempt
Miler, A Three Year Retrospective Review. (6/3/2002)

02-96010EX  Amaker, Robinette J, LTC SP. Pain Perceptions and Adaptations Among Walter Exempt
Reed Army Medical Center Beneficiaries. (6/3/2002)

03-96007 Walsworth, Matthew, CPT SP. Diagnostic Accuracy of Shoulder Exam Tests. 830
(11/5/2002)

03-96008 Springer, Barbara A., LTC SP. Functional Outcomes and Weight-Bearing Following 831

Total Knee Reconstruction: Relationship to Quality of Life. (3/11/2003)

03-96009 Pasquina, Paul F.,, LTC MC. The Effects of a Thoracolumbosacral Orthosis on Gait 832
of Normal Subjects. (9/9/2003)

03-96011EX  Demarco, Michael, CPFT MC. A Retrospective Analysis of Patient Referrals to the Exempt
Physical Medicine Service at Walter Reed Army Medical Center During Operation
Enduring Freedom. (11/25/2002)

03-96012EX  Jensen, David, CPT MC. Epidemiological analysis of injuries from Army Ten Miler, Exempt
a four year retrospective review. (11/25/2002)

03-96013EX  Miklos, Wendy, CPT MC. Sleep Disturbance in Low Back Pain Patients. (1/7/2003) Exempt

Department of Pathology and Area Laboratories

01-48001 Kaplan, Keith J., MAJ MC. Use of Robotic Telepathology as an Adjunct to Frozen 424
Section Consultation. (3/13/2001)

02-48002E Kaplan, Keith J., MAJ MC. Correlation of Reactive Cellular Changes on Exempt
Cervicovaginal Cytology (Papanicolaou test) With Subsequent Cervical Biopsies and
Pap Test Follow-Up. (9/4/2002)

02-48004 Andriko, Jo-Ann, LTC MC. Ultrasound-Mediated Tissue Preservation. (5/14/2002) 615

02-48005 Marrogi, Aizen J.,, LTC MC. Oxidative and Nitrosative Stress in Carcinogenesis of 616
CTCL in Archived Tissue Samples from Patients Diagnosed with Mycosis Fungoides
(MF). (9/24/2002)
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03-48003EX  Dickason, Timothy, CPT MS. Correlation between WHO grade and percent Exempt
carcinoma in prostate biopsy specimens with extraprostatic extension in the radical
prostatectomy specimen. (10/18/2002)

03-48006 Kaplan, Keith J., MAJ MC. Hybrid Capture/In-Situ Hybridization (HCISH) 807
Comparative Study for Human Papillomavirus Testing on Pap Test. (11/26/2002)

03-48007 Craft, David W., LTC MS. Implementation of the SARS Coronavirus Real-Time 808
PCR Primers and Probes Assay. (6/24/2003)

Department of Pediatrics

00-6504 Fenton, Cydney L., MAJ MC. Role of Focal Matrix Metalloproteinases in 281
Differentiated Thyroid Cancer. (11/30/1999)

00-6601 Edwards, E. Glenn, COL MC. POG 9900: ALinc 17 Classification Protocol - A 282
Pediatric Oncology Group Non-Therapeutic Study. (8/15/2000)

00-6602 Edwards, E. Glenn, COL MC. POG 9907: ALinc 17 Cytogenetics Protocol: A 283
Pediatric Oncology Group Non-Therapeutic Study. (8/15/2000)

01-65001 Francis, Gary L., COL MC. An Archival Fixed-Tissue Thyroid Tissue Bank. 425
(4/3/2001)

01-65001a Powers, Patricia A., COL MC. The Role of Caveolin-1 in Thyroid Carcinoma. 426
(4/10/2001)

01-65001b Bauer, Andrew J., MAJ MC. Preclinical Pilot Study to Determine if the Novel 428
Tumor-Activated Fluoropyrimidine Carbamate Capecitabine (Xeloda, Hoffman-
Laroche, Inc.) could be used to Treat Thyroid Carcinoma: Are cytidine deaminase,
thymidine phosphorylase, dihydropyrimidine dehydroge.... (9/14/2001)

01-65002 Rick, James R., MAJ MC. In situ Expression of cagA in H. pylori Infected 429
Children: A Case Series with Endoscopic and Histologic Correlation. (7/10/2001)

01-65003 Patterson, Harlan S., COL MC. Open Label Administriation of Human Botulism 430
Immune Globulin. (7/24/2001)

01-65Ad-Apl Bauer, Andrew J.,, MAJ MC. Resistance and Hypersensitivity to Thyroid Hormone.  Admin
(11/30/2000)

01-66001 Edwards, E. Glenn, COL MC. POG ALInC 17 - Induction Therapy for POG 9904, 431
POG 9905 and POG 9906 (Consent Form) Only. (2/27/2001)

01-66001a Edwards, E. Glenn, COL MC. POG 9904: ALInC 17 Treatment for Patients with 432
Low Risk Acute Lymphoblastic Leukemia: A Pediatric Oncology Group Phase |11
Study. (4/17/2001)

01-66001b Edwards, E. Glenn, COL MC. POG 9905: ALiInC 17 Protocol for Patients with 433
Standard Risk Acute Lymphoblastic Leukemia (ALL) - A Pediatric Oncology Group
Phase Il Study. (2/27/2001)

01-66001c Edwards, E. Glenn, COL MC. POG 9906: ALInC 17: Protocol for Patients with 434

Newly Diagnosed High Risk Acute Lymphoblastic Leukemia (ALL) - Evaluation of

the Augumented BFM Regimen: A Phase 11 Study. (4/17/2001)
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01-66002 Edwards, E. Glenn, COL MC. ANBLOOBL1: Neuroblastoma Biology Studies. 435
(4/24/2001)

02-65000EX  Creamer, Kevin M., LTC MC. Pediatric Residents Training, Experience, and Exempt
Comfort with End of Life Issues. (2/28/2002)

02-65001d Francis, Gary L., COL MC. The Role of Erythropoeitin and Erythropoeitin Receptor 617
Expression in Thyroid Carcinoma. (2/19/2002)

02-65001e Francis, Gary L., COL MC. The Role of Insulin-Like Growth Factors in Thyroid 618
Cancer. (4/18/2002)

02-65001EX  Collura-Burke, Christina, LCDR MC. Asthma Education and Its Effect on Quality of Exempt
Life. (6/3/2002)

02-65002E Harmon, Abigail, MC. Provider's Skills in Evaluating the Middle Ear. (6/19/2002)  Exempt

02-65003E Lopreiato, Joseph O, CPT MC. Parent/Patient Satisfaction After Ambulatory Visits  Exempt
Performed by Pediatric Residents. (7/3/2002)

02-65004E Creamer, Kevin M., LTC MC. Retrospective Review of WRAMC's Pediatric Exempt
Sedation Unit Database. (9/11/2002)

02-65005 Bauer, Andrew J., MAJ MC. The Potential Role of Gastric Inhibitory Polypeptide in 619
Obesity and in Cortisol Secretion. (12/11/2001)

02-65006 Modi, Jitendrakumar, CPT MC. Characterization of Lymphocytic Infiltration in 620
Childhood Thyroid Cancers (Note: Substudy 02-65001c). (1/22/2002)

02-65007 Creamer, Kevin M., LTC MC. Correlation of BIS Number and University of 621
Michigan Sedation Scale in Sedated Pediatric Patients. (8/6/2002)

02-65008NR  Burklow, Thomas R., LTC MC. Clinical Use of the Amplatzer PFO Occluder. 622
(9/3/2002)

02-65Ad-Ap2  O'Neill, Erin, LTC MC. Incidence and Neurodevelopmental Outcome of Preterm Admin
Infants Diagnosed with Periventricular Leukomalacia. (1/28/2002)

02-66003 Edwards, E. Glenn, COL MC. CCG A3961: Treatment for Infants and Children 623
with Intermediated Risk Neuroblastoma, A Phase 111 Intergroup CCG/POG Study.
(12/11/2001)

02-66004 Edwards, E. Glenn, COL MC. P9761: Phase Il Trial of Irinotecan in Children with 624
Refractory Solid Tumors: A COG Study. (8/27/2002)

03-14017EX  Gramling, Joseph, CPT MC. Obesity in children with GERD: A Descriptive Exempt
Retrospective Chart Review. (6/16/2003)

03-65005EX  Meng, Louis, CPT MC. Fiberoptic Home Phototherapy Use in the National Capital Exempt
Area. (9/5/2003)

03-65AD-Ap3 Tate, Maureen, LTC MC. Significance of Rebound Bilirubin Levels Following Admin
Phototherapy. (8/26/2003)

03-66004 Francis, Gary L., COL MC. CD 40 Expression in Thyroid Cancer. (5/20/2003) 809
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6188 Edwards, E. Glenn, COL MC. POG 8650: National Wilm's Tumor Study - 4; A 185
POG Phase Il Study. (10/28/1986)

6221 Edwards, E. Glenn, COL MC. POG 8821: Intensive Multiagent Therapy Vs. 186
Autologous Bone Marrow Transplant Early in First CR for Children with Acute
Myelocytic Leukemia - A Phase Il Study. (9/27/1988)

6242 Edwards, E. Glenn, COL MC. POG 8828 Late Effects of Treatment of Hodgkin's 187
Disease: A POG Nontherapeutic Study. (5/23/1989)

6261 Edwards, E. Glenn, COL MC. POG 9047 Neuroblastoma Biology Protocol. 188
(2/27/1990)

6323 Edwards, E. Glenn, COL MC. POG 9233/34: A Phase Ill Randomized Trial of 189

Standard vs. Dose-Intensified Chemotherapy <3 Years of Age with a CNS
Malignancy Treated With or Without Radiation Therapy. (5/26/1992)

6351 Edwards, E. Glenn, COL MC. POG 9317: Chemotherapy for Children with 190
Advanced-Stage (111/1V) Diffuse Undifferentiated Burkitt's Lymphoma and B-Cell
ALL: A Phase Il Study. (3/30/1993)

6364 Edwards, E. Glenn, COL MC. POG 9351/CCG 7921 Trial of Doxorubicin, 191
Cisplatin and Methotrexate With and Without Ifosfamide, With and Without
Muramyl Tripeptide Phosphatidyl Ethanolamine (MTP-PE) for Treatment of
Osteogenic Sarcoma. (2/22/1994)

6383 Edwards, E. Glenn, COL MC. POG 9405 ALInC16: Protocol For Patients With 192
Newly Diagnosed Standard Risk Acute Lymphoblastic Leukemia - A POG Phase I11
Study. (12/20/1994)

6384 Edwards, E. Glenn, COL MC. POG 9406 ALinC16: Protocol For Patients With 193
Newly Dignosed High Risk Acute Lymphoblastic Leukemia - A POG Phase I11
Study. (12/20/1994)

6386 Edwards, E. Glenn, COL MC. POG 9362: A Phase Il Study Of Alpha Interferon In 194
HIV-Related Malignancies - A Pediatric Oncology Group-Wide Study. (3/28/1995)

6387 Edwards, E. Glenn, COL MC. POG 9421: Phase Ill Evaluation Of Standard vs. 195
High Dose Ara-C Induction Followed By The Randomized Use Of Cyclosporin A As
An MDR Reversal Agent, Compared To Allogeneic BMT, In Childhood AML.

(3/28/1995)

6388 Edwards, E. Glenn, COL MC. POG 9201 ALINC #16 - Treatment for Patients with 196
Lesser Risk Acute Lymphoblastic Leukemia - A Pediatric Phase 111 Study.
(5/23/1995)

6397 Edwards, E. Glenn, COL MC. POG 9354/CCG 7932: Phase I1l Evaluation of 197

Intensified Vincristine, Doxorubicin, Cyclophosphamide, Ifosfamide, and Etoposide
in the Treatment of Newly-Diagnosed Ewing's Sarcoma or Primitive
Neuroectodermal Tumor of Bone or Soft Tissue. (8/29/1995)

6400 Edwards, E. Glenn, COL MC. POG: An Overview of the Research Protocol 198

Entitled POG 9440/CCG 4941: National Wilms' Tumor Study - 5: Therapeutic Trial
and Biology Study. (9/26/1995)
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6401 Edwards, E. Glenn, COL MC. POG: Support of Pediatric Oncology Group 199
Activities, WRAMC. (1/30/1996)

6405 Rogers, Philip L., COL MC. A Multicenter Study to Determine the Prevalence and 200
Clinical Characteristics of Barrett's Esophagus in Childhood. (5/28/1996)

6408 Edwards, E. Glenn, COL MC. POG 9605 - ALiInC 16: Protocol for Patients with 201
Newly Diagnosed Standard Risk Acute Lymphoblastic Leukemia (ALL). (6/25/1996)

6410 Edwards, E. Glenn, COL MC. POG 9404 - T-Cell #4 Protocol: Intensive Treatment 202
for T-Cell Acute Lymphoblastic Leukemia and Advanced Stage Lymphoblastic Non-
Hodgkin's Lymphoma. (8/27/1996)

6429-99 Powers, Patricia A., COL MC. Bone Mineral Density in Survivors of Childhood 203
Thyroid Cancer. (4/27/1999)

Department of Pharmacy

03-36005EX  Sano, Harold, MAJ MS. Standardized Chemotherapy Order Forms (SCOF). Exempt
(3/24/2003)

Department of Preventive Medicine

02-35001E Wolfgang, Edward, DAC. The Lack of Disease Reporting at One Military Exempt
Treatment Facility. (5/22/2002)

03-35001 Hack, Dallas C., COL MC. Emergency Use Protocol for the Administration of 794
Vaccinia Immune Globulin (Human) to Subjects Who Experience Complications
Resulting From Vaccination with Vaccina Virus. (12/10/2002)

Department of Psychiatry

01-7201 Black, Nancy, MAJ MC. Development of a Child and Adolescent Psychiatry 440
Database. (10/17/2000)

02-72002 Chun, Ryo Sook, COL MC. Evaluation of the Effect of a WEB-BASED Automated 635
Mental Health Intake System on Parent/Guardian Satisfaction and Discussion
Providers' Response. (2/19/2002)

02-72003 Wain, Harold J., PhD DAC. A Demonstration Project: Description of Well-Being 636
and Satisfaction in Subjects Assigned to Follow-up Psychiatric Treatment in the
Traditional Approach Vs. a Telemedicine Approach. (2/26/2002)

02-72004 Morris, James, MAJ MC. A Multi-Center Prospective Study on Pediatrics Seasonal 638
Affective Disorder (SAD) Incidence. (6/25/2002)

02-72007E Levandowski, Dale, MAJ MC. Predicting Psychiatric Readmissions, A Exempt
Retrospective. (10/11/2001)

02-72008E Lange, Christopher, CPT MC. Perceived Efficacy by a Consulter About Their Child  Exempt
and Adolescent Psychiatric Consultation. (11/26/2001)

02-72009E Levandowski, Dale, MAJ MC. Prescribing Trends of Psychotropic Medications in Exempt
Children and Adolescents in a Military Health Care Facility. (4/4/2002)
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03-72010EX  Smith, Marshall, MAJ MC. Do all patients diagnosed with antisocial personality Exempt
disorder in the military actually have a history of conduct disorder in adolescence.
(7/9/2003)

03-72011EX  Grieger, Thomas, CAPT MC MC. Pharmacologic Treatment of Patients Exempt
Hospitalized with Borderline Personality Disorder. (9/11/2003)

7279-98 Grieger, Thomas, CAPT MC MC. The Frequency and Nature of Forensic Issues in 210
an Inpatient Adult General Psychiatric Population. (3/25/1998)

7284-99 Black, Nancy, MAJ MC. Comparison of Parental Therapeutic Alliances Before and 211
After Initial Psychiatric Interviews: Telepsychiatry Versus In-Person Appointments.
(11/17/1998)

7285-99 Ritchie, Cameron E., LTC MC. Assessing Pre-Military Psychiatric Iliness, Risk 212

Factors Leading to Early Onset of Psychiatric Illness, and Inter-Rater Reliability of
Psychiatric Diagnosis. (2/2/1999)

Department of Psychology

00-7301

01-73002

01-7301

02-73003E

02-73003EX

02-73004

02-73005E

03-73006EX

7302

Kelly, Mark, PhD DAC. Computerized Neuropsychological Assessment of Army
Aviators (CNAAA): Development of a Digitized Database and Preliminary
Investigator of the Relationship of ANAM, CogScreen and MicroCog to Aviator
Trainee Checkflight Performances. (8/1/2000)

Abey

James, Larry C., LTC MS. CD-ROM Technology to Increase Appropriate Self-Care 444
and Preventive Behaviors Among Enlisted Women. (6/5/2001)

Baggett, Mark R., MAJ MS. Computer Automated Neuropsychological Assessment 441
of U.S. Army Aviators. (11/30/2000)

Department of Radiology

Diagnostic Radiology Service

01-47002

James, Larry C., LTC MS. A Retrospective Analysis of the WRAMC LEAN Exempt
project. (12/21/2001)

Jones, Alvin, PhD DAC. An Examination of the Validity of Three Sets of Exempt
MMPI/MMPI-2 Personality Disorder Scales. (5/30/2002)

Dunivin, Debra, MAJ MS. The Impact of Group Psychosocial Interventions on 639
Quality of Life for Breast Cancer Patients and Their Partners: A Pilot Study.

(6/25/2002)

Cooper, Marc A, CPT MC. Mental Health Diagnoses and Health Care Utilization in  Exempt
the US Military: Detailed Analysis of Defense Medical Surveillance Data.

(6/26/2002)

James, Larry C., LTC MS. A Retrospective Analysis of Biofeedback Training for Exempt
Headache Pain Via Telemedicine Technology. (9/11/2003)

Jones, Alvin, PhD DAC. Analysis of Component Neurocognitive Processes for the 213
Trial Making Test: An Examination of Age Related Changes. (7/8/1997)

Feuerstein, Irwin M., MD . Postmenopausal Coronary Artery Disease and 423

Osteoporosis: A Pilot Study. (4/17/2001)
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01-4701 Feuerstein, Irwin M., MD . A Prospective Study of Outcomes of Patients Examined 422
with Electron Beam Computed Tomography of the Coronary Arteries. (11/21/2000)

02-47004 Choi, Jong-Ho R., LTC MC. Multi-Center Trial of Detection of Colorectal 611
Neoplasma by CT Virtual Colonoscopy in a Screening Population. (1/29/2002)

02-47005 Dinauer, Philip A., MAJ MC. Detection of Glenoid Labral Tears and Rotator Cuff 612
Tears: Comparison of Intravenous Contrast-Enhanced and High-Resolution
Noncontrast MR Imaging of the Shoulder. (5/14/2002)

02-47006E Choi, Jong-Ho R., LTC MC. Correlation of Magnetic Resonance Imaging Exempt
Characteristics of the Prostate with Pathologic Findings and Clinical Outcome: The
Clinical Value of Preoperative Magnetic Resonance Imaging in Prostrate Cancer.
(12/13/2001)

02-47007E Shapeero, Lorraine G., MD DoD. Imaging Abnormalities of the Proximal Exempt
Tibiofibular Joint: Diagnosis and Prevalence. (2/27/2002)

02-47008E Statler, John D., MAJ MC. A Novel Tool for Teaching Ultrasound Guided Biopsy: =~ Exempt
Trainee Satisfaction Survey. (8/7/2002)

03-47006 Choi, Jong-Ho R., LTC MC. MRI Evaluation of the Contralateral Breast in Women 806
with a Recent Diagnosis of Breast Cancer. (4/8/2003)

03-47009EX  Statler, John D., MAJ MC. Plain Film Urography: Quality Assessment. (10/18/2002, Exempt

03-47010EX  Rexroad, Jason T., CPT MC. Survey of clinician and radiologist attitudes about the ~ Exempt
content and type of radiology reporting. (5/15/2003)

03-47011EX  Rexroad, Jason T., CPT MC. Accessory splenectomy in the management of Exempt
recurrent immune thrombocytopenic purpura: case series and imaging review.
(5/15/2003)

03-47012EX  O'Brien, Seth, CPT MC. Diagnostic Imaging of the Acutely Ill Pregnant Patient: A Exempt
Survey of Clinical Perspectives. (6/16/2003)

03-47013EX  Hirsch, Jeffrey, MAJ MC. An In-dept Review of Imaging for Carotid Artery Exempt
Disease: One Teaching Hospital Experience. (7/30/2003)

4710-99 Feuerstein, Irwin M., MD . Comparison of Electron Beam Computed Tomographic 183
Virtual Colonoscopy (EBCT-VC) with Visual Colonoscopy, Using Each Patients as
Their Own Control. (3/23/1999)

Nuclear Medicine Service

00-4501 Stack, Aaron L., MAJ MC. Feasibility, Accuracy and Efficiency of an Internet 280
Based Tele-Nuclear Consultation System for the Military. Phase I: Phantom
Studies. (10/12/1999)

01-45002 Montilla-Soler, Jaime, CPT MC. Preoperative Evaluation of Breast Carcinoma 419
Utilizing Tc99m-Depreotide. (5/15/2001)

01-4501 Bridwell, Robert S., MAJ MC. Intraoperative Staging of Lung Cancer Using the 418

Gamma Probe and Tc-99m Depreotide. (12/12/2000)
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02-45004 Bridwell, Robert S., MAJ MC. IM-D-CEA-C14 Pharmacokinetic and 606
Biodistribution of Multiple Administration of CEA-Scan (Arcitumomab) Following
Complete Resection of Primary Colorectal Carcinoma. (1/15/2002)

02-45005 Bridwell, Robert S., MAJ MC. What is the Sensitivity of Tc-99m Apcitide to Detect 607
Acute Pulmonary Emboli?. (4/9/2002)

02-45006 Bridwell, Robert S., MAJ MC. IM-D-MN3-22: Phase Il Study of LeukoScan 608
Imaging in Patients with Acute Anthrax Infections. (5/14/2002)

02-45007 Bridwell, Robert S., MAJ MC. An Open-Label, Multicenter Clinical Study to 609
Evaluate the Diagnostic Utility of LeuTech Scintigraphy for the Detection of
Inhalational Anthrax in Patients Who Have Symptoms Suggestive of or Consistent
with A Diagnosis of Inhalational Anthrax. (7/16/2002)

02-45008 Bridwell, Robert S., MAJ MC. A Pilot Open-Label Clinical Study to Evaluate 610
Pulmonary Imaging with LeuTech. (7/16/2002)

4546 Montilla-Soler, Jaime, CPT MC. Intravenous Administration of 1311-6-B 180
lodomethylnorcholesterol (NP-59) for Adrenal Evaluation and Imaging. (4/24/1997)

Radiation Therapy

01-46001 Warlick, William B., MAJ MC. Evaluation of Intra-Prostatic Radio-opaque 421
Markers for Prostate Localization and Refinement of External Beam Treatment
Techniques. (1/16/2001)

03-46001EX  O'Connell, John, J., MAJ MC. Confirmation of daily patient position reproducibility = Exempt
during Stereotactic Radiotherapy. (11/1/2002)

4601 Roberts, Scott, MD DAC. RTOG 94-08: A Phase Il Trial of the Study of 181
Endocrine-Therapy Used as a Cytoreductive and Cytostatic Agent Prior to Radiation
Therapy in Good Prognosis Locally Confined Adenocarcinoma of the Prostate.
(5/23/1995)

4602 Roberts, Scott, MD DAC. RTOG 94-13 - A Phase Ill Trial Comparing Whole Pelvic 182
Irradiation Followed by a Conedown Boost to Boost Irradiation Only and Comparing
Neoadjuvant to Adjuvant Total Androgen Suppression (TAS). (2/27/1996)

Department of Surgery

Anesthesia-Operative Service

00-2001A Buckenmaier, Chester C., LTC MC. Pressor Effects of Hemoglobin Based Oxygen 250
Carrying Solutions on Human Blood Vessels. (3/7/2000)

01-2001A Mongan, Paul, LTC MC. Comparison of Two Plasminogen Activators in Reducing 360
Bleomycin Induced Pulmonary Fibrosis in the Rat. (10/3/2000)

02-20003A Buckenmaier, Chester C., LTC MC. Double-Blinded, Placebo Controlled 529
Prospective Randomized Trial Evaluating the Efficacy of Continuous Paravertebral
Catheter with Paravertebral Block in Breast Cancer Surgery. (8/13/2002)

02-31003E Freedman, Brett A., CPT MC. Intradiscal Electrothermoplasty: Risk Factors for Exempt
Complications and Failures. (3/1/2002)
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02-31004E Cohen, Steven P., LTC MC. The Ability of Intravenous Ketamine to Predict Exempt
Response to Dextromethorphan. (8/26/2002)

03-20004A Buckenmaier, Chester C., LTC MC. Prospective, Randomized Trial Comparing 728
Continuous Lumbar Plexus Block and Sciatic Nerve Block Versus Genral Anesthesia
for Total Hip Arthroplasty. (5/27/2003)

03-20005A Mongan, Paul, LTC MC. The Interaction Between Pyridostigmine Pretreatment and 729
Neuromuscular Blocking Agents in Rattus Norvegicus. (6/27/2003)

03-20006A Buckenmaier, Chester C., LTC MC. Ultrasound Assisted Lumbar Plexus Block. 730
(7/15/2003)
03-20010AEX Winkley, James, MAJ MC. How specifc is the Loss of Resistance method of Exempt

Identifying the Epidural Space?. (6/16/2003)

03-31005EX  Freedman, Brett A., CPFT MC. Lumbar Spinal Fusion: Should Diagnostic Exempt
Discography be a Pre-operative Requirement?. (4/3/2003)

03-31006EX  Cohen, Steven P., LTC MC. The Efficacy of Nucleoplasty for Lumbar Herniated Exempt
Disks. (8/21/2003)

Army Audiology & Speech Center

00-2501 Grant, Kenneth W., PhD DAC. Spectro-Temporal Properties of Auditory-Visual 267
Integration for Understanding Spoken Language. (11/30/1999)

00-2507 Grant, Kenneth W., PhD DAC. Auditory Supplements of Speechreading. (8/1/2000) 268

01-2565a Summers, Walter Van, PhD DAC. Dead Regions in the Cochlea and Their Influence 387
on Speech Processing. (11/7/2000)

01-2570a Leek, Marjorie R., PhD DAC. Spread of Masking by Harmonic Complexes in 388
Normal-Hearing and Hearing-Impaired Listeners. (6/12/2001)

02-25004 Walden, Brian E., PhD DAC. Prediction Hearing Aid Microphone Preference in 549
Everyday Listening. (2/5/2002)

02-25005 Cord, Mary T., MA DAC. Relationship Between Laboratory Measures of 550
Directional Advantage and Everyday Success with Directional Microphone Hearing
Aids - A Pilot Study. (3/19/2002)

02-25006 Chandler, David W., COL MC. Reliability and Validity of Otoacoustic-Emission 551
(OAE) Paradigms. (6/4/2002)

02-25007 Solomon, Nancy P., PhD DAC. Assessment and Validation of Tongue Fatigue for 552
Speech. (8/6/2002)

02-25008 Grant, Kenneth W., PhD DAC. Discrimination of Temporal Asynchrony Within and 553
Across Sensory Modalities. (9/10/2002)

02-2565b Summers, Walter Van, PhD DAC. Effects of Presentation Level on Recognition of 554
Low and High-Frequency Speech. (4/16/2002)

03-25004EX  Leek, Marjorie R., PhD DAC. Hearing Loss and the Enjoyment of Music. Exempt
(7/8/2003)
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03-25009 Solomon, Nancy P., PhD DAC. A Prospective Appraisal of Voice in Patients 754
Undergoing Thyroid Surgery: Aerodynamic and Perceptual Sequellae. (2/21/2003)

03-25010 Leek, Marjorie R., PhD DAC. Hearing Loss and the Perception of Complex 755
Sounds. (2/21/2003)

03-25011 Walden, Brian E., PhD DAC. Evaluation of an Automatic System for Switching 756
Between Hearing Aid Microphone Modes. (4/15/2003)

03-25012 Tufts, Jennifer, PhD DAC. Perception of Dissonance by People with Sensorineural 757
Hearing Loss. (5/6/2003)

03-25013 Newman, Lisa A., PhD DAC. Comparison of Two Therapies for Upper Esophageal 758
Sphincter (UES) Dysphagia. (6/24/2003)

03-25014 Walden, Brian E., PhD DAC. Omnidirectional Versus Directional Microphone 759
Performance at Varying Signal-to-Noise Ratios. (7/22/2003)

2565 Summers, Walter Van, PhD DAC. Auditory Processing and Sensorineural Hearing 92
Loss. (3/14/1997)

2570 Leek, Marjorie R., PhD DAC. Hearing Loss and the Perception of Complex 93
Sounds. (8/26/1997)

2591-99 Leek, Marjorie R., PhD DAC. Complex Sound Analysis by Persons with Impaired 94
Hearing (Application for NIH NRSA Post Doctoral Fellowship). (9/14/1999)

Critical Care Medicine Service

00-3002 Popa, Christian, MAJ MC. Noninvasive Screening for Coronary Artery Disease 270
Using A Digital Electronic Stethoscope. (8/15/2000)

01-30001 Popa, Christian, MAJ MC. Remote Consultation on the Critically Il Patient Via 403
Telecommunication. (6/14/2001)

02-30000E Jackson, William L., MAJ MC. Characteristics of Patients Undergoing Lumbar Exempt
Puncture in the Medical Intensive Care Unit. (1/18/2002)

02-30001E Jackson, William L., MAJ MC. Vasopressin Adversely Affects Cardian Exempt
Performance in Septic Shock. (1/18/2002)

02-30003 Ramage, Anthony S., MAJ MC. Oropharyngeal Decontamination for the Prevention 584
of Ventilator Associated Pneumonia with Chlorhexidine Oral Rinse. (10/23/2001)

03-30002EX  Jackson, William L., MAJ MC. Use of Etomidate as an Induction Agent among Exempt
Medical ICU Patients. (3/6/2003)

03-30003EX  Jackson, William L., MAJ MC. Remote Intensive Care Unit Monitoring: The Exempt
Continuous eXpert Care Network (CXCN). (8/5/2003)

03-30004 Jackson, William L., MAJ MC. Efficacy and Safety of Drotrecogin Alfa (Activated) 782
in Adult Patients with Early Stage Severe Sepsis (Protocol F1K-MC-EVCL, Eli Lilly
and Company). (6/10/2003)

3002-99 Popa, Christian, MAJ MC. Characterization of the Cytokines Mediating Different 140

Phases of Inflammation Following Controlled Head Trauma. (10/27/1998)
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General Surgery Service

00-2001 Peoples, George, LTC MC. Cytotoxic T Lymphocyte Recognition of Epithelial 249
Cancers. (4/4/2000)

00-2002 Peoples, George, LTC MC. Sentinel Lympho Node (SLN) Evaluation in Colorectal 251
Cancer (CRC). (4/18/2000)

00-2003 Gillespie, David L., LTC MC. Evaluation of Neutrophil Activation in Diabetes After 252
Carotid Endarterectomy. (4/18/2000)

00-2004 Peoples, George, LTC MC. Phase Ib Trial of HER2/neu Peptide (E75) Vaccine in 253
Patients at High Risk for Recurrence after Surgical Extirpation of Prostate Cancer.
(5/23/2000)

00-2005 Peoples, George, LTC MC. Phase Ib Trial of HER2/neu Peptide (E75) Vaccine in 254

Breast Cancer Patients at High Risk for Recurrence after Surgical and Medical
Therapies. (5/23/2000)

00-2006 Peoples, George, LTC MC. Creation of a Retrospective and Prospective Database of 255
Patients Evaluated and Treated for Breast Cancer. (7/25/2000)

01-20003 Peoples, George, LTC MC. A Prospective Randomized Phase Il Study Comparing 363
Radiofrequency Ablation Versus Cryosurgical Ablation for the Treatment of
Malignant Liver Tumors. (1/23/2001)

01-20005 Anderson, Jimie, CPT MC. Comparison of Doppler Flow Characteristics of the 364
Superior Mesenteric Artery to Invasive Pulmonary Artery Catheterization in Critically
1 Patients. (5/22/2001)

01-20006 Shriver, Craig D., LTC MC. Tissue and Blood Library Establishment for Molecular, 366
Biochemical and Histologic Study of Breast Disease. (5/22/2001)

01-20007 Shriver, Craig D., LTC MC. Creation of a Blood Library for the Analysis of Blood 369
for Molecular Changes Associated with Breast Disease and Breast Cancer
Development. (5/22/2001)

01-2001 Shriver, Craig D., LTC MC. Creation of a Database of Patients at a High Risk for 359
Breast Cancer. (11/30/2000)

01-2002 Peoples, George, LTC MC. A Prospective, Randomized, Double Blind, Multicenter 362
Trial Assessing the Safety and Efficacy of Sequential (Intravenous/Oral) BAY 12-
88093 (Moxifloxacin) 400mg Every 24 Hours Compared to Intravenous
Piperacillin/Tazobactam 3.375 grams Every 6 Hours Follo. (12/12/2000)

02-20005E Nelson, Jeffrey M, MAJ MC. Anal High Grade Intraepithelial Lesions Associated Exempt
with HIV Seropositivity. (6/17/2002)

02-20008 Stojadinovic, Alexander, LTC MC. Electrical Impedence Scanning of Thyroid 530
Nodules Prior to Thyroid Surgery: A Prospective Study. (6/11/2002)

02-20009 Stojadinovic, Alexander, LTC MC. Electrical Impedence Imaging for Early 531
Detection of Breast Cancer in Young Women. (6/11/2002)

02-27000E Mulligan, Charles Ray Jr., MAJ MC. Current Trends and Surgical Management of Exempt
Mediastinal Tumors. (11/15/2001)
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02-31002E Winslow, Catherine P., MAJ MC. Questionnaire: Selecting a Plastic Surgeon. Exempt
(11/5/2001)

03-20006EX  Arciero, Cletus A., MAJ MC. Intraoperative Turbo Parathyroid Hormone Exempt
Assessment in Paitents Undergoing Total Parathyroidectomy for Primary
Hyperparathyroidism. (11/5/2002)

03-20007EX  Stojadinovic, Alexander, LTC MC. Risk Factors for Morbidity Associated with Exempt
Total Thyroidectomy. (1/17/2003)

03-20008EX  Mittendorf, Elizabeth, MAJ MC. Utilization of Sentinel Lymph Node Biopsy in Exempt
Patients with Ductal Carcinoma in Situ. (4/3/2003)

03-20009EX  Lukish, Jeff, LCDR MC. Tumor Biology in Differentiated Primary and Metastatic Exempt
Pediatric Thyroid Carcinomas. (5/14/2003)

03-20010 Peoples, George, LTC MC. A Prospective Randomized Study Comparing Sentinel 731
Lymph Node (SLN) Evaluation with Standard Pathological Evaluation for the Staging
of Colon Carcinoma. (10/22/2002)

03-20010EX  Arciero, Cletus A., MAJ MC. Risk Reduction in a Breast Center: The Clinical Exempt
Breast Care Project Experience. (6/16/2003)

03-20011 Stojadinovic, Alexander, LTC MC. Molecular Phenotyping of Bone Marrow 732
Aspirates and Peripheral Blood Collected as Part of the Walter Reed Army Medical
Center Clinical Breast Care Project (CBCP). (12/10/2002)

03-20011EX  Mittendorf, Elizabeth, MAJ MC. Racial Differences in Breast Cancer: A Study of Exempt
Military Beneficiaries with Equal Access to Care. (7/17/2003)

03-20012 Peoples, George, LTC MC. Phase Ib Trial of HER2/neu Peptide (E75) Vaccine in 733
Node Negative Breast Cancer Patients. (12/10/2002)

03-20013NR  Brengman, Matthew, MAJ MC. Clinical Use of EnterraTM Therapy System for 734
Gastroparesis. (12/10/2002)

03-20014 Stojadinovic, Alexander, LTC MC. Biological Relevance of Sentinel Lymph Node 735
(SLN) Micrometastasis in Patients With Colon Carcinoma. (1/28/2003)

03-20015 Stojadinovic, Alexander, LTC MC. A Prospective Functional VVoice Assessment and 736
Voice-Related Outcome Appraisal in Patients Undergoing Thyroid Surgery.
(3/25/2003)

03-27001EX  Mulligan, Charles Ray Jr., MAJ MC. Lung Cancer Review: Walter Reed Experience Exempt
1990-2000. (7/8/2003)

03-27002EX  Mulligan, Charles Ray Jr., MAJ MC. Chest Injuries in Soldiers Involved in Exempt
Operation Enduring Freedom and Operation Iragi Freedom. (7/18/2003)

2080-99 Anderson, Jimie, CPT MC. Alteration in Colonic Motility Secondary to 89

Inflammatory Bowel Disease. (4/20/1999)

Neurosurgery Service

02-22001

Moquin, Ross R., CDR MC. Pre and Post-Surgical Evaluation of Gait in Patient with 535
L4/5 or L5/S1 Spondylolysis or Spondylolisthesis. (12/11/2001)
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03-22002NR  Armonda, Rocco, MAJ MC. The Clinical Use of NeuroformTM Microdelivery Stent 738
System, A Humanitarian Use Device, Number H020002. (2/25/2003)

03-22003 Moquin, Ross R., CDR MC. Creation of An ICDB-Based Registry for Clinical Care 739
on Military Patients with Spinal Cord and Spinal Column Injuries. (1/28/2003)

03-22004 Moquin, Ross R., CDR MC. Cage Instrumentation in Cervical Spine Surgeries: A 740
Critical Review of Over 100 Cases. (9/23/2003)

Ophthalmology Service

00-2301 Chun, Dal W., CPT MC. Evaluation of Digital Fundus Images as a Diagnostic 260
Method for Surveillance of Diabetic Retinopathy. (12/14/1999)

00-2302 Subramanian, Prem S., MAJ MC. Expression of Markers of Vascular Proliferation 262
in Human Choroidal Neovascular Membranes. (4/4/2000)

01-23001 Wagner, Melvin, CPT MC. Telemedical Examination of Eyelid Lesions: 373
Correlation of Remote Diagnosis with in Person Clinical Exam and Pathologic
Analysis. (4/3/2001)

01-2335-99a  Bower, Kraig, S., LTC MC. Night Vision Goggle and Night Firing Range 374
Performance After Myopic Excimer Laser Keratorefractive Surgery in U.S. Army
Personnel. (11/21/2000)

01-2335-99b  Bower, Kraig, S., LTC MC. Prospective Evaluation of Keratorefractive Surgery in 376
Army Aviator Trainee. (9/25/2001)

01-2335-99¢c  Bower, Kraig, S., LTC MC. Operational Assessment of Refractive Surgery for Rated 377
Army Aviators: A Prospective Evaluation. (9/25/2001)

03-23002 Hammond, Matthew D., CPT MC. Comparison of a Single Monocular Trial to 741
Repeated Monocular Pressure Measurements in Determining the Effectiveness of a
Topical Pressure-Lowering Medication. (11/26/2002)

03-23003 Dick, John S., COL MC. Accurate Diagnosis and Effective Management of 742
Vitreoretinal Lesions Usng Indirect Ophthalmoscopic Video Imaging. (4/15/2003)

03-23004 Thordsen, John E., MAJ MC. Effects of Brimonidine Tartrate Ophthalmic Solution 743
0.15% on Pupil Diameter in Normal Eyes. (6/24/2003)

03-23005 Hammond, Matthew D., CPT MC. In Vitro Susceptibility of Acanthamoeba Species 744
to WR99210, WR096268 and Analogues. (7/22/2003)

2335-99 Bower, Kraig, S., LTC MC. Initial Evalaution of Excimer Laser Keratorefractive 91
Surgery in U.S. Army Personnel. (4/20/1999)

Organ Transplant Service

2635-99 Kirk, Allan D., CDR MC. Monitoring for Donor-Specific Hyporesponsiveness 95
Following Renal and Pancreatic Allotransplantation. (6/22/1999)

2636-99 Kirk, Allan D., CDR MC. Live Donor Renal Donation for Allotransplantation. 97

(6/22/1999)
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26Ad-Ap2 Kirk, Allan D., CDR MC. Tolerance Induction Following Human Renal Admin
Transplantation Using Treatment with a Humanized Monoclonal Antibody Against
CD52 (Campth-1H). (11/19/1999)

26Ad-Ap3 Swanson, John S. I1l, LTC MC. Sirolimus Monotherapy to Optimized Activation Admin
Induced Cell Death (AICD) In Renal Transplants Following Depletion Induction with
Thymoglobulin. (9/5/2000)

26Ad-Ap5 Swanson, John S. Ill, LTC MC. Screening Protocol for Patients Needing a Kidney, Admin
Kidney-Pancreas, or Islet Cell Transplant. (7/24/2001)

Otolaryngology-Head & Neck Surgery Service

00-2509 Casler, John D., COL MC. The Determination of a Suitable Animal Model for Abey
Teaching Endoscopic Surgery of the Paraanasal Sinuses Based on CT Imagining,
Endoscopic Examination and Anatomical Skull Analysis. (9/5/2000)

01-32005 Casler, John D., COL MC. A Phase Ill, Multicenter, Randomized, Double-Blind, 405
Placebo-Controlled Study to Assess the Efficacy and Safety of Cevimeline in the
Treatment of Xerostomia to Radiation Therapy for Cancer in the Head and Neck
Region (Protocol 2011A-PRTO003). (7/24/2001)

01-3202 Battiata, Andrew, CPT MC. Does Oral Steroid Therapy After Tonsillectomy 404
Decrease Postoperative Pain and Morbidity? A Prospective, Double Blinded,
Placebo Controlled Analysis. (11/30/2000)

02-25002E Sanchez, Jose E, LCDR MC. Endoscopic Skull Base Surgery: An Integrated Exempt
Approach. (6/3/2002)

02-25003E Gillespie, Christina, CPT MC. Is the Genetic Mutation Associated with Familial Exempt
Mondini Malformation Actually a Previously Identified Dominant Mutation.
(6/26/2002)

02-32006 Bentley, Anthony A., LTC MC. Surgical Correction of the Incompetent Nasal 585

Valve - A Rhinometric Analysis. (10/9/2001)

02-32007 Brigger, Matthew, CPT MC. Mighty Mitomycin: Novel Use of Topical Mitomycin 586
to Prevent Middle Ear Adhesions in an Animal Model. (1/8/2002)

02-32008 Pazos, George A., LCDR MC. Investigation of Nasal Obstruction on the Outcome of 587
Home-Based and Hospital-Based Evaluations of Obstructive Sleep Apnea and
Snoring. (1/15/2002)

02-32009 McLeod, lan K., CPT MC. The Use of Intraoperative Rapid Parathyroid Hormone 588
Assay in Predicting Postoperative Hypocalcemia Following Total/Near-Total
Thyroidectomy. (1/29/2002)

02-32010 Winslow, Catherine P., MAJ MC. An Innovative Approach to Management of the 590
Aging Brow: Radiofrequency Avlation of Procerus and Corrugator Muscles.
(6/18/2002)

02-32011 Winslow, Catherine P., MAJ MC. The Transconjunctival Approach with Orbital 591

Septal Cauterization: An Anatomical Study. (6/18/2002)

03-25005EX  Bentley, Anthony A., LTC MC. Use of Alternative Medicine in Otolaryngology Exempt
Patients at a Major Military Medical Center. (8/28/2003)
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03-25006EX  Doolittle, Andrew, CPT MC. Endoscopic Skull-based Surgery, A Review of the Exempt
Walter Reed Otolaryngology Service. (9/5/2003)

03-32012 Winslow, Catherine P., MAJ MC. Prospective, Randomized, Double-Blinded 783
Comparison Study of Coblation and Coherent Ultra Pulse CO2 Laser Skin
Resurfacing Therapies. (10/22/2002)

03-32013 Bolger, William E., MD DAC. Gene Expression Analysis in Sinonasal Polyposis 784
and Anosmia. (2/25/2003)

03-32014 Melder, Patrick C., MAJ MC. Physiology and Safety Profile of Radio-Frequency 785
Ablation of Thyroid Tissue in Pigs (Sus scrofa domestica). (3/18/2003)

03-32015 Battiata, Andrew, CPT MC. EndoCDx: Evaulation of Pharyngeal and Laryngeal 786
Lesions with Computer-Assisted Analysis or Brush Biopsy Specimens. (5/13/2003)

03-32016 Battiata, Andrew, CPT MC. Detection of Precancerous and Cancerous Lesions of 787
the Oropharynx with OpCDx (Computer Assisted Analysis of Brush Biopsy
Specimens): A Multicenter Prospective Clinical Trial. (5/13/2003)

03-32017 Hoffmann, Michael A., LT MC. Utility of Cytoscan Model E-II for Intraoperative 788
Parathyroid Gland Identification: A Pilot Study. (7/29/2003)

03-32018 Bolger, William E., MD DAC. Characterization of Human Olfactory Ensheathing 789
Cells in Vitro. (9/9/2003)

Peripheral Vascular Surgery Service

00-2101 Goff, James M., LTC MC. Intraoperative Carotid Duplex: A Prospective Study of 256
the Clinical Significance of Residual Defects Following Carotid Endarterectomy.
(1/18/2000)

00-2102 Gillespie, David L., LTC MC. Clinical and Pathophysiologic Efficacy of SEPS the 258
Endoscopic Treatment of Incompetent Perforating Veins of the Lower Extremity in
Patients with Chronic Venous Insufficiency (CEAP Classes 4-6). (7/25/2000)

01-2101 O'Donnell, Sean D., LTC MC. Percutaneous Arterial Closure After Diagnostic and 372
Interventional Endovascular Procedures: A Prospective Randomized Evaluation of
the Perclose Device in Patients with Peripheral Vascular Disease. (10/24/2000)

02-21000E O'Donnell, Sean D., LTC MC. Popliteal Entrapment -- An Anatomical Review. Exempt
(2/15/2002)

02-21001E Wakefield, Matthew C, CPT MC. Re-evaluation of Carotid Duplex for Visual Exempt
Complaints: Who Really Needs to be Studied. (3/19/2002)

02-21002 Parker, Mary V., MAJ MC. Three-Dimensional Computed Tomography Versus 534
Avrteriography for Endovascular Aortic Graft Sizing. (11/20/2001)

03-21001EX  Johnson, Chatt A., MAJ MC. Indications and Outcomes for Stent Deployment in Exempt
Renal Artery Stenosis. (12/30/2002)

03-21003 Gillespie, David L., LTC MC. Is the Transforming Growth Facter-B Pathway 737

Disrupted in Dermal Fibroblasts from Patients with CEAP 2-6 Chronic Venous
Insufficiency?. (1/28/2003)
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2130-99 Gillespie, David L., LTC MC. Does Protease Gene Expression Vary by Location in 90
the Lower Extremity in Patients with Primary Varicose Veins or Chronic VVenous
Insufficiency as Compared to Controls?. (2/2/1999)

Plastic Surgery Service

02-29001 Jorgenson, Daniel S., COL MC. Breast Reduction in Physically Active Women: 581
Descriptive Report of Active Duty Army Soliders. (3/19/2002)

02-29002 Bonnecarrere, Emanuel, LTC MC. Mentor Adjunctive Study for Silicone Gel-Filled 582
Mammary Prostheses. (7/16/2002)

Urology Service

00-2801 McLeod, David G., COL MC. Mentor Saline Filled Testicular Prosthesis Adjunct 269
Study. (1/18/2000)

01-28001 Dean, Robert C., LTC MC. SWOG: S0000 -Selenium and Vitamin E Cancer 389
Prevention Trial (SELECT), Phase Il Study. (2/20/2001)

01-28002 McLeod, David G., COL MC. A Pilot Study to Evaluate the Safety and Feasibility 390
of Thermal Ablation with ThermoRodsTM for Residual Prostate Cancer Following
External Beam Radiation Therapy. (3/20/2001)

01-28003 McLeod, David G., COL MC. AMS002.2: Evaluation of the Safety and Tolerability =~ 391
of Transurethral Dehydrated Alcohol Injection for the Treatment of Benign Prostatic
Hyperplasia. (5/15/2001)

01-28004 Gancarczyk, Kevin, MAJ MC. An Exploratory Comparison Between Lemonade and 392
Potassium Citrate: The Impact on Urine pH and 24 Hour Urine Parameters.
(6/26/2001)

01-2857-98a  Moul, Judd W., COL MC. Outcome Comparison of Radical Prostaectomy 393

Pathologic Specimens. (5/1/2001)

01-2857-98b  Moul, Judd W., COL MC. Study of CPDR Multicenter Database to Develop 394
Nomograms on % of Positive Biopsy Cores, Gleason Sum, and Pre-Biopsy PSA to
Predict Pathologic Stage in Radical Prostatectomy Patients. (6/5/2001)

01-2857-98c  Moul, Judd W., COL MC. Development of Internet-Accessible Prediction Models 396
for Prostate Cancer Diagnosis, Treatment and Follow-up. (8/7/2001)

01-2871-98a  McLeod, David G., COL MC. Characterization of Novel Prostate Specific Gene, 397
PCGEML1. (2/20/2001)

01-2871-98b  McLeod, David G., COL MC. The Use of Transformed Prostate Cell Lines CPDR7, 399
CPDR8 and CPDR9 to Evaluate the Capacity of T Lymphocytes to Recognized
Prostate-derived Antigens. (4/10/2001)

01-2871-98c McLeod, David G., COL MC. Characterization of a Prostate Specific G-Protein 401
Coupled Receptor (PSGR) in Prostate Cancer. (8/7/2001)

02-01-28001a Moul, Judd W., COL MC. SO000A: Prevention of Alzheimer's Disease With Vitamin 475

E and Selenium (PREADVASE), Phase 111 Ancillary to S0000 - SELECT.
(7/30/2002)
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02-28007 Schenkman, Noah S., LTC MC. Mutiservice Laparoscopic Surgical Training in Pigs 555
(Sus scrofa domestica) Using the DaVinci Surgical System. (11/13/2001)

02-28008 McLeod, David G., COL MC. A Randomized, Double-Blind, Placebo-Controlled 556
Phase I11 Clinical Trial Evaluating DCVaxTM Prostate Autologous Dendritic Cells
Loaded with Recombinant Prostate Specific Membrane Antigen (rPSMA) for the
Treatment of Metastatic Hormone Refractory Prostate Cancer (Trial DC3-HRPC).
(2/12/2002)

02-28009 McLeod, David G., COL MC. An Open-Label, Multi-Center, Ascending, Single 557
Dose Study Investigating the Pharmacokinetics, Pharmacodynamics and Safety of
FE200486 in Prostate Cancer Patients - Protocol FE200486 CS06. (7/30/2002)

02-28010 McLeod, David G., COL MC. An Open-Label, Multi-Center, Extension Study 558
Investigating the long-Term Safety and Tolerability of Repeat Doses of FE200486 in
Prostate Cancer Patients - Protocol FE200486 CS06A. (7/30/2002)

02-28011 McLeod, David G., COL MC. An Open-Label Trial on the Effect of 1.VV. Zometa 4 559
mg on Bone Mineral Density in Hormone Sensitive Prostate Cancer Patients with
Bone Metastasis. (8/13/2002)

02-2801a McLeod, David G., COL MC. The Utility of Using Gene-Specific DNA 560
Hypermethylation Detectable in Serum as an Early Detection Molecular Marker of
Prostate Cancer. (4/18/2002)

02-2801b Moul, Judd W., COL MC. Clinical Study Protocol: FastPackTM FREE PSA 561
Immunoassay. (7/23/2002)

02-2801c Moul, Judd W., COL MC. Clinical Study Protocol: FastPackTM PSA 562
Immunoassay. (7/23/2002)

02-2857-98d  Moul, Judd W., COL MC. Assessing the Predictive Accuracy of Prostate Cancer 563
Prognostic Factors Using Traditional Statistical Methods and Artificial Neural
Networks. (10/2/2001)

02-2857-98e  Moul, Judd W., COL MC. Statistical Modeling Using Pre-Operative Prognostic 564
Variables in Predicting Extracapsular Extension, Positive Margins and Outcome After
Radical Prostatectomy for Prostatic: Retrospective Study using the CPRDR Prostate
Cancer Database. (10/9/2001)

02-2857-98f Moul, Judd W., COL MC. A Deterministic Computer Model of Prostate Cancer 566
Progression Following Radical Prostatecomy. (1/8/2002)

02-2857-98g  Moul, Judd W., COL MC. The Utility of Gene-Specific DNA Hypermethylation 567
Within Diagnostic Sextant Biopsies as an Early Detection Molecular Marker of
Prostate Cancer. (4/18/2002)

02-2857-98h  Moul, Judd W., COL MC. Evaluation of Gene-Specific DNA Hypermethylationasa 568
Molecular Marker to Predict Risk of Biochemical Recurrence Among Men with
Clinically Localized Prostate Cancer Who Undergo Radical Prostatectomy.
(5/7/2002)

02-2857-98i Taylor, John A., LCDR MC. Clinical Significance of Post Therapy PSA Detected by 570
Ultra Sensitive Assays in the Follow-up of Prostate Cancer (CaP). (6/4/2002)
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02-2857-98j Moul, Judd W., COL MC. Prostate Cancer Lifestyle Trial and CPDR Database 571
Comparison. (6/4/2002)

02-2857-98k  Moul, Judd W., COL MC. Assessment of Hormonal Therapy on Survival Benefit of 572
Prostate Cancer and Development of an Optimal Management System for Hormonal
Therapy. (9/24/2002)

02-2871-98d  Moul, Judd W., COL MC. Characterization of Novel Immortalized Primary Prostate 573
Cancer Cell Lines. (7/23/2002)

02-2871-98e  Moul, Judd W., COL MC. Serum Protein Patterns as Potential Diagnostic and 574
Prognostic Biomarkers for Prostate Cancer. (5/7/2002)

02-2871-98f Moul, Judd W., COL MC. Functional Characterization of Hespin, A 578
Transmembrane Serine Protease in Prostate Cancer. (7/23/2002)

02-2871-98g  Moul, Judd W., COL MC. Probing Mechanisms of p53 Regulation of Maspin 579
Expression in Prostate Cancer Cells. (8/20/2002)

02-2871-98h  Moul, Judd W., COL MC. PMEPAL, A Prostate Abundant-Androgen Regulated 580
Gene: Evaluation of Expression and Function in Prostate Cancer. (9/10/2002)

03-28007EX  Koff, Stacey, CPT MC. Water Induced Thermotherapy for the Treatment of Benign ~ Exempt
Prostatic Hyperplasia and Urinary Retention. (10/18/2002)

03-28008EX  Kaoff, Stacey, CPT MC. Are nomograms to predict pathologic stage in prostate Exempt
applicable to a single surgeon?. (5/14/2003)

03-28012 Dean, Robert C., LTC MC. Fertility of Men Born by Breech Delivery. (12/3/2002) 760

03-28013 Moul, Judd W., COL MC. Evaluation of a 15 Minute PSA Test for the Detection 761
and Monitoring of Prostate Cancer. (1/7/2003)

03-28014 Jezior, James, LTC MC. Mechanical Oral Bowel Preparation for Urinary Diversion 762
Surgery: A Prospective Evaluation of Patients and Surgeon Satisfaction. (1/14/2003)

03-28015 Moul, Judd W., COL MC. A Randomized Trial of Radical Prostatectomy Versus 763
Brachytherapy for Patients with T1c or TG2a NO MO Prostate Cancer Protocol
Z0070. (1/28/2003)

03-28016 McLeod, David G., COL MC. Prostate Cancer Quality of Life Questionnaire. 764
(2/412003)

03-28017 Moul, Judd W., COL MC. Establishment of a Blood-Serum/Plasma Bank from 765
Patients with Prostate Cancer, Benign Prostate Conditions, and Healthy Men: A
Master Banking Protocol. (2/11/2003)

03-28017a Moul, Judd W., COL MC. A Comprehensive Program for the Validation of Prostate 766
Cancer Early Detection with Novel Protein Identification Techniques: Phase I:
Synchronization of SELDI Instruments and Validation of Robotic Sample
Processing. (9/9/2003)

03-28018 Moul, Judd W., COL MC. Health-Related Quality of Life in Patients with Low Risk, 767

Localized Prostate Cancer Randomized to Radical Prostatectomy or Brachytherapy
Protocol Z0071. (2/11/2003)
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03-28019

03-28020

03-28021

03-28022

03-28023

03-28024

03-28025

03-28026

03-2857-98k

03-2857-98I

03-2857-98m

03-2857-98n

03-2857-980

03-2871-98h

McLeod, David G., COL MC. Breast Volume Measurements in Men Receiving
Antiandrogen Treatment for Rising PSA. (2/25/2003)

McLeod, David G., COL MC. A Randomized, Double-Blind, Placebo Controlled
Trial of Immunotherapy with Autologous Antigen-Loaded Dendritic Cells
(ProvengeTM) for Asymptomatic Metastatic Hormone-Refractory Prostate Cancer
(D9902). (2/25/2003)

McLeod, David G., COL MC. A Randomized, Double-Blind, Placebo-Controlled,
Parallel Group Study of the Efficacy and Safety of Dutasterid 0.5mg Administered
Once Daily for Four Years to Reduce the Risk of Biopsy-Detectable Prostate Cancer.
(3/25/2003)

Brassell, Stephen A., CPT MC. Urine Protein Patterns as Potential Diagnostic
Biomarker for Urolithiasis. (4/1/2003)

McLeod, David G., COL MC. A Phase Il, Open Label, Single Arm Trial with
Cryopreserved Autologous Antigen-Loaded Dendritic Cells (ProvengeTM,
APCB8015F) for Hormone-Refractory Prostate Cancer Patients with Objective Disease
Progression (Protocol D9903). (4/8/2003)

McLeod, David G., COL MC. Phase lib, Multicenter, Randomized, Double-Blind,
Placebo-Controlled Trial to Assess the Safety and Efficacy of MPC-7869 in Delaying
the Systemic Progression of Prostate Cancer in Patients with Intermediate to High
Risk of Recurrence with Rising Prostate Specific Antigen (PSA) Levels after
Prostatectomy, Prostatectomy and Radiotherapy, or Radiotherapy Alone for
Localized Disease (With Amendments #01 and 02. (4/22/2003)

McLeod, David G., COL MC. An Open Label, Single Arm Trial of Immunotherapy
with Autologous Antigen Presenting Cells Loaded with PA2021 (APC8015F) for
Subjects with Objective Disease Progression and Disease-Related Pain on Protocol
D9902 Part B. (9/16/2003)

McLeod, David G., COL MC. Study of the Efficacy and Safety of the Mentor Soft-
Solid Testicular Prosthesis (SSTP). (9/30/2003)

Koff, Stacey, CPT MC. Benign Glands at the Margin of Radical Prostatectomy
Specimens: Is this T2 or T3 Disease?. (3/18/2003)

Brassell, Stephen A., CPT MC. PSA Density, PSA Velocity, and Free PSA as
Predictors of Tumor Volume, Pathologic Stage, and Recurrence of. (3/18/2003)

Moul, Judd W., COL MC. The Influence of Obesity on Perioperative and
Postoperative Morbidity Associated with Radical Prostatectomy. (5/6/2003)

Moul, Judd W., COL MC. Relationship Between Prior Vasectomy and the Incidence
and Clinical Characteristics of Prostate Cancer. (5/6/2003)

Moul, Judd W., COL MC. Multicenter Retrospective Review of the Use of Watchful
Waiting in an Equal-Access Health Care System. (5/6/2003)

Moul, Judd W., COL MC. Integration of Biomarkers and Clinical Factors for Early
Detection of Metastatic Prostate Cancer. (7/22/2003)
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2801 McLeod, David G., COL MC. Establishment of a Serum Bank for the Future 99
Detection of New Prostate Cancer Markers in Serum of Patients with Prostate Cancer,
Benign Prostate Conditions, and no Prostate Disease. (12/6/1994)

2804 Schenkman, Noah S., LTC MC. Medical Therapy in Benign Prostatic Hyperplasia: 100
Full-Scale Trial. (1/31/1995)

2809 McLeod, David G., COL MC. Multi-Center Prospective Cohort Study to Evaluate 102
the Safety and Effectiveness of the American Medical Systems (AMS) Ambicor TM
Inflatable Penile Prostheses. (8/29/1995)

2812 McLeod, David G., COL MC. A Randomized Double-Blind Comparative Trial of 103
Bicalutamide (Casodex TM) Versus Placebo in Patients with Early Prostate Cancer.
(11/28/1995)

2813 Moul, Judd W., COL MC. A Phase Il Study to Determine the Effects of Finasteride 104

and Flutamide on Patients with Rising PSA's who Have had Radical Prostatectomy,
Radiation, or Cryoablation Treatment for Localized, Primary Prostate Cancer.
(2/27/1996)

2827 Moul, Judd W., COL MC. A Phase Il Study to Determine the Effect of Flutamide on 105
Patients with Rising PSA's Who Have Had Radical Prostatectomy, Radiation or
Cryoablation Treatment for Localized Primary Prostate Cancer. (1/28/1997)

2834 Moul, Judd W., COL MC. Retrospective Review of Three-Dimensional (3D) 106
Computerized Tumor Volume Determination in Radical Prostatectomy Specimens
from Black and White Patients. (11/24/1997)

2836 Moul, Judd W., COL MC. Three-Dimensional, Ultrasonic Visualization Prostate 107
Cancer. (11/25/1997)

2837 McLeod, David G., COL MC. NPCP 2200 A Comparison of Leuprolide with 108
Leuprolide and Flutamide in Previously Untreated Patients with Clinical Stage D2
Cancer of the Prostate. (2/26/1985)

2840-98 McLeod, David G., COL MC. Agent Orange Exposure in Vietnam Veterans and the 110
Risks of Prostate Cancer. (2/10/1998)

2854-98 McLeod, David G., COL MC. ECOG EST 3886 Randomized Phase 11l Evaluation 111
of Hormonal Therapy Vs. Observation in Patients with Stage D1 Adenocarcinoma of
the Prostate Following Pelvic Lymphadenectomy and Radical Prostatectomy.
(2/5/1998)

2857-98 Moul, Judd W., COL MC. Multicenter Prostate Cancer Database for the Center for 112
Prostate Disease Research (CPDR) with Patterns of Care, Outcomes, and Prognostic
Analysis. (5/26/1998)

2859-98 McLeod, David G., COL MC. SWOG 8894 A Comparison of Bilateral 120
Orchiectomy with or without Flutamide for the Treatment of Patients with
Histologically Confirmed Stage D2 Prostate Cancer. (2/5/1998)

2861-98 McLeod, David G., COL MC. ECOG P-Z887 A Phase | Study of Intravesical 121
Tumor Necrosis Factor in the Treatment of Superficial Bladder Cancer. (2/5/1998)
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2864-98 Moul, Judd W., COL MC. ECOG EST 9887 A Phase Il Trial of Treatment of 122
Pathologic Stage C Carcinoma of the Prostate with Adjuvant Radiotherapy.
(2/5/1998)

2871-98 McLeod, David G., COL MC. Creation of a Tissue Library for the Molecular 123
Biologic Study of Patients with Prostate Cancer. (7/21/1998)

2873-98 Dean, Robert C., LTC MC. Macroscopic and Microscopic Anatomy of the Arterial 130
Supply to the Human Vas Deferens. (8/11/1998)

2877-98 McLeod, David G., COL MC. Study of the Safety and Effectiveness of the Mentor 131
Saline-Filled Testicular Prosthesis. (9/1/1998)

2881-99 Moul, Judd W., COL MC. Retrospective Study of the CPDR Prostate Cancer 132
Database to Perform Statistical Modeling Using Pre-Treatment Prognostic Variables
in Predicting Disease Progress After Radiotherapy for Clinically Localized Prostate
Cancer. (10/29/1998)

2883-99 Siegel, Timothy, MAJ MC. Cyclosporine Treatment and the Effect on Post 133
Vasovasostomy Semen Parameters in the Lewis Rat. (11/3/1998)

2887-99 Dean, Robert C., LTC MC. ALZA Overactive Bladder Registry Design Document. 134
(6/8/1999)

2889-99 Moul, Judd W., COL MC. Radical Prostatectomy of Prostate Cancer Patient and 135
Circulating Cancer Cell Test
(CCCT). (7/27/1999)

2890-99 Dean, Robert C., LTC MC. Creation of A Prospective and Retrospective Database 136
of Patients Evaluated and Treated for Urinary Incontinence. (8/24/1999)

2893-99 Moul, Judd W., COL MC. #VCL 1102-203: Phase Il Study Evaluating the Safety 137
and Efficacy of Leuvectin Immunotherapy for the Treatment of Locally Recurrent
Prostate Cancer Following Radiation Therapy (and Amendment 1). (8/31/1999)

2894-99 Schenkman, Noah S., LTC MC. Database of Urinary Stone Patients. (9/7/1999) 139

Deployment Health Clinical Center

02-89003 Engel, Charles C., LTC MC. A Randomized Clinical Trial of Cognitive-Behavioral 661
Treatment for PTSD in Women. (10/16/2001)

02-89004 Liu, Xian, PhD DoD. Veterans Status and Health and Mortality in Older Americans. 663
(1/22/2002)

02-89005 Engel, Charles C., LTC MC. Use of Focus Groups to Develop Background 665
Information in Support of Health-e VOICE: A Web-Based Clinical Risk
Communication Distance-Learning Tool. (2/12/2002)

02-89006 Engel, Charles C., LTC MC. Brief Cognitive-Behavioral Treatment for Victims of 667
Mass Violence. (6/25/2002)

03-89008EX  Engel, Charles C., LTC MC. Presentation of Operation Solace Clinical Assessment  Exempt

Tool Data Collected and Analyzed for Clinical and Program Management.
(1/14/2003)
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8900-99 Engel, Charles C., LTC MC. Antibiotic Treatment of Gulf War Veterans' IlInessess. 220
(3/23/1999)

8901-99 Engel, Charles C., LTC MC. A Randomized, Multi-Center, Controlled Trial of 222
Multi-Modal Therapy in Veterans with Gulf War Illnesses. (3/23/1999)

Dewitt Army Community Hospital

02-83002E Saguil, Aaron, CPT MC. The Role of Research in Influencing the Discussion of Exempt
Spiritual Beliefs and Practices with Family Practice Patients. (4/15/2002)

02-83003E Saguil, Aaron, CPT MC. Travel Requirements of Physicians in Sports Medicine Exempt
Fellowship Programs. (6/10/2002)

Fort Knox, KY

00-8101 Dunn, Sheryl L., MAJ MS. A Prospective Study to Evaluate the Testing of 296
Individual Donor Units from Voluntary Blood Donations for the Presence of HIV-
1/HCV RNA. (6/20/2000)

02-81003 Angelo, John, LTC MC. Evaluation of Problem-Knowledge Couplers in the Military 652
Health System. (3/26/2002)

Landstuhl Regional Medical Center

00-8502 Schneider, Brett J., CPT MC. Tele-Psychiatry in the Division: A Study of 299
Diagnostic Reliability and Cost Benefits using Desktop VTC. (7/18/2000)

00-8503 Schissel, Daniel, MAJ MC. Genetic Investigations of Pseudofolliculitis Barbae, 301
PFB, in United States Armed Forces. (8/15/2000)

00-8504 Hess, Todd D., LTC MC. Racial Differences in Central Corneal Thickness Between 306
Caucasian and African-American Subjects. (9/19/2000)

02-85005 Driscoll, Dennis M., LTC AN. Nursing's Retention of Trauma Resuscitation Skills. 653
(11/13/2001)

02-85006 Ramirez, Haby I., CPT MS. Remote Armed Forces Tele-ocular Health: A Pilot 654
Study. (5/28/2002)

03-85007 Criner, Judy A., MAJ AN. An Exploratory Study of the Psychosocial Effects of 823
Stress Urinary Incontinence and Coping Strategies Among Military Women.
(3/18/2003)

03-85008 Gray, Susan A., DAC. Perceptions of Splint Wear Between Two Splints in Person 824
with Hand Injury. (6/5/2003)

Nutrition Care Directorate

03-93001 Mobley, Stacey Lloyd, 2LT SP. Changes in Nutritional Status of Hospitalized 829
Patients: Implications Toward Clinical Outcomes. (4/1/2003)

Outside

03-85000EX  Braun, LoRanne, CPT MC. Diagnosis and Treatment of Otitis Media at Heidelberg ~ Exempt

Army Hospital. (2/19/2003)
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PENTAGON
02-90001NR  Erickson, Ralph Loren, LTC MC. Pentagon Post-Disaster Health Assessment 669

(PPDHA). (10/4/2001)

Telemedicine Directorate

01-87001 Jacobs, Mark, MA DoD. The Comparison of Digital Camera Running Gait Analysis 460
to the Telemedicine Consult System: A Pilot Study. (5/29/2001)

02-87001E Abbott, Kevin C., LTC MC. Walter Reed Army Medical Center's Web-based Exempt
Electronic Health Portal. (9/23/2002)

02-87002 Poropatich, Ronald, COL MC. User Needs Assessment and Usability Studies of 656
Personal Digital Assistants (PDASs) in Clinical Practice. (2/19/2002)

02-87003 Troutman, Cathy, LTC MS. Benchmark Usability Study of Personal Digital 658
Assistants (PDASs) in Clinical Practice, Participatory Design and Visioning.
(4/16/2002)

02-87004 Marin, Raul, LTC MC. Neuromuscular Rehabilitation Via Telebiofeedback as a 660
Portal for Home Care. (4/30/2002)

8700 Schenkman, Noah S., LTC MC. Evaluation of Telesurgical/Robotic Presence. 214
(11/25/1997)

8701-98 Bower, Kraig, S., LTC MC. Clinical Evaluation of a High Resolution Digitized 215

Stereo Video Slit Lamp for Use in Teleophthalmology. (7/14/1998)

WRAIR

03-17022EX  Rechter, Shana, RN DAC. Collection and analysis of Department of Defense critical Exempt
care patient data from the Walter Reed Army Medical Center in order to evaluate the
feasibility of intensive care unit monitoring for surveillance of infectious disease
outbreaks and early detection of bioterroism threats in the National Capitol Area
(NCA). (1/9/2003)
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BAMC - DEPARTMENT OF BEHAVIORAL MEDICINE

Malone, RD, DM Benedek, RG Carr : Occupational psychiatry services in a military setting. Mil Med,
167(12):982-985, 2002 December.

DEPARTMENT OF ALLERGY-IMMUNOLOGY

Ales, NC, JN Hershey, GM Glushko, NE Aronson, RK Katial : The correlation between delayed type
hypersensitivity, CD4 cell count, viral load, and highly active antiretroviral therapy. Ann of Allergy,
Asthma, & Immunology, 90(1):162 (abstract P170), 2003 January.

Collura-Burke, C, B Speller-Brown, LJ Smith, MR Nelson, HJ Schmidt : Asthma education and its effect
on quality of life. J Allergy Clin Immunology, 111(3):S176 (abstract 431), 2003 February.

Collura-Burke, C, B Speller-Brown, LJ Smith, MR Nelson, HJ Schmidt : Asthma education and its effect
on quality of life. Annual Meeting of the Association of Uniformed Allergists & Immunologists, Denver
CO, 2003 March.

Collura-Burke, C, B Speller-Brown, LJ Smith, MR Nelson, HJ Schmidt : Asthma education and its effect
on quality of life (Poster). Annual Meeting of the Association of Uniformed Allergists & Immunologists,
Denver CO, 2003 March.

Enger, RIM : Immunization. Immune-Based Therapies, Allergy & Immunology Medical Knowledge Self-
Assessment Program, 3rd edition, American Academy of Allergy, Asthma, and Immunology, 5:, 2003.

Engler, RJ : Advanced Topics on Medical Defense Against Biological and Chemical Agents - Vaccines
Against Biological Warfare Agents (Live Broadcast). Clinical experience with anthrax and smallpox
vaccines, 2003 March.

Engler, RJ : Adverse reactions to alternative medication. World Allergy Organization, Vancouver BC
Canada, 2003 September.

Engler, RJ : Adverse reactions to vaccines for prevention of infectious diseases. World Allergy
Organization, Vancouver BC Canada, 2003 September.

Engler, RJ : Are Routine Immunizations Really Safe?. WSAAI (Western Society of Allergy, Asthma, and
Immunology), Maui HI, 2003 January.

Engler, RJ : Bio-terrorism - relevance to the practice of allergy. World Allergy Organization, VVancouver
BC Canada, 2003 September.

Engler, RJ : Cutaneous Immune Disease - One Puzzle, Two Approaches - An Old Foe Becomes a New
Threat - Historical Lessons of Smallpox. AAD/AAAAL, New York NY, 2003 September.

Engler, RJ : From Anthrax to Smallpox - Bioterrorism & Vaccines, New Challenges for the Allergist-
Immunologist. SWAF, EAC, and TAAIS, Puerto Vallarta Mexico, 2003 January.

Engler, RJ : Grand Rounds. National Jewish Center for Respiratory Medicine, University of Colorado
Health Science Center. The Children's Hospital, Denver CO, 2003 September.

Engler, RJ : Immunization Update. ACAAI Fellow-In-Training Board Review Information, 2003
September.

Engler, RJ : Natural Pandemics - A Training Ground For Coping With Bioterrorism?. WSAAI (Western
Society of Allergy, Asthma, and Immunology), Maui HI, 2003 January.
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Engler, RJ : Perspectives and lessons learned - The military smallpox vaccine program. Johns-Hopkins
University, 2003 April.

Engler, RJ : Screening for Other Important Risk Factors. DOD Smallpox Preparedness Conference, Crystal
City VA, 2002 October-November.

Engler, RJ : Smallpox Vaccine - From Medical Exemptions to Adverse Events - New Challenges for the
Allergist-Immunologist. 5th Annual Allergy for the Allergist Meeting, San Antonio TX, 2003 April.

Engler, RJ : The Bad Aspects of Vaccination. TMA/TAAIS Allergy Track Session, TexMed 2003, San
Antonio TX, 2003 April.

Engler, RJ : Vaccinations in support of Homeland Defense. West TX Homeland Defense Symposium,
Dyess AFB 7th Medical Group, Dyess AFB TX, 2003 April.

Engler, RIM : Alternative and Complementary Therapy for Allergic Disease. Allergy and Clinical
Immunology, Medical Knowledge Self-Assessment Program, 3rd edition, American Academy of Allergy,
Asthma, and Immunology, 4:, 2003.

Engler, RIM : Asthma. Allergy & Immunology Medical Knowledge Self-Assessment Program, 3rd edition,
American Academy of Allergy, Asthma, and Immunology, 2:, 2003.

Engler, RIM : Other Pulmonary Disorders. Allergy & Immunology Medical Knowledge Self-Assessment
Program, 3rd edition, American Academy of Allergy, Asthma, and Immunology, 3:, 2003.

Engler, RM : Update on Immunizations. Current Views in Allergy & Immunology Correspondence Course,
Medical College of Georgia School of Medicine, 2002 November.

Katial, RK : Cockroach allergy. Immunol Allergy Clin North America, 23(3):483-499, 2003 August.

Katial, RK : Diagnostic Laboratory Immunology. Allergy & Immunology Medical Knowledge Self-
Assessment Program, 3rd edition, American Academy of Allergy, Asthma, and Immunology, 7:, 2003.

Kim, TT, BL Martin, JN Hershey, RJ Engler : Range of smallpox vaccine site reactions on day 6 to 8
following immunization - To “Take” or not to “Take”. 2003 Military Allergy Program, 17th Annual Harold
S. Nelson Allergy-Immunology Symposium, 2003 March.

Kim, TT, BL Martin, JN Hershey, RJM Engler : Range of smallpox vaccine site reactions on day 6 to 8
following immunization - To “Take” or not to “Take”. Quarterly Meeting of Washington Area Allergists &
Immunologists, NIH, 2003 February.

Kim, TT, BL Martin, JN Hershey, RJM Engler : Range of smallpox vaccine site reactions on day 6 to 8
following immunization - To “Take” or not to “Take”. Annual Meeting of the Association of Uniformed
Allergists & Immunologists, Denver CO, 2003 March.

Klote, MM, BL Martin, J Hershey, S Kosisky, R Katial : Prescriber adaptations to our emerging
understanding of allergy immunotherapy. Annual Meeting of the Association of Uniformed Allergists &
Immunologists, Denver CO, 2003 March.

Klote, MM, G Ludwig : Oropharyngeal vaccinia virus presence after smallpox vaccination. 2003 Military
Allergy Program, 17th Annual Harold S. Nelson Allergy-Immunology Symposium, 2003 March.

Klote, MM, G Ludwig, J Hershey, D Hack, L Black, RIM Engler, B Martin : Oropharyngeal vaccinia virus
presence after smallpox vaccination. Quarterly Meeting of Washington Area Allergists & Immunologists,
2003 February.
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Klote, MM, G Ludwig, J Hershey, D Hack, L Black, RJM Engler, B Martin : Oropharyngeal vaccinia virus
presence after smallpox vaccination. Annual Meeting of the Association of Uniformed Allergists &
Immunologists, Denver CO, 2003 March.

Klote, MM, S Kosisky, J Hershey, B Martin, R Katial : Prescriber adaptations to our emerging
understanding of allergy immunotherapy. 2003 Military Allergy Program, 17th Annual Harold S. Nelson
Allergy-Immunology Symposium, 2003 March.

Kosisky, SE : Aerobiology and aeroallergens. Immunization/Allergy Specialty Course, Washington DC,

2003 March.

Martin, BL : An overview of multi-media - manipulating an image. Workshop on "A primer on how to
make multi-media presentations”, Annual Meeting of the American Academy of Allergy, Asthma, and
Immunology, Denver CO, 2003 March.

Martin, BL : Sports Dyspnea/EIB. Annual Meeting of the American Osteopathic Association, Las Vegas
NV, 2002 October.

Martin, BL : Using photographs and images in your presentations. Workshop on "The use of presentation

graphics to enhance your presentations - Beginners Session”, Annual Meeting of the American Academy of

Allergy, Asthma, and Immunology, Denver CO, 2003 March.

Martin, BL, MR Nelson : The allergist’s role in homeland defense - clinical considerations in the use of
vaccines for biodefense. Annual Meeting of the American Osteopathic Association, Las Vegas NV, 2002

October.

Martin, BL, MR Nelson, JN Hershey, RIM Engler : Adverse reactions to vaccines. Clin Rev Allergy
Immunol, 24(3):263-276, 2003 June.

Mikita, C, SA Norton, MR Nelson, RIM Engler : Cutaneous reactions after smallpox vaccination. Quarterly

Meeting of Washington Area Allergists & Immunologists, NIH, 2003 February.

Mikita, C, SA Norton, MR Nelson, RJM Engler : Cutaneous reactions after smallpox vaccination. Annual
Meeting of the Association of Uniformed Allergists & Immunologists, 2003 March.

Mikita, C, SA Norton, MR Nelson, RIJM Engler : Cutaneous reactions after smallpox vaccination. Citywide

Washington Allergists Meeting, NIH, 2003 February.

Mikita, CP, SA Norton, MR Nelson, RJ Engler : Cutaneous reactions after smallpox vaccinations. 2003
Military Allergy Program, 17th Annual Harold S. Nelson Allergy-Immunology Symposium, 2003 March.

Nelson, MR : Bioterrorism vaccines - Special Lecture Series for the Medical Academic Advancement
Program. University of Virginia School of Medicine, Charlottesville VA, 2003 July.

Nelson, MR : Presentation of cases focused on anthrax and smallpox vaccine candidates - Screening and
risk assessment. Workshop on "Vaccine Safety Concerns and the Allergist - From Asthma and Atopic
Dermatitis to Multiple Sclerosis”, Annual Meeting of the American Academy of Allergy, Asthma, and
Immunology, Denver CO, 2003 March.

Nelson, MR : The Walter Reed smallpox immunization program. Hackensack University Medical Center,
Hackensack NJ, 2003 April.

Smith, LJ : Hot topics in pediatric allergy, asthma and immunology - Year-in-Review Session. Annual
Meeting of the American Academy of Allergy, Asthma, and Immunology, Denver CO, 2003 March.

Yacovone, MA, P Powers, R Katial : Primary autoimmune neutropenia associated with endocrinopathy. J
Allergy Clin Immunology, 111(3):S318 (abstract 999), 2003 February.
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Yacovone, MA, P Powers, R Katial : Primary autoimmune neutropenia associated with endocrinopathy.
Annual Meeting of the Association of Uniformed Allergists & Immunologists, Denver CO, 2003 March.

Yacovone, MA, P Powers, R Katial : Primary autoimmune neutropenia associated with endocrinopathy
(Poster). Annual Meeting of the American Academy of Allergy, Asthma, and Immunology, Denver CO,
2003 March.

DEPARTMENT OF CLINICAL INVESTIGATION

Eccles, TG, A Patel, A Verma, D Nicholson, Y Lukes, RM Tuttle, GL Francis : Erythropoietin and the
erythropoietin receptor are expressed by papillary thyroid carcinoma from children and adolescents -
Expression of erythropoietin receptor might be a favorable prognostic indicator. Ann Clin Lab Sci,
33(4):411-422, 2003 Fall.

Marin, R, S Davis, C Christ, J Choi, R Howard, R Henderson, J Keais, C Quick : Neuromuscular
rehabilitation via telebiofeedback as a portal for home care. Telemed J E-Health, 9(Suppl1):S-77, 2003.

Oliver, JD I11, JL Atkins, JL Schooley, ER Morris, L Ma, TB Bentley, MB Pamnani : Interstitial
concentrations during hemorrhagic shock. Phoenix AZ, 2003 June.

Rojkind, M, J Dominguez-Rosales, P Greenwel : Pathophysiology of liver fibrosis - The role of oxidative
stress. American Gastroenterological Association, Clinical Symposium, Orlando FL, 2003 May.

Rojkind, M, JA Dominguez-Rosales, N Nieto, P Greenwel : Role of hydrogen peroxide and oxidative stress
in healing responses. Cell Mol Life Sci, 59(11):1872-1891, 2002 November.

Schaefer, B, AM Rivas-Estilla, N Meraz-Cruz, MA Reyes-Romero, ZH Hernandez-Nazara, JA Dominguez-
Rosales, D Schuppan, P Greenwel, M Rojkind : Reciprocal modulation of matrix metalloproteinase-13 and
type I collagen genes in rat hepatic stellate cells. Am J Pathol, 162(6):1771-1780, 2003 June.

Sjogren, M : Immunization and the decline of viral hepatitis as a cause of acute liver failure. Hepatology,
38(3):554-556, 2003 September.

Sjogren, M, K Holtzmuller, M Smith, R Sjogren : Sustained antiviral response with consensus interferon
plus ribavirin or interferon alfa-2b plus ribavirin in treatment-naive subjects with chronic hepatitis C. 53rd
Annual Liver Meeting of the American Association for the Study of Liver Disease, Boston MA, 2002
November.

DEPARTMENT OF MEDICINE
Cardiology Service

Abbott, KC, FC Trespalacios, AJ Taylor, LY Agodoa : Atrial fibrillation in chronic dialysis patients in the
United States: risk factors for hospitalization and mortality. BMC Nephrology, 4(1):1, 2003 January.

Abbott, KC, JC Reynolds, AJ Taylor, LY Agodoa : Hospitalized atrial fibrillation after renal transplantation
in the United States. Am J Transplantation, 3:1-6, 2003.

Bautista, L, AJ Taylor, JE Atwood, PG O'Malley : Association between C-reactive protein and
hypertension among low cardiovascular risk subjects. Circulation, 107(7):7001e, 2003.

Bautista, L, AJ Taylor, JE Atwood, PG O'Malley : Association between C-reactive protein and
hypertension among low cardiovascular risk subjects. 43rd Annual AHA Conference on Cardiovascular
Disease Epidemiology and Prevention, Miami FL, 2003 March.

Bodhidatta, L, N Vithayasai, B Eimpokalapr, C Pitarangsi, O Serichantalergs, DW Isenbarger : Bacterial
enteric pathogens in children with acute dysentery in Thailand: increasing importance of quinolone-resistant
Campylobacter. Southeast Asian J Trop Med Public Health, 33(4):752-757, 2002 December.
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Calagan, JL, S Thomas, T Bigott, M Vernalis : Complications in anticoagulation patients using self-testing  Presentation
or remote interactive monitoring. American Telemedicine Association 2003 Annual Meeting, 2003 April.

Cho, S, JE Atwood : Peripheral Edema. Am J Med, 113(7):580-586, 2002 November. Publication

Halsell, JS, JR Riddle, JE Atwood, P Gardner, G Poland, GC Gray, S Ostroff, RE Eckart, DR Hospenthal, Publication
RL Gibson, JD Grabenstein, MK Arness, DN Tornberg, et al : Myopericarditis following smallpox
vaccination among vaccinia-naive U.S. military personnel. JAMA, 289:3282-3289, 2003.

Hartman, AB, Il Essiet, DW Isenbarger, LE Lindler : Epidemiology of Tetracycline Resistance Publication
Determinants in Shigella spp. and Enteroinvasive Escherichia coli: Characterization and Dissemination of
tet(A)-1. J Clin Microbiol, 41(3):1023-1032, 2003 March.

Hunt, ME, PG O'Malley, | Feuerstein, AJ Taylor : The metabolic “score” predicts subclinical Publication
atherosclerosis independent of fasting serum LDL: Evidence supporting inclusion of the metabolic
syndrome as a component within the NCEP ATP Ill Guidelines. Coron Artery Dis, 14:317-322, 2003.

Kaul, S, DD Watson, X Wang : Incremental value of cardiac imaging in patients presenting to the Abstract
emergency department with chest pain and without ST-segment elevation: A multicenter study. J Am Coll
Cardiol, 41:411A, 2003.

Kaul, S, R Senior, C Firschke, X Wang, J Lindner, F Villanueva, M Kontos, S Firoozan, A Taylor : Abstract
Myocardial contrast echocardiography in acute coronary syndromes: A multicenter US-Europe study.
Circulation, 106(19):11-675, 2002 November.

Kent, SM, LC Coyle, PJ Flaherty, TT Markwood, AJ Taylor : Carotid atherosclerosis regression is directly ~ Abstract
related to extent of LDL-C reduction. American Heart Association Annual Scientific Sessions, Chicago IL,
2002 November.

Kent, SM, LC Coyle, PJ Flaherty, TT Markwood, AJ Taylor : Carotid atherosclerosis regression is directly ~ Abstract
related to extent of LDL-C reduction. Circulation, 106(19):11-45, 2002 November.

Kent, SM, PJ Flaherty, LC Coyle, TT Markwood, AJ Taylor : The effect of atorvastatin and pravastatinon  Publication
serum C-reactive protein. Am Heart J, 145(2):e8, 2003 February.

Lee, B, JE Atwood : Images in medicine ventricular aneurysm. N Engl J Med, 348:918, 2002 (FY03). Publication

Lee, TC, PG O'Malley, I Feuerstein, AJ Taylor : The prevalence and severity of coronary artery Publication
calcification on coronary artery computed tomography in black and white subjects. J Am Coll Cardiol,
41(1):39-44, 2003 January.

Lee, TC, PG O'Malley, IM Feuerstein, AJ Taylor : The prevalence and severity of coronary artery Publication
calcification on electron beam computed tomography in black and white subjects. J Am Coll Cardiol, 41:39-
44, 2003.

Marshall, D, E Walizer, M Vernalis : Gender differences in C-reactive protein with intensive lifestyle Abstract
interventions in patients with or at-risk for coronary artery disease. Circulation, 107(e150), 2003.

Marshall, D, M Vernalis, E Walizer, C Arthur, G Northrup, M Kashani, T Darst, E Turner, M Walker, R Abstract
Greene, A Gadhia-Smith, S Sundstrom : Early efficacy of intensive lifestyle change in patients with or at
risk for coronary artery disease. Circulation, 107(e7001):33, 2003.

Marshall, D, M Vernalis, E Walizer, C Arthur, G Northrup, M Kashani, T Darst, E Turner, M Walker, R Abstract
Greene, A Gadhia-Smith, S Sundstrom, S Tulin : Early efficacy of intensive lifestyle change in patients with

or at risk for coronary artery disease. Preventive Cardiovascular Nurses Association 2003 Syllabus, 100,

2003.
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Myers, J, JE Atwood, VF Froelicher : Active lifestyle and diabetes. Circulation, 107:2392-2394, 2003.

O'Malley, PG, IM Feuerstein, AJ Taylor : Anatomic screening with electron beam tomography does not
enhance cardiovascular risk reduction in primary prevention: A randomized, double-blind, controlled trial
comparing intensive case management to usual care, with or without EBT. Circulation, 106(19)11-743, 2002
November.

O'Malley, PG, IM Feuerstein, AJ Taylor : Impact of electron beam tomography, with or without case
management, on motivation, behavioral change, and cardiovascular risk profile: A randomized controlled
trial. JAMA, 289:2215-2223, 2003.

Sanders, JW, DW lsenbarger, SE Walz, LW Pang, DA Scott, C Tamminga, BA Oyofo, WC Hewitson, JL
Sanchez, C Pitarangsi, P Echeverria, DR Tribble : An observational clinic-based study of diarrheal illness
in deployed United States military personnel in Thailand: presentation and outcome of campylobacter
infection. Am J Trop Med Hyg, 67(5):533-538, 2002 November.

Singh, SN, BN Singh, DJ Reda, CL Frye, MD Ezekowitz, RD Fletcher, SC Sharma, JE Atwood, AK
Jacobson, HD Lewis Jr., EM Antman, RH Falk, B Lopez, XC Tang : Comparison of sotalol versus
amiodarone in maintaining stability of sinus rhythm in patients with atrial fibrillation. Am J Cardiol,
92(4):468-472, 2003.

Taylor, AJ : Controversies in cardiology - CT plaque imaging, a waste of time?. American College of
Physicians, Army Chapter, Annual Meeting, Crystal City VA, 2002 November.

Taylor, AJ : Atherosclerosis imaging to detect and monitor cardiovascular risk. Am J Cardiol, 90(10 Suppl
3):L8-L11, 2002 November.

Taylor, AJ, J Carrow, D Bell, J Bindeman, T Watkins, T Lehmann, S Bhattarai, H Wong, PG O'Malley :
Validation of the MEDFICTS dietary questionnaire: A clinical tool to assess adherence to American Heart
Association dietary fat intake guidelines. Nutrition Journal, 2:4, 2003.

Taylor, AJ, JE Udelson, CN Bairey Merz : Executive Summary - Can atherosclerosis imaging techniques
improve the detection of patients at risk for ischemic heart disease?. J Am Coll Cardiol, 41:1860-1862,
2003.

Taylor, AJ, R Virmani : Coronary anomalies. Cardiology, 2nd edition, Crawford and Dimarco, Mosby
London, 2003.

Trespalacios, FC, AJ Taylor, LY Agodoa, GL Bakris, KC Abbott : Heart failure as a cause for
hospitalization in chronic dialysis patients. Am J Kidney Dis, 41(6):1267-1277, 2003 June.

Unknown : Atherosclerosis progression as a marker of cardiovascular risk - Supporting evidence. Robert
Detrano Atherosclerosis Imaging Symposium, Chicago IL, 2003 March.

Unknown : Atherosclerotic burden by CT and magnetic resonance imaging, Moderator of Poster Session.
American College of Cardiology, Annual Scientific Session, Chicago IL, 2003 April.

Unknown : Can atherosclerosis imaging improve the detection of patients at risk for coronary heart
disease?. Bethesda Conference #34, American College of Cardiology, Annual Scientific Session, Chicago
IL, 2003 April.

Unknown : The pathology of atherosclerosis relevant to imaging - What can we detect in plaque that
matters?. International Task Force for the Prevention of Cardiovascular Disease, Scuol Switzerland, 2003
February.

Unknown : The population impact of atherosclerosis imaging. Society of Atherosclerosis Imaging
Education Seminar, American Heart Association Meeting, Chicago IL, 2002 November.
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Vernalis, M : Therapeutic lifestyle change to reduce coronary heart disease and coronary artery disease risk.

Uniformed University of the Health Sciences, Bethesda MD, 2003 April.

Vernalis, M, D Marshall : Obesity and cardiovascular disease in the military population. NHLBI Obesity
Workshop, Bethesda MD, 2003 March.

Vernalis, M, D Marshall, E Walizer, G Northrup, M Kashani, T Darst, R Greene, E Turner, M Walker, S
Sunstrom, A Gadhia-Smith : Early efficacy of intensive lifestyle change in patients with or at risk for
coronary artery disease. Army ACP Annual Meeting, Arlington VA, 2002 (FY03).

Vernalis, M, D Marshall, E Walizer, R Greene, S Sundstrom, A Gadhia-Smith : Does gender affect the
benefit of stress management in an Ornish lifestyle modification program?. Army ACP Annual Meeting,
Arlington VA, 2002 November.

Villines, TC, C Hatzigeorgiou, | Feuerstein, PG O'Malley, AJ Taylor : Vitamin K intake and coronary
calcification. Arterioscler Thromb Vasc Biol, 23:a12, 2003.

Walizer, E, M Vernalis, D Marshall, R Greene, S Sundstrom, A Gadhia-Smith : Does gender affect the
benefit of stress management in an Ornish lifestyle modification program?. Preventive Cardiovascular
Nurses Association 2003 Syllabus, 98, 2003.

Yue, P, JE Atwood, VF Froelicher : Watch the P-wave - It can change. Chest, 124:424-426, 2003.

Dermatology Service

Auerbach, MJ, RJ Willard : Pathologic quiz case - A 23-year-old man with a solitary red calf lesion. Arch
Pathol Lab Med, 127:6265-266, 2003.

Bessinger, GT, TD Conologue, SJ Krivda, GW Turiansky : Violaceous plaques in a patient with acquired
immunodeficiency syndrome. Arch Dermatol, 139(2):215-220, 2003 February.

Carucci, JA, TW McGovern, SA Norton, CR Daniel, BE Elewski, S Fallon-Friedlander, BD Lushniak, JS
Taylor, K Warschaw, RG Wheeland : Cutaneous anthrax management algorithm. J Am Acad Dermatol,
47:766-769, 2002 November.

Coots, NV : Non-availability statement waivers and the issues of clinical competency. The Medical Corps
Consultants Variance Conference, San Antonio TX, 2003 September.

Coots, NV : Planning for MEDCAP missions. Military Medicine Section, The National Medical
Association Annual Scientific Assembly, Philadelphia PA, 2003 August.

Coots, NV : Ricin and the toxin weapons. Combined session of the Dermatology and Military Medicine
sections, The National Medical Association Annual Scientific Assembly, Philadelphia PA, 2003 August.

Creel, NB, GW Turiansky : Cutaneous sarcoidosis in herpes zoster scars. The Gross and Microscopic
Dermatology Symposium, American Academy of Dermatology Meeting, San Francisco CA, 2003 March.

Darling, TN : Allelic deletion of the TSC2 gene in tuberous sclerosis skin tumors and cultured stromal cells.

Doris Duke Charitable Foundation Clinical Scientist Meeting, Newport RI, 2002 November-December.

Darling, TN : Hyperphosphorylation of P70S6K and ribosomal protein S6 in tuberous sclerosis skin tumors
is inhibited by rapamycin. USMCI 3rd Annual Scientific Colloquium, 2003 September.

Darling, TN : Oncogenes and Tumor Suppressor Genes in Disease. American Academy of Dermatology,
San Francisco CA, 2003 March.

Darling, TN : Skin care for children and adults with proteus syndrome. Proteus Syndrome Foundation
Conference, Workshop Leader, NIH, Bethesda MD, 2002 October.
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Darling, TN : Three vignettes. Society for Investigative Dermatology 2003 Resident Retreat for Future
Physician-Scientists, Arlie Center, Warrenton VA, 2003 June.

Darling, TN : Tuberous sclerosis in adults. D.C. Dermatological Society, Bethesda MD, 2003 April.

Dolan, CK, MA Hall, GW Turiansky : Secondary erythermalgia in an HIV-1positive patient. AIDS Reader,
13:91-93, 2003.

Egan, CA, Z Lazarova, TN Darling, C Yee, KB Yancey : Anti-epiligrin cicatricial pemphigoid - Clinical
findings, immunopathogenesis, and significant associations. Medicine (Baltimore), 82:177-186, 2003.

Greenway, H, KL Maggio : Mohs micrographic surgery and cutaneous oncology. Surgery of the Skin (ed.
Robinson JK, Hanke CW, Siegel DM, Sengelmann RD) Elsevier, London, UK, 2003.

Kinsley-Scott, TR, SA Norton : Useful plants of dermatology - VII Cinchona and antimalarials. J Am Acad
Dermatol, 49:499-502, 2003.

Kupres, KA, SJ Krivda, GW Turiansky : Numerous asymptomatic facial papules and multiple pulmonary
cysts - A case of Birt-Hogg-Dube syndrome. Cutis, 72:127-131, 2003.

Lee, AJ, SA Norton : The scars of smallpox. Arch Dermatol, 139(3):279-280, 2003 March.

Maggio, KL : Evaluation of Apligraf conditioned media topical preparation (Revitix) in laser resurfacing.

Scripps Clinic,

La Jolla CA, 2002-2003.

Maggio, KL : How good are we at diagnosing melanoma?. Melanoma 2003 Course, UCSD, Scripps Clinic,
La Jolla CA, 2003 January.

Maggio, KL : Melanoma 2003 - An Update. Grand Rounds, Scripps Green Hospital, La Jolla CA, 2003

March.

Maggio, KL : Skin Flaps Laboratory Session. Superficial Anatomy and Cutaneous Surgery Clinical
Conference, La Jolla CA, 2003 July.

Maino, KL, GW Turiansky : Porphyria cutanea tarda in end stage renal failure. The Gross and Microscopic
Dermatology Symposium, American Academy of Dermatology Meeting, San Francisco CA, 2003 March.

Meyerle, J : Superficial acral fibromyxoma of the index finger. Southern Medical Association Conference,
2002 November.

Meyerle, JH, GW Turiansky : Cytomegalovirus infection involving a chronic perianal ulcer in a patient with

AIDS. The Gross and Microscopic Dermatology Symposium, American Academy of Dermatology
Meeting, San Francisco CA, 2003 March.

Murphy, ME, GW Turiansky : Onchocerciasis in a traveler to Cameroon. The Gross and Microscopic
Dermatology Symposium, American Academy of Dermatology Meeting, San Francisco CA, 2003 March.

Murphy, ME, J Boyer, J Zitelli : The surgical management of the Spitz Nevus. American College of Mohs
Micrographic Surgery and Oncology, American Society of Dermatologic Surgery National Meeting,
Chicago IL, 2002 October.

Murphy, ME, JD Boyer, ME Stashower, JA Zitelli : The surgical management of Spitz nevi. Dermatol
Surg, 28:1065-1069, 2002 November.

Norton, SA : Botanical dermatology. Grand Rounds, Dartmouth University, Department of Dermatology,

2002 October.
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Norton, SA : Cultural Dermatology. American Academy of Dermatology Annual Meeting, New Orleans
LA, 2003 March.

Norton, SA : Dermatologic contraindications to smallpox. Department of Defense Smallpox Readiness
Conference, Crystal City VA, 2002 November.

Norton, SA : Skin signs of political violence. Colorado Dermatology Society Annual Meeting, Denver CO,
2002 October.

Norton, SA : Smallpox and smallpox vaccination. Massachusetts Academy of Dermatology Annual
Meeting, Groton CT, 2002 October.

Norton, SA : Smallpox and smallpox vaccination. Grand Rounds, Duke University, Department of
Dermatology, 2003 April.

Norton, SA : Candy's dandy but cantharidin's quicker. Arch Dermatol, 138:1378, 2002 October.

Olsen, EA, WF Bergfeld, G Cotsarelis, VH Price, A Solomon, LC Sperling, et al : Summary of North
American Hair Research Society sponsored workshop on cicatricial alopecia. J Am Acad Dermatol, 48:103-
110, 2003.

Schulz-Butulis, BA : Acne vulgaris, acne variants, and acne rosacea. Rader Health Clinic, Fort Myers VA,
2003 April.

Schulz-Butulis, SA : Follicular disorders. Practical Dermatology for Primary Care Providers Symposium,
USUHS, Bethesda MD, 2003 May.

Schulze, RA, RJ Willard, GW Turiansky : Chronic palmar ulcer - A case of epithelioid sarcoma. Int J
Dermatol, 41(12):908-910, 2002 December.

Schwartz, J, SA Norton : Useful plants of dermatology - VI The may apple (Podophyllum). J Am Acad
Dermatol, 47:774-775, 2002 November.

Shepherd, M : Psychocutaneous Medicine. Basic and Clinical Dermatology, vol. 25, Marcel Dekker, Inc.,
New York, 2003.

Shepherd, ME : Coding in dermatology. 27th Annual Uniformed Services Dermatology Seminar, San
Diego CA, 2003 August.

Smalling, CR, GW Turiansky : Segmental neurofibromatosis - Type I. The Gross and Microscopic
Dermatology Symposium, American Academy of Dermatology Meeting, San Francisco CA, 2003 March.

Sperling, LC : Dermatology A-Z. USU Family Practice Review Course, A Capital Conference, 2003 June.
Sperling, LC : Title not available. AFIP Dermatopathology Review Course, 2003 May.

Sperling, LC : Title not available. 27th Annual Uniformed Services Dermatology Seminar, San Diego CA,
2003 August.

Sperling, LC : Title not available. The Gross and Microscopic Dermatology Symposium, American
Academy of Dermatology Meeting, San Francisco CA, 2003 March.

Sperling, LC : An Atlas of Hair Pathology with Clinical Correlations. The Parthenon Publishing Group,
New York, 2003.

Sperling, LC, JJ DiGiovanna : “Curly” wood and tiger tails - An explanation for light and dark banding with
polarization in trichothiodystrophy. Arch Dermatol, 139:1189-1192, 2003.
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Takeuchi, F, J Wang, J Moss, TN Darling : Hyperphosphorylation of p70S6K and ribosomal protein S6 in
tuberous sclerosis skin tumors is inhibited by rapamycin. J Invest Dermatol, 121(1):A164, 2003.

Takeuchi, F, J Wang, J Moss, TN Darling : Hyperphosphorylation of p70S6K and ribosomal protein S6 in
tuberous sclerosis skin tumors is inhibited by rapamycin. Society for Investigative Dermatology, Miami
Beach FL, 2003 April-May.

Toro, JR, S Sanchez, GW Turiansky, A Blauvelt : Topical cidofovir for the treatment of dermatologic
conditions: verruca, condyloma, intraepithelial, neoplasia, herpes simplex, and its potential use in smallpox.
Dermatol Clin, 21:301-309, 2003.

Turiansky, GW : Common dermatological conditions. DiLorenzo Tricare Health Clinic, Pentagon, 2003
February.

Turiansky, GW : Common dermatological conditions of the face and hands (Part 11). Rader Health Clinic,
Fort Myers VA, 2003 February.

Turiansky, GW : Cutaneous manifestations of HIV-1 infection before and after the advent of HAART.
American Academy of Dermatology Summer ACADEMY 2003 Meeting, Focus Session, Hyatt Regency,
Chicago IL, 2003 July.

Turiansky, GW : Dermatoses in HIV-1 Disease. US-Ukraine HIVV/AIDS 2002 International web-based
UDL Program, 2002 December.

Vogel, J, C Yee, TN Darling : Application of molecular biology to the study of skin. Dermatology
(Bolognia, Jorizzso, and Rapini, eds) 1st ed, Harcourt Health Sciences, London, 2003.

Willard, RJ, MJD Auerbach : Targetoid hemosiderotic hemangioma. The Gross and Microscopic
Dermatology Symposium, American Academy of Dermatology Meeting, San Francisco CA, 2003 March.

Endocrine-Metabolic Service

Abbott, KC, VJ Bernet, LY Agodoa, CM Yuan : Diabetic ketoacidosis and hyperglycemic hyperosmolar
syndrome after renal transplantation in the United States. BMC Endocr Disord, 3(1):1, 2003 March.

Bernet, VJ, AD Filmore, EJ Gorak, RC Myhand : A case of Type 2 Diabetes Mellitus and insulin resistance
associated with congenital dyserythropoietic anemia. 85th Annual Meeting of The Endocrine Society,
Philadelphia PA, 2003 June.

Bernet, VJ, J Anderson, Y Vaishnav, B Solomon, CF Adair, M Saji, KD Burman, HB Burch, MD Ringel :
Determination of galectin-3 messenger ribonucleic acid overexpression in papillary thyroid cancer by
quantitative reverse transcription-polymerase chain reaction (RT-PCR). J Clin Endocrinol Metab,
87(10):4792-4796, 2002 October.

Braga, M, N Walpert, HB Burch, BL Solomon, DS Cooper : The effect of methimazole on cure rates after
radioiodine treatment for graves’ hyperthyroidism — a randomized clinical trial. Thyroid, 12:135-139, 2002
(FY03).

Burch, HB : Consultative Endocrinology - Preface to Issue. Endocrinol Metab Clinics of North Am,
32(2):xi-xiii, 2003 June.

Burch, HB, VJ Bernet, FR Plotkin, CF McCord, RS Howard, BL Solomon, WP Magdycz, SC Craig :
Graves disease in a US Army Special Forces Group. JAMA, 288(23):2975-2976, 2002 December.

Bursell, S, P Conlin, M Horton, R Vigersky, A Cavallerano, LM Aiello : The Joslin Vision Network picture
archiving and communication system (PACS) for eye health care. Diabetes Technology Society Annual
Meeting, 2002 October.
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Gaitonde, D, R Vigersky : Clinical and biochemical features of a 48,XXYY male. Endocrine Society
Annual Meeting, Philadelphia PA, 2003 June.

Glister, B, RA Vigersky : Peri-operative management of patients with Type 1 diabetes mellitus -
Consultative Endocrinology, Endocrine Clinics of North America. Burch, H. (ed.), 32:1-27, 2003 June.

Langley, R, HB Burch : Peri-operative management of thyrotoxicosis - Consultative Endocrinology,
Endocrine Clinics of North America. Burch, H. (ed.), 32(2):519-534, 2003 June.

Langley, R, R Bridwell, J Montilla, C Shriver, VJ Bernet : 99mTc-Depreotide scintigraphy and 18 F-
Fluorodeoxyglucose (FDG) PET for the localization of persistent metastatic papillary thyroid carcinoma -
A case report. 75th Annual Meeting of the American Thyroid Association, 2003 September.

McMahon, J, D Gaitonde, R Vigersky : Macroprolactinoma and severe hypogonadism - A case report.
Army-American College of Physicians, Arlington VA, 2002 November.

Ringel, MD, E Hardy, VJ Bernet, HB Burch, F Schuppert, KD Burman, M Saji : Metastin receptor is
overexpressed in papillary thyroid cancer and activates MAP kinase and Akt in thyroid cancer cells. J Clin
Endocrinol Metab, 87:2399-2402, 2002 October.

Rizza, R, RA Vigersky, HW Rodbard, PW Ladenson, WF Young Jr., MI Surks, R Kahn, PF Hogan : A
model to determine the workforce needs for endocrinologists until 2020. J Clin Endocrinol Metab, 88:1979-
2003, 2003.

Stocker, DJ : Management of the Bariatric Surgery Patient - Endocrinology and Metabolism Clinics of
North America. Burch, H. (ed.), 32(2):437-457, 2003 June.

Stocker, DJ, AJ Taylor, RW Langley, RS Howard, RA Vigersky : Comparison of Rosiglitazone vs.
Metformin on markers of coronary heart disease in patients with Type 2 Diabetes Mellitus. Diabetes Metab,
29(2):45341-342, 2003 August.

Stocker, DJ, AJ Taylor, RW Langley, RS Howard, RA Vigersky : Comparison of rosiglitazone vs.
metformin on markers of coronary heart disease in patients with Type 2 Diabetes Mellitus (poster).
International Diabetes Foundation (IDF) Congress, Paris France, 2003 August.

Stocker, DJ, AJ Taylor, RW Langley, RS Howard, RA Vigersky : Rosiglitazone vs. Metformin -
Comparison on markers of coronary heart disease (CHD) in patients with Type 2 Diabetes Mellitus. The
Endocrine Society National Meeting, Philadelphia PA, 2003 June.

Stocker, DJ, HB Burch : Thyroid cancer yield in patients with Graves Disease. Minerva Endocrinologica,
28(3), 2003 September.

Stocker, DJ, SS Foster, BL Solomon, CD Shriver, HB Burch : Thyroid cancer yield in patients with Graves’
Disease selected for surgery on the basis of “cold” scintiscan defects. Thyroid, 12:305-311, 2002 (FY03).

Stocker, DJ, WF Kelly, TM Fitzpatrick, VVJ Bernet, HB Burch : Bilateral external laryngoceles following
radioactive iodine ablation for Graves’ Disease. Archives Intern Med, 162(17):2007-2009, 2002 (FY03).

Vigersky, R : PC-SPES - An “Alternative” prostate cancer treatment causes adverse effects on thyroid
hormone homeostasis. Endocrine Society Annual Meeting, Philadelphia PA, 2003 June.

Vigersky, R, T Anderson, A Filmore, D Thomas-Wharton, L Novak, 1J Heltzel, D Smith, C Kessler, RS
Galen : The use of telemedicine in the management of poorly controlled patients with Diabetes Mellitus.
Endocrine Society Annual Meeting, Philadelphia PA, 2003 June.

Vigersky, RA : PC-SPES causes adverse effects on thyroid hormone homeostasis - A case report. Army-
American College of Physicians, Arlington VA, 2002 November.
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Vigersky, RA, E Hanson, E McDonough, T Rapp, J Pajak, RS Galen : A wireless diabetes management and
communication system. Diabetes Technology and Therapeutics, 5:695-702, 2003.

Vigersky, RA, E Hanson, E McDonough, T Rapp, RS Galen : A wireless diabetes management and
communication system. Telemed and E-Health, 8:265, 2002 (FY03).

Vigersky, RA, E Hanson, E McDonough, T Rapp, RS Galen : A wireless diabetes management and
communication system. Diabetes Technology Society Annual Meeting, 2002 October.

Gastroenterology Service

Cash, BD : Functional dyspepsia. Medscape Gastroenterol. Expert Column, 2002 December.
Cash, BD : Update on PPIs. Medscape Gastroenterol. Conference Summary, 2002 November.

Cash, BD, PS Schoenfeld, AP Flood, DA Lieberman : Colorectal cancer screening in asymptomatic,
average risk females: is age 50 the proper starting point? (poster). 67th Annual Meeting of the American
College of Gastroenterology, Seattle WA, 2002 October.

Cash, BD, PS Schoenfeld, D Rex : An evidence-based medicine approach to studies of diagnostic tests.
Clin Gastroenterol Hepatol, 1:136-144, 2003.

Cash, BD, WD Chey : Diagnostic tests in irritable bowel syndrome patients. Dig Health Matters, 12:5-8,
2003 Spring.

Cossentino, MJ, C Maydonovitch, L Belle, RKH Wong : The effect of baclofen on patients with
gastroesophageal reflux disease: a prospective, double-blind, placebo-controlled study. Gastroenterology,
124(4 Suppl 1):A-226, 2003.

Cossentino, MJ, C Maydonovitch, L Belle, RKH Wong : The effect of baclofen on patients with
gastroesophageal reflux disease: a prospective, double-blind, placebo-controlled study. Dig Disease Week,
Orlando FL, 2003 May.

Cossentino, MJ, RK Wong : Barrett's esophagus and risk of esophageal adenocarcinoma. Semin
Gastrointest Dis, 14(3):128-135, 2003 July.

deLorimer, AJ, W Byrd, ER Hall, WM Vaughn, D Tang, ZJ Roberts, CE McQueen, FJ Cassels : Murine
antibody response to intranasally administered enterotoxigenic Escherichia coli colonization factor CS6.
Vaccine, 21:2548-2555, 2003.

Dunaway, PM, JJ Napierkowski, CL Maydonovich, JL Lee, RK Vartanian, H Yang, LS Belle, RK Wong :
Does acute acid exposure followed by normalization of intraesophageal pH affect surrogate markers in
Barrett’s epithelium?. Dig Disease Week, Orlando FL, 2003 May.

Dunaway, PM, JJ Napierkowski, CL Maydonovitch, JL Lee, RK Vartanian, H Yang, LS Belle, RK Wong :
Does acute acid exposure followed by normalization of intraesophageal pH affect surrogate markers in
Barrett’s epithelium?. Gastroenterology, 124(4 Suppl 1):A-641, 2003.

Duncan, M, J Grossman, A Zigler, H Moskovitz, C Maydonovich, K Holtzmuller, R Wong : Hyperspectral
imaging (HIS): a new approach to identifying mucosal irregularities. Dig Disease Week, Orlando FL, 2003
May.

Duncan, M, J Grossman, A Zigler, H Moskovitz, C Maydonovitch, K Holtzmuller, R Wong :
Hyperspectral imaging (HIS): A new approach to identifying mucosal irregularities. Gastrointest Endosc,
57(5):AB178 abstract T1467, 2003.
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Duncan, M, J Grossmann, A Zigler, H Moskovitz, C Maydonovitch, K Holtzmuller, RKH Wong :
Hyperspectral imaging (HIS) - A new approach to identifying mucosal irregularities. Dig Disease Week,
Orlando FL, 2003 May.

Duncan, MB, MT Smith : An unusual case of colonic lymphoma presenting as a diminutive colon polyp.
Army Regional ACP-ASIM Meeting, Crystal City, VA, 2002 November.

Duncan, MB, MT Smith : An unusual case of colonic lymphoma presenting as a diminutive colon polyp
(poster). 67th Annual Meeting of the American College of Gastroenterology, Seattle WA, 2002 October.

Esmat, G, AM Abouzied, F Abdel-Aziz, MK Mohamed, M Adel-Hamid, MS ElIRaziky, SA Ismail, KR
Zalata, NN Mikhail, A Fix, T Strickland, MH Sjogren : Treatment with peg-interferon alfa-2b (PEG-IFN)
plus ribavirin compared to interferon alfa-2b (IFN alfa-2b) plus ribavirin on subjects with chronic hepatitis
C infected with genotype 4 (poster). 53rd Annual Liver Meeting of the American Association for the Study
of Liver Disease, Boston MA, 2002 November.

Frizzell, E, KC Holtzmuller, B Fileta, D Nicholson, M Lewin-Smith, E Ladich, L Rabin, C Specht, MH
Sjogren, FG Mullick : The timing of Hepatitis C seroconversion in a cohort of United States Military Gulf
War veterans (GWVS). Army Regional ACP-ASIM Meeting, Crystal City, VA, 2002 November.

Happe, MR, JA Eastone, JW Kikendall, RKH Wong : An unusual cause of acute dysphagia and chest pain
in a young healthy female. Army Regional ACP-ASIM Meeting, Crystal City, VA, 2002 November.

Happe, MR, PA Woodworth : Meckel's diverticulum in an adult gastrointestinal bleed. Am J Surg,
186(2):132-133, 2003 August.

Holtzmuller, KC : Approach to the liver mass. Gl Grand Rounds, University of Texas at San Antonio, San
Antonio TX, 2003 February.

Holtzmuller, KC : Diagnosing liver masses in the 21st century. Walter Reed Gastroenterology Symposium,
Tyson's Corner VA, 2003 March.

Holtzmuller, KC : Hepatitis Update. Fort Bragg NC, 2003 February.
Holtzmuller, KC : Hepatitis Update. DDEAMC Grand Rounds, 2002 Fall.

Holtzmuller, KC : Hepatitis Update 2003. 12th Annual Capital Conference - A Family Practice Board
Review, Andrews AFB MD, 2003 June.

Holtzmuller, KC : Liver - Board Type Questions. William M. Steinberg's Board Review in
Gastroenterology, Alexandria VA, 2002 October.

Holtzmuller, KC, E Frizzell, B Fileta, et al : The timing of hepatitis C seroconversion in a cohort of US
military Gulf War veterans. Hepatology, 36:553A, 2002 (FY03).

Hwang, I, J-HR Choi, PJ Pickhardt, JH Smith, JA Butler, RKH Wong : Virtual colonoscopy - A
multicentered screening study of military beneficiaries (poster). 67th Annual Meeting of the American
College of Gastroenterology, Seattle WA, 2002 October.

Hwang, I, JR Choi, PJ Pickhardt, JH Smith, JA Butler, WR Schindler, RKH Wong : Virtual colonoscopy -
A multicentered screening study of military beneficiaries. 67th Annual Meeting of the American College of
Gastroenterology, Seattle WA, 2002 October.

Hwang, |, TB Calvit, BD Cash, KC Holtzmuller : Bell’s palsy - A rare complication of interferon therapy
for Hepatitis C (poster). 67th Annual Meeting of the American College of Gastroenterology, Seattle WA,
2002 October.
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Hwang, I, TR Boal, SD Kennedy, RK Poropatich, KC Holtzmuller : Telehepatitis: validation of desktop
videoteleconferencing (VTC) system at 384 kb connectivity for the evaluation of patients with chronic liver
disease. Gastroenterology, 124(4 Suppl 1):A-556, 2003.

Hwang, I, TR Boal, SD Kennedy, RK Poropatich, KC Holtzmuller : Telehepatitis: validation of desktop
videoteleconferencing (VTC) system at 384 kb connectivity for the evaluation of patients with chronic liver
disease. Dig Disease Week, Orlando FL, 2003 May.

Jensen, D, et al : Demographics, risk factors, and outcomes of peptic ulcer hemorrhage in the US - Results
of a large multicenter study. DDW, 03:101908, FY not submitted.

Jensen, D, et al : Incidence of erosive esophagitis in a long-term study of patients with h. pylori eradication
for ulcer hemorrhage. DDW, 03:101828, FY not submitted.

Jensen, D, et al : Prevention of ulcer hemorrhage by h. pylori eradication. DDW, 03:101837, FY not
submitted.

Jensen, DM, T Savides, M Sitzer, H Frankl, K Esrason, S Hamamah, A Lee, Faigel, S Ho, R Wong, et al :
Prevention of ulcer hemorrhage by H. pylori eradication. Gastroenterology, 124(4 Suppl 1):A-16, 2003.

Jensen, DM, T Savides, M Sitzer, H Frankl, K Esrason, S Hamamah, A Lee, D Faigel, S Ho, R Wong, et al
: Demographics, risk factors, and outcomes of peptic ulcer hemorrhage in the United States - Results of a
large multicenter study. Gastroenterology, 124(4 Suppl 1):A-17, 2003.

Jensen, DM, T Savides, M Sitzer, H Frankl, K Esrason, S Hamamah, A Lee, D Faigel, S Ho, R Wong, et al
: Incidence of erosive esophagitis in a long-term study of patients with H. pylori eradication for ulcer
hemorrhage. Gastroenterology, 124(4 Suppl 1):A-413, 2003.

Jensen, DM, T Savides, M Sitzer, H Frankl, K Esrason, S Hamamah, A Lee, D Faigel, S Ho, R Wong, et al
: Demographics, risk factors, and outcomes of peptic ulcer hemorrhage in the United States - Results of a
large multicenter study. Dig Disease Week, Orlando FL, 2003 May.

Jensen, DM, T Savides, M Sitzer, H Frankl, K Esrason, S Hamamah, A Lee, D Faigel, S Ho, R Wong, et al
: Incidence of erosive esophagitis in a long-term study of patients with H. pylori eradication for ulcer
hemorrhage. Dig Disease Week, Orlando FL, 2003 May.

Jensen, DM, T Savides, M Sitzer, H Frankl, K Esrason, S Hamamah, A Lee, D Faigel, S Ho, R Wong, et al
: Prevention of ulcer hemorrhage by H. pylori eradication. Dig Disease Week, Orlando FL, 2003 May.

Katz, DE, AJ deLorimier, MK Wolf, ER Hall, FJ Cassels, JE vanHamont, RL Newcomer, MA Davachi,
DN Taylor, CE McQueen : Oral immunization of adult volunteers with microencapsulated enterotoxigenic
escheridia coli (ETEC) CS6 antigen. Vaccine, 21(5-6):341-346, 2003 January.

Lawitz, EJ, NS Bala, S Becker, G Brown, M Davis, R Dhar, KP Ganeshappa, S Gordon, K Holtzmuller, et
al : Pegylated interferon alfa 2b and ribavirin for hepatitis C patients who were nonresponders to previous
therapy (poster). Dig Disease Week, Orlando FL, DDW American Gastroenterology Association, 2003
May.

Lee, JS, FM Moses : Endoscope disinfection and quality assurance practice patterns, SGNA Daily Course
Syllabus 3. 30th Annual Course, SGNA National Meeting, Atlanta GA, 2003 May.

Lee, JS, FM Moses : Current Gl Endoscope Disinfection and Quality Assurance Practice Patterns (poster).
30th Annual Course, SGNA National Meeting, Atlanta GA, 2003 May.

Matsumoto, C, SJ Swanson, LY Agodoa, KC Holtmuller, KC Abbott : Hospitalized gastrointestinal
bleeding and procedures after renal transplantation in the United States. J Nephrol, 16(1):49-56, 2003
January-February.
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Moses, FM, J Lee : Surveillance cultures to monitor quality of gastrointestinal endoscope reprocessing. Am  Publication
J Gastroenterol, 98(Jan):77-81, 2003.

Mulhall, BP, B Nelson, L Rogers, RK Wong : Herpetic esophagitis and intractable hiccups (singultus) inan  Publication
immunocompetent patient. Gastrointest Endosc, 57(6):796-797, 2003 May.

Mulhall, BP, J Eastone, J Butler, P Schoenfeld : Incidence of advanced adenomas during early surveillance  Presentation
colonoscopy among patients with multiple or advanced adenomas at index colonoscopy. Army Regional
ACP-ASIM Meeting, Crystal City, VA, 2002 November.

Mulhall, BP, JP Ong, ZM Younossi : Non-alcoholic fatty liver disease: an overview. J Gastroenterol Publication
Hepatol, 17(11):1136-143, 2002 November.

Mulhall, BP, RK Wong : Infectious esophagitis. Curr Treat Options Gastroenterol, 6(1):55-70, 2003 Publication
February.

Mulhall, BP, RKJ Wong : Cost-effectiveness of screening for Barrett’s esophagus in all patients presenting  Presentation
for upper endoscopy (poster). 67th Annual Meeting of the American College of Gastroenterology, Seattle
WA, 2002 October.

Napierkowski, J : Cytomegalovirus (CMV) infection presenting as a polypoid colonic mass. Army Regional Presentation
ACP-ASIM Meeting, Crystal City, VA, 2002 November.

Napierkowski, J, C Maydonovitch, L Belle, WT Brand Jr., K Holtzmuller : Wireless capsule endoscopy Abstract
(WCE): a review of community gastroenterology experience. Gastrointest Endosc, 57(5):AB118 abstract
S$1527, 2003.

Napierkowski, J, C Maydonovitch, L Belle, WT Brand Jr., K Holtzmuller : Wireless capsule endoscopy Presentation
(WCE): a review of community gastroenterology experience. Dig Disease Week, Orlando FL, 2003 May.

Napierkowski, J, RK Wong : Natalizumab - A new hope for Crohn's disease?. Am J Gastroenterol, Publication
98(5):1197-1199, 2003 May.

Napierkowski, JJ, DS Sachar, M Cumings, K Kaplan, RK Wong : Image of the month - Cytomegalovirus Publication
(CMV) colitis. Gastroenterology, 125(1):8,281, 2003 July.

Napierkowski, JJ, DS Sachar, MD Cumings, RKH Wong : Cytomegalovirus (CMV) infection presenting as  Presentation
a polypoid colonic mass (poster). 67th Annual Meeting of the American College of Gastroenterology,
Seattle WA, 2002 October.

Pfeiffer, R, L McShane, M Wargovich, R Burt, W Kikendall, M Lawson, E Lanza, A Schatzkin : The effect Publication
of a low-fat, high fiber, fruit and vegetable intervention on rectal mucusal proliferation. Cancer, 98(6):1161-
1168, 2003 September.

Sachar, DS, R Narayan, JW Song, HC Lee, TA Klein : Hantavirus infection in an active duty U.S. Army Publication
solder stationed in Seoul Korea. Mil Med, 168(3):231-233, 2003 March.

Schoenfeld, P, J Shad, E Ormseth, W Coyle, B Cash, J Butler, W Schindler, WJ Kikendall, C Furlong, L Publication
Sobin, C Hobbs, D Cruess, D Rex : PREdictive value of Diminutive Colonic Adenoma Trial: THE
PREDICT TRIAL. Clin Gastroenterol Hepatol, 1:195-201, 2003.

Sjogren, MH, KC Holtzmuller, M Smith, R Sjogren : Sustained antiviral response with consensus interferon  Presentation
(CIFN) plus ribavirin or interferon alfa-2b (IFN Alfa-2b) plus ribavirin in treatment-naive subjects with

chronic hepatitis C - A pilot study. 53rd Annual Liver Meeting of the American Association for the Study

of Liver Disease, Boston MA, 2002 November.
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Tangrea, JA, PS Albert, E Lanza, K Woodson, D Corle, M Hasson, R Burt, B Caan, E Paskett, F Iber, JW
Kikendall, P Lance, M Shike, J Weissfeld, A Schatzkin, Polyp Prevention Study Group : Nonsteroidal anti-
inflammatory drug use is associated with reduction in recurrence of advanced and non-advanced colorectal
adenomas. Cancer Causes Control, 14(5):403-411, 2003 June.

Torres, D, AH Andrews, C Maydonovich, RKH Wong : Utility of colonoscopy in the diagnosis and
treatment of acute gastrointestinal hemorrhage admitted to the intensive care unit. Army Regional ACP-
ASIM Meeting, Crystal City, VA, 2002 November.

Unknown : Title not available. 8th Annual Young Investigator's Conference in Digestive Diseases, Phoenix
AZ, 2003 April.

Winters, GR 111, CL Maydonovitch, RK Wong : Schatzki's rings do not protect against acid reflux and may
decrease esophageal acid clearance. Dig Dis Sci, 48(2):299-302, 2003 February.

Wong, R : Non-GERD esophagitis - Infection, pill, or other causes. American College of Gastroenterology
Post Graduate Course, Seattle WA, 2002 October.

Wong, RKH : Abnormal LFTs. 38th Parallel Medical Society Meeting, U.S. Army Forces, Seoul Korea,
2003 April.

Wong, RKH : Barrett’s Esophagus. GI Grand Rounds, Cornell Medical School, New York NY, 2003
February.

Wong, RKH : Barrett’s Esophagus. GI Grand Rounds, Rush Presbyterian Medical Center, Chicago IL,
2003 February.

Wong, RKH : Barrett’s Esophagus. Grand Rounds, Howard University Medical School, Washington DC,
2003 April.

Wong, RKH : Barrett’s Esophagus - An overview. GERD 2003 Symposium, The Sacramento Veteran
Administration Hospital in conjunction with The American College of Gastroenterology, 2003 June.

Wong, RKH : Barrett’s Esophagus - Concern’s about screening and surveillance. Connecticut Medical
Society, Hartford CT, 2002 October.

Wong, RKH : Barrett’s Esophagus - The pro’s and con’s of screening and surveillance. GI Grand Rounds
and Case Presentations, University of Colorado, Denver CO, 2002 October.

Wong, RKH : Barrett’s Esophagus - What’s important and what’s not. Gl Grand Rounds and Case
Presentations, The Lahey Clinic, Boston MA, 2002 October.

Wong, RKH : Barrett’s Esophagus - What’s important and what’s not. Duke-UNC Medical Meeting,
Myrtle Beach SC, 2003 May.

Wong, RKH : Barrett’s Esophagus - What’s important and what’s not. Henry Ford Hospital, Detroit M,
2003 January.

Wong, RKH : Barrett’s Esophagus - What’s important and what’s not. GI Grand Rounds, Columbia
University School of Medicine, New York NY, 2003 February.

Wong, RKH : Barrett’s Esophagus - What’s important and what’s not. Gl Grand Rounds, University of
Connecticut, Hartfield CT, 2003 April.

Wong, RKH : Consultant for Case Presentations. Gastroenterology Service, Yale Medical Center, New
Haven CT, 2002 October.

Wong, RKH : Extraesophageal manifestations of GERD. University of South Florida Symposium, Sarasota
FL, 2002 November.
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Wong, RKH : Medical therapy of GERD. GI Grand Rounds, Eisenhower Medical Center, Augusta GA, Presentation
2003 April.

Wong, RKH : Non-cardiac chest pain. University of South Florida Symposium, Sarasota FL, 2002 Presentation
November.
Wong, RKH : NSAID-induced toxicity. University of South Florida Symposium, Sarasota FL, 2002 Presentation
November.
Wong, RKH : Role of H. Pylori in GERD. Pri-Med Symposium, Washington Convention Center, Presentation

Washington DC, 2002 November.

Wong, RKH : Screening and surveillance in Barrett’s Esophagus. University of South Florida Symposium,  Presentation
Sarasota FL, 2002 November.

Wong, RKH : The acute abdomen. 38th Parallel Medical Society Meeting, U.S. Army Forces, Seoul Korea, Presentation
2003 April.

Wong, RKH : The Burning esophagus: Pathophysiology and new therapies for dousing the flames. Grand Presentation
Rounds, University of Georgia School of Medicine, Augusta GA, 2003 April.

Wong, RKH : The burning esophagus: Pathophysiology and treatment in dousing the flames. Grand Presentation
Rounds, Rush Presbyterian Medical Center, Chicago IL, 2003 February.

Wong, RKH : The burning esophagus: Pathophysiology and treatment of GERD. Grand Rounds, 9th Presentation
Annual Robert E. Crozier Lecture in Medicine, The Lahey Clinic, Boston MA, 2002 October.

Wong, RKH : The revolution that Barrett started. Medical College of Ohio, Toledo OH, 2003 January. Presentation
Wong, RKH : Treatment of severe erosive esophagitis. Pri-Med Symposium, Washington Convention Presentation

Center, Washington DC, 2002 November.

General Medicine Service

Bautista, L, PG O'Malley, JE Atwood, AJ Taylor : Association between mild chronic inflammation, blood ~ Abstract
pressure, and pulse pressure in normotensive subjects. American Heart Association Epidemiology Meeting,
2003 Spring.

Berbano, E, PG O'Malley, K Abbott, DL Jones : Prevalence of microalbuminemia among patients with Abstract
chronic renal insufficiency. National ACP Meeting, Army Chapter, 2002 November.

Cloonan, C, HE Fauver, HC Holloway, DR Hospenthal, J Hutton, E Lewis, VE Madrigal, B Maliner, M Publication
Nelson, PC Reynolds, M Staunton, BA Wayne, MJ Roy : Military unique curriculum - Identifying and
prioritizing content. Mil Med, 168:41-45, 2003.

Denton, GD, LN Pangaro, AC Wimmer, S Durning, PA Hemmer : Is a pre-clerkship examination Presentation
equivalent to the pre-third year GPA and USMLE step one as a predictor of performance on the third year

Internal Medicine clerkship? (poster). Society of General Internal Medicine Annual Meeting, Vancouver

BC Canada, 2003 May.

Durning, SJ, LN Pangaro, GD Denton, PA Hemmer, A Wimmer, T Grau, M Gaglione, L Moores : Inter-site  Abstract
consistency as a measurement of programmatic evaluation in a medicine clerkship with multiple

geographically separated sites. Association for Medical Education in Europe Annual Meeting, Bern

Switzerland, 2003 September.

Durning, SJ, LN Pangaro, PA Hemmer, GD Denton, A Wimmer, T Grau, M Gaglione, L Moores : Inter-site  Abstract
consistency as a measurement of programmatic evaluation in a medicine clerkship with multiple
geographically separated sites. Northeast GEA, Boston MA, 2003 March.
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Durning, SJ, LN Pangaro, PA Hemmer, GD Denton, A Wimmer, T Grau, M Gaglione, L Moores : What
contributes to the variance In NBME subject examination performance and recommended teacher grades -
A 10-year analysis (poster). Association for Medical Education in Europe Annual Meeting, Bern
Switzerland, 2003 September.

Durning, SJ, PA Hemmer, LN Pangaro : How to evaluate your course or clerkship. Association for Medical
Education in Europe Annual Meeting, Bern Switzerland, 2003 September.

Elnicki, DM, PA Hemmer, MM Udden, R Wong, M Battistone, TA Albritton, CH Griffith : Does being a
clerkship director benefit academic career advancement - Results of a national survey. Teach Learn Med,
15:21-24, 2003.

Gardner, J, RV Gibbons, T Hooper, et al : Identifying new diseases and their causes - The dilemma of
illnesses in Gulf War veterans. Mil Med, 168(3):186-193, 2003 March.

Gibbons, RV : Update of WRAIR tetravalent dengue vaccine development. WHO Task Force on Clinical
Trials of Dengue Vaccines, Denver CO, 2002 November.

Gibbons, RV : Update on dengue and dengue vaccine development. Army ACP, Crystal City VA, 2002
November.

Gibbons, RV : Rabies. Therapy of Infectious Diseases, L Baddour & S Gorback eds, WB Saunders, New
York NY, 2003.

Gibson, K : Crisis Management Seminar. Navy Postgraduate School (NPG), Monterey CA, 2003 February.

Gibson, K : Crisis Management Seminar - Orientation Course for new general and SES officers.
Washington DC, 2003 July.

Gibson, K : Crisis Management Seminar - Spouses Seminar. Navy Postgraduate School (NPG), Monterey
CA, 2003 February.

Gibson, K : Crisis Management Seminar - USN Flag Orientation Course. Greensboro NC, 2003 August.

Gibson, K : Executive Business Course. Command Naval AirLand (CNAL), Commander's Conference,
Norfolk VA, 2003 September.

Gibson, K : Executive Business Course. Monterey CA, 2003 May.

Gibson, K : Executive Business Course - Executive Health Brief. Center for Executive Leadership, NPG,
Monterey CA, 2003 May.

Gibson, K : Wellness Brief. Navy Flag Orientation Course, Washington DC, 2003 July.

Gibson, K : Wellness Brief - Spouses. Command Naval AirLand (CNAL), Commander's Conference,
Norfolk VA, 2003 September.

Hatzigeorgiou, C, JL Jackson : HMG CoA reductase inhibitors and osteoporosis- A meta-analysis. Army
ACP National Meeting, Washington DC, 2002 November.

Hatzigeorgiou, C, JL Jackson : HMG CoA reductase inhibitors and osteoporosis- A meta-analysis. Society
of General Internal Medicine Annual Meeting, Vancouver BC Canada, 2003 May.

Hauer, K, PA Hemmer, C Grum, RY Wong : A descriptive study of written H & P requirements in core
Internal Medicine clerkships. Clerkship Directors in Internal Medicine Annual Meeting, Washington DC,
2002 October.
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Hemmer, P : 5th Annual CDIM review of medical education - What are we doing?. Clerkship Directors in
Internal Medicine Annual Meeting, Washington DC, 2002 October.

Hemmer, P : Medical Education Review. Grand Rounds, State University of New York, Upstate Medical
Campus, Syracuse NY, 2002 December.

Hemmer, P : Preceptor handbook of core clerkship student skills (poster). Association for Medical
Education in Europe Annual Meeting, Bern Switzerland, 2003 September.

Hemmer, P, MJ Battistone : Implementing RIME and formal evaluation sessions on clinical clerkships - A
primer for new clerkship directors. Clerkship Directors in Internal Medicine Annual Meeting, Washington
DC, 2002 October.

Hemmer, PA, C Griffith, DM Elnicki, M Fagan : The Internal Medicine clerkship in the clinical education
of medical students. Am J Med, 115:423-427, 2003.

Hunt, ME, PG O'Malley, | Feuerstein, AJ Taylor : The metabolic “score” predicts subclinical
atherosclerosis independent of fasting serum LDL - Evidence supporting inclusion of the metabolic
syndrome as a component within the NCEP ATP 111 Guidelines. Coron Artery Dis, 14(4):317-322, 2003
June.

Jackson, JL : Satisfaction - A new model. Army ACP National Meeting, Washington DC, 2002 November.
Jackson, JL : Structural equation modeling. National SGIM Meeting, Vancouver Canada, 2003 May.

Jackson, JL, J Chamberlin, K Kroenke : Gender and symptoms in primary care. Psychosomatics, 44(5):359-
366, 2003.

Jackson, JL, PG O'Malley, C Hatzigeorgiou, E Berbano : Workshop on how to perform and critically
appraise a meta-analysis. National SGIM Meeting, Vancouver Canada, 2003 May.

Jackson, JL, PG O'Malley, K Kroenke : Radiographic evaluation of acute knee pain. Ann Intern Med,
139:575-588, 2003.

Jackson, JL, PG O'Malley, K Kroenke : The management of acute knee pain in primary care. Ann Intern
Med, 139:575-588, 2003.

Jackson, JL, PG O'Malley, L Sessums, M Diemer, E Berbano : Tricyclics and chronic headache. Cochrane
Collaboration, Working Group, 2003.

Jackson, JL, PG O'Malley, P Hemmer, L Inouye, L Pangaro, J Tofferi, CC Engel, D Omori, K David-Bajar,
M Roy : Measuring outcomes for military medical education. Mil Med, 168(9):51-58, 2003.

Jackson, JL, PG O'Malley, S Salerno, K Kroenke : The teacher and learner interactive assessment system -
A new tool to qualitatively assess learner-teacher interaction. Teach Learn Med, 14:249-256, 2002 Fall.

Jackson, JL, PG O'Malley, SM Salerno, K Kroenke : The teacher and learner interactive assessment system
(TeLIAS) - A new tool to assess teaching behaviors in the ambulatory setting. Teach Learn Med, 14(4):249-
256, 2002 Fall.

Laughlin, LW, MJ Roy : Executive Summary. Mil Med, 168:102, 2003.

Lee, TC, PG O'Malley, | Feuerstein, AT Taylor : The prevalence and severity of coronary artery
calcification on coronary computed tomography in black and white subjects. , 2003.

Mark, DB, LJ Shaw, MS Lauer, PG O'Malley, P Heidenreich : Is atherosclerosis imaging cost-effective?. J
Am Coll Cardiol, 41(11):1906-1917, 2003 June.
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McQuiston, JH, RV Gibbons, R Velic, et al : Investigation of a focus of Q fever in a non-farming
population in the Federation of Bosnia and Herzegovina. , 2003 June.

McQuiston, JH, RV Gibbons, R Velic, WL Nicholson, L Castrodale, SH Wainright, TJ Vanniewenhoven,
EW Morgan, L Arapovic, A Delilic, M O'Reilly, T Bajrovic : Investigation of a focus of Q fever in a non-
farming population in the Federation of Bosnia and Herzegovina. Ann N Y Acad Sci, 990:229-232, 2003.

O'Malley, PG, AJ Taylor : Response to letters regarding the efficacy of EBCT to motivate behavioral
change. JAMA, 2003 September.

O'Malley, PG, E Berbano : Efficacy of case-method learning in general practice for secondary prevention in
patients with coronary artery disease - randomized controlled study. Commentary in "Evidence Based
Medicine", 2003.

O'Malley, PG, E Berbano : Efficacy of case-method learning in general practice for secondary prevention in
patients with coronary artery disease - randomized controlled study. Kiessling and Henrickson BMJ,
325:877, 2002 (FY03).

O'Malley, PG, IM Feuerstein, AJ Taylor : The impact of Electron Beam Tomography, with or without case
management, on motivation to change, behaviors, and the cardiovascular risk profile - A randomized
controlled trial. JAMA, 2003.

Palma, J, MJ Roy : Certification in military medicine working group - Certification in military medicine.
Mil Med, 168:59-65, 2003.

Papp, KK, MJ Battistone, S Durning, DM Elnicki, PA Hemmer : CDIM abstracts -1995-2000. Clerkship
Directors in Internal Medicine Annual Meeting, Washington DC, 2002 October.

Papp, KK, MJ Battistone, S Durning, DM Elnicki, PA Hemmer : Title not available. Clerkship Directors in
Internal Medicine Annual Meeting, Washington DC, CDIM Abstracts, 1995-2000, 2002 October.

Pinholt, E : Teaching geriatrics - Seven-Part Seminar Series. WRAMC, Washington DC, 2003 March-May.

Posley, K : The future of clinical General Internal Medicine - a hospitalist's perspective. SGIM Mid-
Atlantic Regional Meeting Panel, Baltimore MD, 2003 May.

Rinaldo, J : Improving military-NGO interactions in post conflict humanitarian actions. 17th Annual
Conference of Military Medicine, USUHS, Bethesda MD, 2003 June.

Rinaldo, J : Training in humanitarian assistance and refugee health for military Internal Medicine residents.
American College of Physicians and American Society of Internal Medicine, 2002 November.

Rinaldo, J : Training in humanitarian medicine for Internal Medicine residents and fellows in a U.S. Army
Medical Center Training Program. Johns Hopkins University, 2003 May.

Rinaldo, J : War and conflict - retooling military medical forces to take on unique public health roles.
Psychological Factors in Health and IlIness, Johns Hopkins University School of Public Health Summer
Symposium, 2003 June.

Roy, M : Diagnosing and treating depression in the primary care setting. Bridging the Gap, Speaker's
Training, Baltimore MD, 2003 September.

Roy, M : Diagnosing and treating depression in the primary care setting - Healthcare disparity, depression,
and chronic diseases. Bridging the Gap, National Medical Association Conference, Philadelphia PA, 2003
August.

Roy, M : Diagnosing depression and primary care. Bridging the Gap National Advisory Board Meeting,
Baltimore MD, 2003 January.
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Roy, M : Diagnosing depression in primary care. Baltimore MD, 2003 May.

Roy, M : Diagnosing depression in primary care. National Hispanic Medical Association Bridging the Gap,
Train the Trainer Workshop, American Psychiatric Association Annual Meeting, San Francisco CA, 2003
May.

Roy, M : Evolving to meet new challenges. National Defense Medical School, Tokorozawa Japan, 2003
June.

Roy, M : Increasing the diagnosis of depression and anxiety in the primary care setting. McLean VA, 2003
April.

Roy, M : Increasing the diagnosis of depression and anxiety in the primary care setting. Lanham-Seabrook
MD, 2003 May.

Raoy, M : Increasing the diagnosis of depression and anxiety in the primary care setting. Bethesda MD, 2003
April.

Roy, M : Lessons learned from mail-disseminated cases of anthrax. 2nd Congress of the Physicians of
Macedonian Preventive Medicine, Ohrid Macedonia, 2002 October.

Roy, M : Life during wartime - Diagnosis and management of depression, anxiety, and PTSD. Dewitt Army
Community Hospital Grand Rounds, Fort Belvoir VA, 2003 April.

Roy, M : Management of potential exposure to biological agents - Most likely bioterror pathogens. National
Defense Medical School, Tokorozawa Japan, 2003 June.

Roy, M : Medical aspects of chemical warfare. National Defense Medical School, Tokorozawa Japan, 2003
June.

Roy, M : Medical effects of ionizing radiation. National Defense Medical School, Tokorozawa Japan, 2003
June.

Roy, M : Military Medicine - Mission, structure, and evolution. National Defense Medical Schooal,
Tokorozawa Japan, 2003 June.

Roy, M : Psychological sequelae of terrorism and war. 2nd Congress of the Physicians of Macedonian
Preventive Medicine, Ohrid Macedonia, 2002 October.

Roy, M : Responding to a crisis. National Defense Medical School, Tokorozawa Japan, 2003 June.

Roy, M : Responding to terrorist attacks - Hands-on experience for internists. 19th Annual Army American
College of Physicians Meeting, Arlington VA, 2002 November.

Roy, M : Screening and diagnosing depression in the primary care setting. Bridging the Gap Workshop,
American Academy of Family Physicians Annual Scientific Assembly, San Diego CA, 2002 October.

Roy, M : Teaching military medicine in the clinic, in the hospital, and in the field. National Defense
Medical School, Tokorozawa Japan, 2003 June.

Roy, M : Tools to diagnose and manage depression. Albert Einstein Health Network Grand Rounds,
Philadelphia PA, 2003 January.

Roy, M : War in the Persian Gulf and soldier’s health - Lessons learned. Kimbrough Ambulatory Care
Center, Fort Meade MD, 2003 June.

Roy, M : War in the Persian Gulf and soldier’s health - Lessons learned. National Defense Medical School,
Tokorozawa Japan, 2003 June.
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Roy, M : War in the Persian Gulf and soldier’s health - Lessons learned. Ground Self Defense Force
Medical School, Tokyo Japan, 2003 June.

Roy, M, PA Hemmer, D Omori, G Adamo, N Aronson, R Hawkins : Bioterrorist attacks - Hands-on
experience for internists. American College of Physicians, Army Chapter, Annual Meeting, Crystal City
VA, 2002 November.

Roy, MJ : Bioterrorism. Combat Medicine (G. Tsokos, ed.), Humana Press, Totawa NJ, 2003.

Roy, MJ : Enhancing readiness - Implementing change in military medical education. Mil Med,
168(suppl):1-65, 2003.

Roy, MJ, AJ Seidman, C Lucas, K Kroenke, JE Herbers : Improving patient satisfaction with the transfer of
care - A randomized controlled trial. J Gen Intern Med, 18:364-369, 2003.

Salerno, SM, PG O'Malley, JL Jackson : Teacher and learner agreement on evaluation in the ambulatory
setting. National ACP Meeting, Army Chapter, 2002 November.

Salerno, SM, PG O'Malley, LN Pangaro, GA Wheeler, LK Moores, JL Jackson : Brief interactive faculty
development seminars improve the amount and quality of feedback in the ambulatory setting. J Gen Intern
Med, 72:1015-1017, 2002 October.

Sessums, L : Advocating for Change in the Health Policy Arena. National SGIM Meeting, VVancouver
Canada, 2003 May.

Sessums, L : The Canadian Health Care System: Lessons for the U.S.. National SGIM Meeting, Vancouver
Canada, 2003 May.

Sessums, L : "Cover the Uninsured™" Week - A call for grassroots action. Society of General Internal
Medicine Forum, 2002 December.

Taylor, AJ, J Carrow, D Bell, J Bindeman, T Watkins, T Lehmann, S Bhattarai, H Wong, PG O'Malley :
Validation of the MEDFICTS dietary questionnaire - A clinical tool to assess adherence to American Heart
Association dietary fat intake guidelines. Nutr J, 2(1):4, 2003 June.

Turner, M, C Wilson, K Guasman, MJ Roy : Optimal methods of learning for military medical education.
Mil Med, 168:46-50, 2003.

Villines, T, C Hatzigeorgiou, PG O'Malley, | Feuerstein, AT Taylor : Vitamin K and subclinical coronary
artery disease. Atherosclerosis, Thrombosis, and Vasculary Biology Meeting of the AHA, Washington DC,
2003 May.

Wei, GS, JE Herbers : Ethnic disparity in the treatment of women with established low bone mass. J Am
Med Women's Assoc, 58(3):173-177, 2003 Summer.

Wei, GS, JL Jackson, C Hatzigeorgiou, JK Tofferi : Osteoporosis management in the new millennium.
Primary Care Clinics, 58, 2003.

Wei, GS, JL Jackson, PG O'Malley : Postmenopausal osteoporosis risk management in primary care - how
well does it adhere to national practice guidelines?. J Am Med Women's Assoc, 58(2):99-104, 2003 Spring.

Wimmer, A, GD Denton, PA Hemmer, L Pangaro : Using a clerkship pretest. Association for Medical
Education in Europe Annual Meeting, Bern Switzerland, 2003 September.

Wimmer, A, PA Hemmer, TC Grau, LN Pangaro : Does formative, in-clerkship counseling of students with
marginal knowledge improve pass-fail performance on an end-Of-clerkship examination? (poster).
Association for Medical Education in Europe Annual Meeting, Bern Switzerland, 2003 September.
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Hematology-Oncology Service

Belford, A, B Monahan : Continuous infusion 5FU therapy for mucinous adenocarcinoma of the colon
presenting with disseminated intravascular coagulation. Army ACP, Crystal City VA, 2002 November.

Buda-Okreglak, EM : Angioprevention: Antiangiogenic Agents in Cancer Chemoprevention. Plish
American Health Association, Washington DC, 2003 January.

Buda-Okreglak, EM : Hodgkin’s Disease. Medical Resident's Conference, Washington DC, 2003 August.
Buda-Okreglak, EM : Update in Breast Cancer. Management Conference, Washington DC, 2003 April.

Buda-Okreglak, EM, JJ Drabick, NR Delaney : Proinflammatory Syndrome Mimicking Acute Rheumatoid
Arthritis in a Patient with Waldenstrom’s Macroglobulinemia Treated with Rituximab. Ann Hematol, 2003.

Byrd, JC, BL Peterson, VA Morrison, K Park, R Jacobson, E Hoke, JW Vardiman, K Rai, CA Schiffer, RA
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TX, 2003 April.

Oliver, JD 111, JL Atkins, JL Schooley, ER Morris, L Ma, TB Bentley, MB Pamnani : Interstitial
concentrations during hemorrhagic shock. Shock, 19 Suppl:53, 2003.

Reynolds, JC, LY Agodoa, CM Yuan, KC Abbott : Hospitalized HUS/TTP after Renal Transplantation in
the United States (poster). American Transplant Congress, Washington DC, 2003 June.

Shorr, AF, KC Abbott, LY Agodoa : Acute respiratory distress syndrome after kidney transplantation -
Epidemiology, risk factors, and outcomes. Crit Care Med, 31(5):1325-1330, 2003 May.

Simon, J : Concurrent beer potomania and SIADH in a 47-year-old white male (poster). NKF, Dallas TX,
2003 April.

Stiles, K, M Moffat, LY Agodoa, KC Abbott : Renal Cell Carcinoma as a cause of End Stage Renal
Disease in the United States (poster). ASN, Philadelphia PA, 2002 November.

Stiles, KP, MJ Moffatt, LY Agodoa, SJ Swanson, KC Abbott : Renal cell carcinoma as a cause of end-stage
renal disease in the United States - Patient characteristics and survival. Kidney Int, 64(1):247-253, 2003
July.

Swanson, SJ, AD Kirk, CW Ko, CA Jones, LY Agodoa, KC Abbott : Impact of HIV seropositivity on graft
and patient survival after cadaveric renal transplantation in the United States in the pre highly active
antiretroviral therapy (HAART) era: an historical cohort analysis of the United States Renal Data System.
Transpl Infect Dis, 4(3):144-147, 2002 October-November.

Trespalacios, FC, AJ Taylor, LY Agodoa, GL Bakris, KC Abbott : Heart failure as a cause for
hospitalization in chronic dialysis patients. Am J Kidney Dis, 41(6):1267-1277, 2003 June.

Trespalacios, FC, AJ Taylor, LY Agodoa, KC Abbott : Heart Failure as an Etiology for Hospitalization in
Chronic Dialysis Patients in the United States (poster). ASN, Philadelphia PA, 2002 November.

Trespalacios, FC, AJ Taylor, LY Agodoa, KC Abbott : Incident acute coronary syndromes in chronic
dialysis patients in the United States (poster). ASN, Philadelphia PA, 2002 November.

Trespalacios, FC, AJ Taylor, LY Agodoa, KC Abbott : Incident acute coronary syndromes in chronic
dialysis patients in the United States. Kidney Int, 62(5):1799-1805, 2002 November.

Viola, R, K Abbott, P Welch, R McMillan, A Sheikh, C Yuan : A multi-disciplinary program for achieving
lipid goals in chronic hemodialysis patients. BMC Nephrol, 3(1):9, 2002 November.

Yuan, CM, Y Wang, JF Schooley, V Bernet, KC Abbott, MB Pamnani : Na+,K+ ATPase Inhibitor in Type
2 Diabetes Mellitus Patients with and without Clinical Nephropathy (poster). Clinical Research 2003
Meeting, Baltimore MD, 2003 March.
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Pulmonary & Critical Care Medicine Service

Arora, R, C Lettieri : Effects of residency of physical fitness among military physicians. American College
of Physicians, Army Chapter, Annual Meeting, Crystal City VA, 2002 November.

Carlson, D, C Lettieri : Utility of the ACC/AHA recommendations on preoperative evaluations (poster).
American College of Physicians, Army Chapter, Annual Meeting, Crystal City VA, 2002 November.

Carson, SB, AF Shorr : The effect of definitions on outcomes from critical care research. Curr Opinion Crit
Care, 9:308-315, 2003.

Helman, DL, A Sullivan, ST Kariya, SH Deering, N Hueppchen, AF Shorr : Management of idiopathic
pulmonary hemosiderosis in pregnancy - Report of 2 cases. Respirology, 8:398-400, 2003.

Helman, DL, JH Sherner, TM Fitzpatrick, ME Calendar, AF Shorr : Effect of standardized orders and
provider education on head-of-bed positioning in mechanically ventilated patients. Crit Care Med, 31:2291-
2301, 2003.

Helman, DL, RM Peckham, AF Shorr : Clinical criteria for a diagnosis of idiopathic pulmonary fibrosis - A
study of interobserver variability. American College of Chest Physicians National Meeting, San Diego CA,
2002 November.

Holley, AB, JF Collen, AF Shorr, LK Moores : Troponin T levels are associated with ventricular strain in
pulmonary embolism. Am J Resp Crit Care Med, 167(Suppl):A282, 2003.

Hospenthal, DL, CJ Lettieri, JE Moon, PW Hickey, MR Gray, BW Berg : Prevalence of Leptospiral
antibody in U.S. Army blood donors in Hawaii. Am J Trop Med Hyg, 67(Suppl):192, 2002 (FY03).

Hospenthal, DR, CJ Lettieri, JE Moon, PW Hickey, MR Gray, BW Berg : Prevalence of leptospiral
antibody in U.S. Army blood donors in Hawaii. 51st Annual Meeting of American Society Tropical
Medicine Hygiene, Denver CO, 2002 November.

Humphreys, CW, LK Moores, AF Shorr : Cost minimization analysis of two algorithms for diagnosing
acute pulmonary embolism. Am J Resp Crit Care Med, 167(Suppl):A281, 2003.

Humphreys, CW, LK Moores, AF Shorr : Cost-minimization analysis of two algorithms for diagnosing PE.
American Thoracic Society International Scientific Conference, Seattle WA, 2003 May.

Humphreys, CW, LK Moores, AF Shorr : Cost-minimization analysis of two algorithms for diagnosing PE.
Army ACP Annual Meeting, Arlington VA, 2002 November.

Jackson, EL, R Bridwell, LK Moores : A novel diagnostic modality for acute pulmonary embolism -
99mTc-AcuTect scintigraphy in a patient with acute PE. Chest, 122(4 Suppl):237S, 2002 December.

Jackson, KE, WL Jackson Jr. : The right to health and the nevirapine case in South Africa [letter]. N Engl J
Med, 348:2470-2471, 2003.

Jackson, W, L Moores : Recruitment maneuvers should be done routinely in patients with acute lung
injury/ARDS - Lung recruitment and the ARDSNet ALVEOLI Trial (Pro). CHEST Clinical Controversy
Pro-Con Session, American College of Chest Physicians, San Diego CA, 2002 November.

Jackson, WL, AF Shorr : The yield of lumbar puncture for nosocomial meningitis in the medical intensive
care unit. Crit Care Med, 30:A78, 2002 (FY03).

Jackson, WL, Jr. : Management of acute renal failure. Ann Intern Med, 139:529-530, 2003.

Kristo, D, T Andrada, A Eliasson : Telemedicine in the sleep laboratory - A carefully worked out business
plan is essential to justify the investment. Advance for Managers in Respiratory Care, 12(6):50, 2003.
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Lettieri, C : Clinical features of non-Hodgkin’s lymphoma presenting as fulminant hepatic failure. Critical
Care Society, DC Chapter, 2003.

Lettieri, C, B Berg : Clinical features of non-Hodgkin's lymphoma presenting with acute liver failure - A
report of 5 cases and review of published experience. Am J Gastroenterol, 98(7):1641-1646, 2003 July.

Lettieri, C, G Veerappan, A Shorr : Outcomes of surgical lung biopsy in patients requiring mechanical
ventilation. Critical Care Society, DC Chapter, 2003.

Meoli, A, C Rosen, D Kristo, et al : Non-prescription treatments of snoring and obstructive sleep apnea -
An evaluation of products with limited scientific evidence. Sleep, 26(5):619-624, 2003.

Meyerle, JH, AF Shorr : The use of Infliximab in cutaneous sarcoidosis. J Drugs Dermatol, 2:413-415,
2003.

Moores, LK : AcuTect in the diagnosis of acute clot. CHEST Plenary Presentation, San Diego CA, 2002
November.

Moores, LK : Mentorship - Key features of an effective mentor and why you should have one. CHEST
Post Graduate Course, San Diego CA, 2002 November.

Moores, LK : Venous Thromboembolism - Greatest hits (An update on new diagnostic tests in VTE).
CHEST Panel Discussion, San Diego CA, 2002 November.

Niven, AS, TJ Backenson, MD Goldman, OW Hnatiuk, IM Weisman : Resistance measured by forced
oscillation (10S) is mouthpiece dependent and reduced in normal subjects using a Free Flow mouthpiece.
Am J Resp Crit Care Med, 167(7):A419, 2003.

Parker, JM, BW Berg : Prevalence of hyperventilation in patients with vocal cord dysfunction. Chest,
122(4):185S, 2002 October.

Perello, MM, J Gurevich, T Fitzpatrick, BW Berg, JM Parker : Clinical characteristics of vocal cord
dysfunction in two military tertiary care facilities. Am J Resp Crit Care Med, A788, 2003 April.

Pierce, FN, D Kristo, JS Wink, AH Eliasson, A Khramtsov, ML Guerrero, Y Taylor, TF Andrada :
Comparison in CPAP adherence among UARS patients split versus full night positive airway titration.
American Academy of Sleep Medicine, Chicago IL, 2003 May.

Salerno, SM, PG O'Malley, LN Pangaro, GA Wheeler, LK Moores, JL Jackson : Faculty development

seminars based on the one-minute preceptor improve feedback in the ambulatory setting. J Gen Intern Med,

17(10):779-787, 2002 October.

Shorr, AF : Methicillin-resistant staphylococcus aureus in the intensive care unit - Attributable mortality
and the cost of inappropriate treatment choices. Informed Decisions, 1:7-12, 2003.

Shorr, AF, CW Humphreys, DL Helman : New choices for central venous catheters - Potential financial
implications. Chest, 124(1):275-284, 2003 July.

Shorr, AF, DB Davies, DL Helman, SA Nathan : Short-term outcomes for patients with sarcoidosis

following lung transplantation. American Thoracic Society International Scientific Conference, Seattle WA,

2003 May.

Shorr, AF, DB Davies, DL Helman, SD Nathan : Predicting mortality in patients with sarcoidosis awaiting

lung transplantation. American College of Chest Physicians National Meeting, San Diego CA, 2002
November.

Shorr, AF, DB Davies, SA Nathan : Predicting mortality in patients with sarcoidosis awaiting lung

transplantation. American College of Chest Physicians National Meeting, San Diego CA, 2002 November.
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Shorr, AF, DB Davies, SA Nathan : Predicting mortality in patients with sarcoidosis awaiting lung
transplantation. Chest, 124:922-928, 2003.

Shorr, AF, DL Helman, A Pietinalho, O Selroos : Lysozyme correlates with extrapulmonary sarcoidosis -
An international cohort. American Thoracic Society International Scientific Conference, Seattle WA, 2003
May.

Shorr, AF, KC Abbott : Impact of acute respiratory distress syndrome on mortality following kidney
transplantation. American Thoracic Society International Scientific Conference, Seattle WA, 2003 May.

Shorr, AF, KC Abbott, LY Agadoa : Outcomes for patients with ARDS after renal transplantation.
American College of Chest Physicians National Meeting, San Diego CA, 2002 November.

Shorr, AF, KC Abbott, LY Agadoa : Acute respiratory distress syndrome following kidney transplantation.
Epidemiology, Risk Factors, and Outcomes, 31:1325-1330, 2003.

Shorr, AF, LC Abbott, LY Agadoa : Acute respiratory distress syndrome following lung transplantation.
American College of Chest Physicians National Meeting, San Diego CA, 2002 November.

Shorr, AF, SA Nasraway, N O'Grady, VH Le, SK Cammarata : Linezolid does not increase risk for
thrombocytopenia in nosocomial pneumonia patients. American Thoracic Society International Scientific
Conference, Seattle WA, 2003 May.

Taylor, Y, D Kristo, A Eliasson : A comparison of telemedicine to traditional care among individuals with
obstructive sleep apnea syndrome. American Academy of Sleep Medicine, Chicago IL, 2003 May.

Taylor, YL, A Eliasson, D Kristo, A Andrada, T Bigott, P Ephraim : A comparison between a telemedicine
and traditional management model of care with nasal continuous positive airway pressure use among
individuals with obstructive sleep apnea syndrome (Poster). American Telemedicine Association 2003
Annual Meeting, 2003 April.

Taylor, YL, A Eliasson, D Kristo, A Andrada, T Bigott, P Ephraim, R Howard : Can telemedicine improve
compliance use with nasal CPAP? (Poster). American Professional Sleep Societies, 2003 June.

Verappan, G, C Lettieri : Non-small cell lung cancer presenting as a malar mass. American College of
Physicians, Army Chapter, Annual Meeting, Crystal City VA, 2002 November.

Wink, JS, LK Moores, KM Woods : Alternative diagnosis in suspected pulmonary embolism - Value of CT-

angiography. Chest, 122(4 Suppl):58S, 2002 (FY03).

Wood, KM, JF Colleen, AF Shorr, LK Moores : Validation of clinical prediction scores in pulmonary
embolism. American College of Chest Physicians National Meeting, San Diego CA, 2002 November.

Woods, KM, JF Collen, AF Shorr, LK Moores : Validation of clinical prediction scores in pulmonary
embolism. Chest, 122(4 Suppl):59S, 2002 October.

Zisman, DA, AF Shorr, JP Lynch : Sarcoidosis involving the musculoskeletal system. Semin Respir Crit
Care Med, 23:555-570, 2002 (FY03).

Rheumatology Service

Corey, WW, RJ Oglesby : Thrombotic thrombocytopenic purpura in systemic lupus erythematosus. Army
ACP, Crystal City VA, 2002 November.

Delaney, NR, JD Roebuck : A diagnostic challenge - Systemic lupus erythematosus vs. amyopathic
dermatomyositis. Army ACP, Crystal City VA, 2002 November.

Gilliland, WR, NR Delaney, AB Holley : A 41 year-old active duty U.S. Air Force enlisted man with a 3-
week history of fevers, arthralgias, and myalgias. Mil Med, 168(1):82-85, 2003.
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Harner, KC, WR Gilliland : Arthritis secondary to systemic lupus erythematosus (SLE)...or not - A patient
with known SLE now with positive gonorrheal culture. Army ACP, Crystal City VA, 2002 November.

Juang, YT, K Tenbrock, MP Nambiar, MF Gourley, GC Tsokos : Defective production of functional 98-
kDa form of EIf-1 is responsible for the decreased expression of TCR zeta-chain in patients with systemic
lupus erythematosus. J Immunol, 169(10):6048-6055, 2002 November.

McKinley, BT, JD Roebuck : Rheumatology quiz: catheter associated vascular insufficiency. Res Staff
Physician, 49(2):37, 48, 2003.

McKinley, BT, RJ Oglesby : Cryoglobulinemia vasculitis in a patient with long standing rheumatoid
arthritis and hepatitis B surface antigenemia. Army ACP, Crystal City VA, 2002 November.

Nambiar, MP, CU Fisher, A Kumar, CG Tsokos, VG Warke, GC Tsokos : Forced expression of the Fc
receptor gamma-chain renders human T cells hyperresponsive to TCR/CD3 stimulation. J Immunol,
170(6):2871-2876, 2003 March.

Nambiar, MP, JP Mitchell, RP Ceruti, MA Malloy, GC Tsokos : Prevalence of T cell receptor zeta chain
deficiency in systemic lupus erythematosus. Lupus, 12(1):46-51, 2003.

Peckham, R, J Mitchell : Metastatic melanoma of unknown primary masquerading as Reiter's Syndrome.
Army ACP, Crystal City VA, 2002 November.

Roebuck, JD, RJ Oglesby : A 36 year-old military recruit with recurrent myalgias and weakness. Mil Med,
168(4):348-350, 2003 April.

Steinberg, BR, JD Roebuck : Therapeutic dilemma - Pneumonia in an immunosuppressed patient with
hepatitis C associated vasculitis. Army ACP, Crystal City VA, 2002 November.

Tsokos, GC, MP Nambiar, K Tenbrock, YT Juang : Re-wiring the T-cell - Signaling defects and novel
prospects for the treatment of SLE. Trends Immunol, 24(5):259-263, 2003 May.

Tsokos, GC, MP Nambiar, YT Juang : Activation of the Ets transcription factor EIf-1 requires decreased
TCR zeta chain gene expression in patients with systemic lupus erythematosus. Ann N 'Y Acad Sci,
987:240-245, 2003 April.

DEPARTMENT OF NEUROLOGY

Arden, DL, LM Ryan, MB Sparling, KS Comins, DB Rayburn, Z Sun, RJ Labutta : Telemedicine
Assessment of Neurobehavioral Consequences of Traumatic Brain Injury (poster). 8th Annual Meeting and
Exposition, Orlando FL, 2003 April.

Barner, KC, ME Landau, WW Campbell : A review of perioperative nerve injury to the lower extremities. J
Clin Neuromusc Dis, 4:95-99, 2002 (FY03).

Barner, KC, ME Landau, WW Campbell : A review of perioperative nerve injury to the upper extremities. J
Clin Neuromusc Dis, 4:117-123, 2003.

Campbell, WW, ME Landau : The Difference between Fibrillations and Positive Sharp Waves is due to
Tissue Filtering. J Clin Neurophys, 20:201-206, 2003.

Campbell, WW, ME Landau : The Difference between Fibrillations and Positive Sharp Waves is due to
Tissue Filtering. Neurology, 20(3):201-206, 2003 May-June.

Comins, KS, LM Ryan, MB Sparling, DL Warden : Neuropsychological, psychiatric, and demographic
factors relate to postconcussion symptom reporting after traumatic brain injury. J Neuropsychiatry Clin
Neurosci, 15(2):277, 2003.
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Diaz, MI, ME Landau, KC Barner, WW Campbell : Effect of experimental error on ulnar across elbow
nerve conduction velocity determinations. Muscle Nerve, 26:563, 2002 October-November.

French, LM, LM Ryan, DL Warden : Characteristics of a group of military traumatic brain injury patients
with somatoform symptoms. J Neuropsychiatry and Clinical Neurosciences, 15(2):277, 2003.

French, LM, LM Ryan, DL Warden : Characteristics of a group of military traumatic brain injury patients
with somatoform symptoms. J Neuropsychiatry Clin Neurosci, 15(2):277, 2003.

Jabbari, B : Power tools for your post-polio toolkit. The Polio Society's National Conference, 2002 October.

Kudelko, K, ME Landau, WW Campbell : Muscle Hypertrophy in Kobberling-Dunnigan Syndrome: A
Case report. Muscle Nerve, 2003.

Labutta, RJ, RM Engler, JA Brooks, CD Petit, G Feolo : Smallpox vaccination — Incidence of Headache.
Headache, 43(5):517, 2003.

Landau, ME, KC Barner, WW Campbell : Optimal Distances for screening Ulnar Neuropathy at the Elbow.
Muscle Nerve, 26:564, 2002 October-November.

Landau, ME, KC Barner, WW Campbell : Optimal Screening Distance for Ulnar neuropathy at the elbow.
Muscle Nerve, 27:570-574, 2003.

Landau, ME, MI Diaz, KC Barner, WW Campbell : Changes in nerve conduction velocity across the elbow
due to experimental error. Muscle Nerve, 26(6):838-840, 2002 December.

Landau, ME, MI Diaz, KC Barner, WW Campbell : Optimal Distance for Nerve Conductions: The 10 cm
Rule in the 21st Century. Muscle Nerve, 26:593, 2002 October-November.

Landau, ME, MI Diaz, KC Barner, WW Campbell : Changes in nerve conduction velocity across the elbow
due to experimental error. Muscle Nerve, 26(6):838-840, 2002 December.

Landau, ME, MI Diaz, KC Barner, WW Campbell : Changes in Nerve conduction velocity across the elbow
due to experimental error. Muscle Nerve, 26:838-840, 2002 December.

Landau, ME, MI Diaz, KC Barner, WW Campbell : Optimal distance for segmental nerve conduction
studies revisited. Muscle Nerve, 27(3):367-369, 2003 March.

Landau, ME, MI Diaz, KC Barner, WW Campbell : Optimal Distance for Segmental Nerve Conduction
Studies Revisited. Muscle Nerve, 27:367-369, 2003.

Marini, AM, JY Choi, RJ Labutta : Transient neurological deficits associated with carbamazepine-induced
hypertension. Clin Neuropharmacol, 26:174-176, 2003.

Martin, EM, M Coyle, DL Warden, AM Salazar : A home program of rehabilitation for moderately severe
traumatic brain injury patients (poster). 99th Annual Conference of the Maryland Nurse Association, 2002
October.

Murray, ED, ME Landau, KC Barner, WW Campbell : The Cold Elbow Syndrome: Spurious Slowing of
Ulnar Nerve Conduction Velocity. Neurology, 60 (suppl 1):A408-409, 2003.

Potts, RE, KC Barner, ME Landau, WW Campbell : Body Mass Index as a Risk Factor for Ulnar
neuropathy and Carpal tunnel syndrome. Muscle Nerve, 26:567, 2002 October-November.

Riechers, R, ME Landau, G Farber, WW Campbell : Damage to Ulnar Sensory fibers in Martin-Gruber
anastamosis due to bicipital tendon repair. Muscle Nerve, 2003.
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Ryan, LM, TD Maryniak, MB Sparling, KS Comins, J Smirniotopolis, DL Warden : The relationship of
apathy to executive functioning and frontal lobe lesions in TBI. J Neuropsychiatry and Clinical
Neurosciences, 15(2):279, 2003.

Sartori, R, ME Landau, KC Barner, WW Campbell : A normal serum cobalamin level does not exclude
neurological illness related to Vitamin B12 dysmetabolism. Neurology, 60 (suppl 1):A181, 2003.

Sparling, MB, KS Komins, LM Ryan, RJ Labutta, DL Warden : Remote evaluations of postconcussion
symptoms utilizing telemedicine technology. J Neuropsychiatry and Clinical Neurosciences, 15(2):279,
2003.

Swanberg, MM, JL Cummings : Diagnosis and Treatment of Alzheimer’s Disease. TEN, 5(3):55-62, 2003.

Warden, DL : Evidence Based Guidelines for Neurobehavioral Consequences of TBI. USUHS Annual TBI
Conference, Bethesda MD, 2003 June.

Warden, DL : Evidence Based Guidelines for Neurobehavioral Consequences of TBI. Annual
Williamsburg TBI Conference, Williamsburg VA, 2003 June.

Warden, DL, LM Ryan, MB Sparling, KS Comins, DB Rayburn, Z Sun, RJ Labutta : Telemedicine
assessment of neurobehavioral consequences of traumatic brain injury (poster). ATA 2003 8th Annual
Meeting & Exposition, Orlando FL, 2003 April.

DEPARTMENT OF NURSING

: Development of an Army Nursing Practice Ethical Issues Scale. 16th Annual Pacific Nursing Research
Conference, Honolulu HI, 2003 March.

: Development of an Army Nursing Practice Ethical Issues Scale. 16th Annual Pacific Nursing Research
Conference, Honolulu HI, 2003 March.

: Musculoskeletal injury in AMEDD soldiers (poster). 6th Annual Force Health Protection Conference,
U.S. Army Center for Health Promotion & Preventive Medicine, Albuquerque NM, 2003 August.

Barajas, K, W Stewart, E Combs : The Army chemical/biological SMART (SMART-CB) team - The
nurse's role. Critical Care Nursing Clinics of North America, 15(2):257-264, 2003.

Brosch, L : Military nursing outcomes database (MiINOD). Advancement for Nursing Science, Bethesda
MD, 2003 September.

Brosch, L, L Loan : Unit of analysis considerations in assessing staffing effectiveness and patient outcome
indicator data. Eastern Nursing Research Society Annual Meeting, New Haven CT, 2003 March.

Brown, CG : Testicular cancer - An overview. Medsurg Nurs, 12(1):37-43, 2003 February.

Coburn, P : Exercise and weight management behaviors of active duty health care personnel. Nursing
Research Day 2002, WRAMC, Washington DC, 2002 December.

Combs, E : Musculoskeletal injuries in AMEDD soldiers. 16th Annual Pacific Nursing Research
Conference, Honolulu HI, 2003 March.

Combs, E : Musculoskeletal injury in AMEDD soldiers. 16th Annual Pacific Nursing Research Conference,
Honolulu HI, 2003 March.

Combs, E : Walter Reed Army Medical Center Smallpox Vaccination Program, Lessons Learned (poster).
AUSA Medical Symposium, San Antonio TX, 2003 June.
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Hough, C, M Sadler, P Patrician : Military nursing at the forefront - The Army forward surgical team.
Critical Care Nursing Clinics of North America, 15(2):193-200, 2003.

Jolivet, R : Contraceptive methods. Pregnant Soldiers' Workshop, WRAMC, Washington DC, 2003
September.

Jolivet, R : Early-onset neonatal group B streptococcal infection - 2002 Guidelines for prevention. J
Midwifery Women's Health, 47(6):435-446, 2002 November-December.

Keller, R : Psychological factors affecting those who handle human remains after mass disasters and their
potential importance in the setting of modern terrorist attacks (Psychological Aspects of Terrorism). Nova
Science, 2003.

Kenny, D : Research utilization of RNs in US Army hospitals. CAMC Institute 7th National Nursing
Research Conference, Nursing Research for Practice - Past Present Future, White Sulphur Springs WV,
2002 November.

Kenny, D : Research utilization of RNs in U.S. Army hospitals. Washington DC Chapter AORN, 2003
April.

Kenny, D : Research utilization of RNs in U.S. Army hospitals. Center for Knowledge Transfer, Edmonton,
Alberta Canada, 2002 November.

Kenny, D : Research utilization of RNs in U.S. Army hospitals. 2002 Nursing Research Conference,
Nursing Research for Practice - Past, Present and Future, White Sulphur Springs WV, 2002 November.

Kenny, D : Research utilization of RNs in U.S. Army hospitals (poster). 108th Association of Military
Surgeons of the U.S. (AMSUS) Conference, Louisville KY, 2002 November.

Kenny, D : Research utilization of RNs in US Army hospitals. AMSUS 108th Annual Meeting, Karen
Rieder Poster Session, Louisville KY, 2002 November.

Kenny, D : Research utilization of RNs in US Army hospitals. CAMC Institute 7th National Nursing
Research Conference, Nursing Research for Practice - Past Present Future, White Sulphur Springs WV,
2002 November.

Lamp, C : Myocardial revascularization - Creating new pathways for coronary blood flow. Nursing 2003
Conference, Orlando FL, 2003 March.

Miltner, RS : More than support - Nursing interventions provided to women in labor. J Obstet Gynecol
Neonatal Nurs, 31(6):753-761, 2002 November-December.

Nolan-Polite, E : Antiretroviral adherence in a DOD environment. HIV Research - Past, Present and Future,
WRAMC, Washington DC, 2002 November.

Patrician, P : Medication error reporting - Anonymous versus formal reporting. 16th Annual Pacific
Research Conference, Honolulu HI, 2003 March.

Patrician, P : Medication error reporting and the work environment. Eastern Nursing Research Society
Annual Meeting, New Haven CT, 2003 March.

Patrician, P : Medication errors and nurse staffing - What's the connection? (poster). Annual Academy
Health Meeting, Nashville TN, 2003 June.

Patrician, P : Army hospitals - Work environment, quality of care, and intent to leave. Army Nurse Corps
Chief Nurse Session, AUSA Medical Symposium, San Antonio TX, 2003 June.

Patrician, P : The military nursing outcomes database project (MiINOD). Army Nurse Corps Chief Nurse
Session, AUSA Medical Symposium, San Antonio TX, 2003 June.
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Seltzer, C, C Vandrey : Ordinary People, Extraordinary Lives - The Story of Nurses. Sigma Theta Tau,
2003 September.

Thurmond, V : A study of the relationship between web-based environments and student satisfaction.
Second Annual Chesapeake Consortium Research Day - Uncovering the Evidence - Research in Nursing
and Health Science, George Mason University, Fairfax VA, 2003 February.

Thurmond, V : Assessing the influence of a web-based environment on student satisfaction. Society for
Information Technology and Teacher Education International (SITE) Conferences, Albuquerque NM, 2003
March.

Thurmond, V : Evaluating the impact of the virtual classroom on students' satisfaction. 13th Annual
Summer Institute in Nursing Informatics, Baltimore MD, 2003 July.

Thurmond, V : Examination of interaction variables as predictors of students' satisfaction and willingness to
enroll in future web-based courses while controlling for student characteristics. Society for Information
Technology and Teacher Education International (SITE) Conferences, Albuquerque NM, 2003 March.

Thurmond, V : Online environments and student satisfaction (poster). Annual Student Research Forum,
Kansas City KS, 2003 April.

Thurmond, V : Using hierarchical multiple regression analyses to assess the impact of interactions in web-
based course. Annual Student Research Forum, Kansas City KS, 2003 April.

Thurmond, V : Assessing the influence of a web-based environment on student satisfaction. Society for
Information Technology and Teacher Education International Conference, 2003(1):2518-2525, 2003.

Thurmond, V : Defining interaction and strategies to enhance interactions in web-based courses. Nurse
Educator, 28(5):237-241, 2003.

Thurmond, V : Examination of interaction variables as predictors of student’s satisfaction and willingness to
enroll in future web-based courses while controlling for student characteristics. University of Kansas,
Parkland FL, http://www.dissertation.com/library/1121814a.htm, FY03.

Thurmond, V : Examination of interaction variables as predictors of students' satisfaction and willingness to
enroll in future web-based courses while controlling for student characteristics. Society for Information
Technology and Teacher Education International Conference, 2003(1):528-531, 2003.

Thurmond, V, K Wambach, H Connors, B Frey : Evaluation of student satisfaction - Determining the
impact of a web-based environment by controlling for student characteristics. The American Journal of
Distance Education, 16(3):169-189, 2002 (FY03).

Thurmond, V, S Popkess-Vawter : Examination of a middle range theory - Applying the input-environment-

outcome (I-E-O) model to web-based education. Online Journal of Nursing Informatics, http://eaa-
knowledge.com/ojni/ni/7_2/thurmond.htm, 2003.

Unknown : A study of the safety and feasibility of telenursing for remote cardiac rehabilitation. 8th Annual
American Telemedicine Association Meeting, Orlando FL, 2003 April.

Unknown : Army Hospitals - Work environment, quality of care, and intent to leave (poster). WRAMC
Nurses Week Poster Session, Washington DC, 2003 May.

Unknown : Medication error reporting - Anonymous versus formal reporting. 16th Annual Pacific Nursing
Research Conference, Honolulu HI, 2003 March.

Unknown : Medication error reporting (poster). WRAMC Nurses Week Poster Session, Washington DC,
2003 May.
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Unknown : Medication error reporting and the work environment. 15th Annual Scientific Sessions of the
Eastern Nursing Research Society, New Haven CT, 2003 March.

Unknown : Medication errors and nurse staffing - What is the connection? (poster). 20th Annual Research
Meeting of Academy Health (formerly the Association of Health Services and Policy Research), Nashville
TN, 2003 June.

Walizer, E : Improving adherence in a Coronary Artery Disease Reversal Program (CADRe) with web-
based technology. American Heart Association 2002 Annual Meeting, 2002 November.

Walker, J, P Patrician : A study of the safety and feasibility of telenursing for remote cardiac rehabilitation
after coronary artery bypass (CABG) surgery (poster). 16th Annual Pacific Nursing Research Conference,
Honolulu HI, 2003 March.

Winthrop, T, E Vane : Hospitals and terrorism - An operating room perspective. Surgical Services
Management Journal, 1:13-16, 2002 (FY03).

Yoder, L, S Brunken : Peace making/peace keeping missions - Role of the U.S. Army nurse. Critical Care
Nursing Clinics of North America, 15(2):265-273, 2003.

DEPARTMENT OF OBSTETRICS AND GYNECOLOGY

Allard, JE, M Rodriguez, MF Parker : Biopsy site selection at time of colposcopy and distribution of
cervical intraepithelial neoplasia: a retrospective chart review. 8th Annual Robert C. Park Research
Program, Presentation and Book of Abstracts, Bethesda MD, 2003 May.

Allard, JE, NL Carlson, SJ Rogers, J Petrov, MF Parker : A trial of vitamin B complex for the treatment of
chemotherapy induced peripheral neuropathy. 41st Meeting of the Armed Forces District of the American
College of Obstetricians and Gynecologists, Honolulu HI, 2002 October.

Allard, JE, NL Carlson, SJ Rogers, MF Parker, J Petrov : A trial of vitamin B complex for the treatment of
chemotherapy induced peripheral neuropathy. 41st Meeting of the Armed Forces District of the American
College of Obstetricians and Gynecologists, Presentation and Book of Abstracts, Honolulu HI, 2002
October.

Alvero, R, RM Hearns-Stokes, WH Catherino, MP Leondires, JH Segars : The presence of blood or
retained embryos in the transfer catheter negatively influences outcome at embryo transfer. Hum Reprod,
18:1848-1852, 2003.

Armstong, A, S Dunlow, et al : Predictors of Performance on the Council of Resident Education in
Obstetrics & Gynecology (CREOG) Examination (Poster). 2003 CREOG & APGO Annual Meeting, 2003
March.

Armstrong, A, S Dunlow, C Nace : Identification, Documentation and Remediation of Problems of
Professionalism. Association of Professors of Gynecology and Obstetrics Faculty Development Seminar,
2003 January.

Bell, J, M Brady, J Lage, KY Look, N Spirtos, J Walker, GS Rose, YC Young : A Randomized Phase 111
Trial of Three versus Six Cycles of Carboplatin and Paclitaxel as Adjuvant Treatment in Early Stage
Ovarian Epithelial Carcinoma. 34th Annual Meeting of the Society of Gynecologist Oncologists, New
Orleans LA, 2003 January.

Bell, J, M Brady, J Lage, KY Look, N Spirtos, J Walker, GS Rose, YC Young : A Randomized Phase |11
Trial of Three versus Six Cycles of Carboplatin and Paclitaxel as Adjuvant Treatment in Early Stage
Ovarian Epithelial Carcinoma. 34th Annual Meeting of the Society of Gynecologist Oncologists, New
Orleans LA, 2003 January.
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Blood, B : A Comparison of Techniques in Laparoscopic Appendectomy - Harmonic Scalpel vs. Current
Methods. Annual Armed Forces District Meeting of ACOG, Honolulu HI, 2002 October.

Blood, B : A Comparison of Techniques in Laparoscopic Appendectomy: Harmonic Scalpel vs. Current
Methods. National Capital Consortium, National Naval Medical Center, Washington DC, 2002 October.

Blood, B, S Dunlow, E Lockrow : A Comparison of Techniques in Laparoscopic Appendectomy -
Harmonic Scalpel vs. Current Methods (Poster). 41st Annual Armed Forces District/American College of
Obstetricians and Gynecologists, Honolulu HI, 2002 October.

Booth, C, MF Parker, TC Krivak, M Sundborg, J McBroom : Serum and peritoneal analysis in the
evaluation of adnexal pathology. Resident Research Day, NNMC, WRAMC, 2003 May.

Brown, J : Vulvar Cancer in Young Women Infected with the Human Immunodeficiency Virus. USROG
Resident Research Day, 2003.

Brown, J : Vulvar Cancer in Young Women Infected with the Human Immunodeficiency Virus. American
College of Obstetrics and Gynecology Armed Forces District Annual Meeting, 2003.

Catherino, WH, C Prupas, JCM Tsibris, PC Leppert, M Payson, LK Nieman, JH Segars : Strategy for
elucidating differentially expressed genes in leiomyoma identified by microarray technology. Fertil Steril,
80:282-290, 2003.

Catherino, WH, JH Segars : Microarray analysis in fibroids - Which list is the correct list?. Fertil Steril,
80:293-294, 2003.

Dainty, L, GL Maxwell, DL Clarke-Pearson, E Myers : A cost analysis of combination thromboembolism
prophylaxis in high risk gynecologic oncology perioperatively. Society of Gynecologic Oncologists, New
Orleans LA, 2003.

Dainty, LA, WE Winter 111, GL Maxwell : The clinical behavior of placental site trophoblastic tumor and

contemporary methods of management. Clinical Obstetrics & Gynecology, 46(3):607-611, 2003 September.

Davis, GD : Gynecologic Urgencies and Emergencies. 38th Parallel Medical Society, Seoul Korea, 2003
April.

Davis, GD, A O'Boyle, G Towers, S Seymour, S Russell : Selecting the Appropriate Technique for Vaginal
Hysterectomy. J Pelvic Med Surg, 2(2):241-244, 2003 April.

Davis, GD, A Towers, A O'Boyle : Selecting the Appropriate Technique for Vaginal Hysterectomy. Annual
Armed Forces District Meeting of ACOG, Honolulu HI, 2002 October.

Davis, GD, A Towers, A O'Boyle : Teaching the Evaluation and Repair of Obstetrical Lacerations with the
Beef Tongue Model. Annual Armed Forces District Meeting of ACOG, Honolulu HI, 2002 October.

Davis, GD, A Towers, A O'Boyle : The Various Mechanisms of Paravaginal Defects Occurring Among
Female Soldiers. Annual Armed Forces District Meeting of ACOG, Honolulu HI, 2002 October.

Deering, SH, J Heller, C Winkel, HJ Landy : Intrauterine head entrapment of a second twin by uterine
synecheii. Obstetrics & Gynecology, 104:693-695, 2003.

Dunlow, SG : Trauma in Pregnancy. Grand Rounds, Bethesda Navy Medical Center, Department of
Obstetrics and Gynecology, Bethesda MD, 2003 September.

Elkas, JC, CH Holschneider, B Katz, AJ Li, R Louie, KF McGonigle, JS Berek : The use of continuous
infusion topotecan in persistent and recurrent ovarian cancer. Int J Gynecol Cancer, 13(2):138-141, 2003.
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Farley, JH, K Hickey, JW Carlson, GS Rose, KE Kost, TA Harrison : Adenosquamous Histology Predicts
Poor Outcome for Advanced but Not Early Stage Cervical Adenocarcinomas (Poster and Book of
Abstracts). 34th Annual Meeting of the Society of Gynecologic Oncologists, New Orleans LA, 2003
January.

Farley, JH, KW Hickey, JW Carlson, GS Rose, ER Kost, TA Harrison : Adenosquamous histology predicts
a poor outcome for patients with advanced stage but not early stage cervical carcinoma. Cancer, 97(9):2196-
2202, 2003 May.

Frattarelli, JL, AJ Levi, BT Miller, JH Segars : A prospective assessment of the predictive value of basal
antral follicles in in vitro fertilization cycles. Fertil Steril, 80:350-355, 2003.

Green : Title not available. SGO, 2003.

Jones, M, T Greenwood, A Berchuck, GL Maxwell, K Podratz : Localization and Clinicopathological
Correlations of GEP Expression in Endometrial Carcinomas. SGO 2003, New Orleans LA, 2003.

Kost, ER, KL Hall, JF Hines, JH Farley, LR Nycum, GS Rose, JW Carlson, JR Fischer Jr., BS Kendall :
Asian-Pacific Islander race independently predicts poor outcome in patients with endometrial cancer.
Gynecol Oncol, 89(2):218-226, 2003 May.

Krishnan, A, C Murdoch, J Allard, M Cisar, E Reid, L Nieman, J Segars : Pseudo-isolated FSH deficiency
caused by an inhibin B secreting granulosa cell tumor - case report. Human Reproduction, 18(3):502-505,
2003.

Larsen, FW, GM Couchman, DK Walmer : Acute renal failure due to bilateral ureteral compression
following in vitro fertilization - Embryo transfer - A case report (poster). Annual Meeting of the Armed
Forces District of the American College of Obstetricians and Gynecologists, Honolulu HI, 2002 October.

Luterzo, J, J Parker, A Armstron, R Alvero : A curriculum and performance assessment tool for saline
sonohysterography. Annual Meeting of the American Society of Reproductive Medicine, San Antonio TX,
2003.

Maxwell, GL, JW Carlson, M Ochoa, T Krivak, GS Rose, ER Myers : Costs and effectiveness of
alternative strategies for cervical cancer screening in military beneficiaries. Obstet Gynecol, 100(4):740-
748, 2002 October.

Mayers, KS, JA Heller : Sexuality and the late stage Huntington’s Disease patient. Sexuality and Disability,
21(2):91-105, 2003.

Miller, C, JW McBroom, GS Rose, A Yemelyanova, J Cosin : Malignant transformation of a benign cystic
teratoma into a pancreatic type endocrine neoplasm (Presentation and Book of Abstracts). 6th Annual
Robert C. Park Resident Research Program, Bethesda MD, 2003 May.

O'Boyle, A, GD Davis, B Calhoun : Informed consent and birth - Protecting the pelvic floor and ourselves.
Am J Obstet Gynecol, 187(4):981-993, 2002 November.

Parker, J, J Broberg, P Napolitano : Arnold Chiari-Malformation - A Labor Management Dilemma. Am J
Perinatology, 19(8):445-449, 2002 (FY03).

Parker, J, J O'Boyle : Massive hydrothorax following a granulosa cell tumor. APGO/CREOG Meeting,
Anaheim CA, 2003.

Parker, J, J Segars, J McKeeby : Does assisted hatching improve pregnancy rates in women under the age
of 40?. ACOG Armed Forces District Meeting, San Antonio TX, 2003.

Parker, J, J Segars, J McKeeby : Prolonged ovarian suppression with OCPs. ACOG Armed Forces District
Meeting, San Antonio TX, 2003.
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Parker, J, M Leondires, J Segars, J McKeeby : Ovarian suppression with oral contraceptive pills prior to
ART - Can you get too much of a good thing?. Annual Meeting of the American Society of Reproductive
Medicine, San Antonio TX, 2003.

Parker, J, R Alvero, A Armstron : Teaching residents how to perform saline sonohysterography. ACOG
Armed Forces District Meeting, San Antonio TX, 2003.

Preen, AE, JL McKeeby, W Catherino, RJ Alvero : Oral misoprostol prior to operative hysteroscopy does

not enhance cervical dilation or improve operative time - A prospective, randomized, double-blind, placebo-

controlled trial. 58th Annual Meeting of the American Society for Reproductive Medicine, Seattle WA,
2002 October.

Risinger, J, GL Maxwell, B Davis, C Zahn, A Berchuck, JC Barrett : Promoter hypermethylation as an
epigenetic component in Type | and Type Il endometrial cancers. Ann NY Acad Sci, 983:208-212, 2003.

Risinger, J, GL Maxwell, G Chandramouli, A Jazaeri, O Aprelikova, T Patterson, C Barrett, A Berchuck :
Microarray analysis reveals distinct expression profiles among different histologic types of endometrial
cancer. Cancer Research, 63:6-11, 2003.

Risinger, J, GL Maxwell, G Chandramouli, A Jazaeri, O Sprelikova, T Patterson, C Barrett, A Berchuck :
Microarray expression profiles in endometrial cancer. SGO 2003, New Orleans LA, 2003.

Robinson, NL, M Wilhelm, J Sunde, W Winter, GS Rose : Hypersensitivity to Paclitaxel, Docetaxel and
Liposomal Doxorubicin in a Patient with Advanced Ovarian Cancer. 6th Annual Robert C. Park Resident
Research Program, Bethesda MD, 2003 May.

Robinson, NL, M Wilhelm, J Sunde, W Winter, GS Rose : Hypersensitivity to Paclitaxel, Docetaxel and
Liposomal Doxorubicin in a Patient with Advanced Ovarian Cancer (Presentation and Book of Abstracts).
6th Annual Robert C. Park Resident Research Program, Bethesda MD, 2003 May.

Robinson, NL, M Wilhelm, J Sunde, W Winter, GS Rose : Hypersensitivity to Paclitaxel, Docetaxel and
Liposomal Doxorubicin in a Patient with Advanced Ovarian Cancer. 6th Annual Robert C. Park Resident
Research Program, Bethesda MD, 2003 May.

Stany, MP, JL Buller : Sacral Neuromodulation - Applications in the management of complex pelvic floor
dysfunction. 6th Annual Robert C. Park Resident Research Program, Bethesda MD, 2003 May.

Stany, MP, JL Buller : Sacral Neuromodulation - Applications in the management of complex pelvic floor
dysfunction. 6th Annual Robert C. Park Resident Research Program, Bethesda MD, 2003 May.

Tejada-Berges, T, R Binder, PK Srivastava, GS Rose : Evaluating the Efficacy of Therapeutic Vaccination

with Tumor-Derived gp96 Peptide Complexes Using a Syngeneic Rat Model of Ovarian Cancer (Poster and

Book of Abstracts). 34th Annual Meeting of the Society of Gynecologic Oncologists, New Orleans LA,
2003 January.

Tejada-Berges, T, R Binder, PK Srivastava, GS Rose : In Vitro Synergism between Paclitaxel and the
Farnesyl Transferase Inhibitor FTI-277 in Epithelial Ovarian Carcinoma Cell Lines (Poster and Book of
Abstracts). 34th Annual Meeting of the Society of Gynecologic Oncologists, New Orleans LA, 2003
January.

Trimble, C : Reproducibility of the Diagnosis of Atypical Endometrial Hyperplasia (A Gynecologic
Oncology Group Study). SGO 34th Annual Meeting, 58, 2003 January-February.

Tsibris, JCM, J Segars, S Enkemann, D Coppola, G Wilbanks, WF O'Brien, WN Spellacy : New and old
regulators of uterine leiomyoma growth from screening with cDNA arrays. Fertil Steril, 80:279-281, 2003.
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Webb, JC, H Donninger, VD Leaner, GS Rose, JW Carlson, JH Farley, MJ Birrer : Effect of Cyclin E
Overexpression on Human Ovarian Carcinoma Cell Lines In Vitro (Poster and Book of Abstracts). 34th
Annual Meeting of the Society of Gynecologic Oncologists, New Orleans LA, 2003 January.

Webb, JC, H Donninger, VD Leaner, GS Rose, JW Carlson, JH Farley, MJ Birrer : Effect of Cyclin E
Overexpression on Human Ovarian Carcinoma Cell Lines In Vitro (Poster and Book of Abstracts). 34th
Annual Meeting of the Society of Gynecologic Oncologists, New Orleans LA, 2003 January.

Webb, JC, H Donninger, VD Leaner, GS Rose, JW Carlson, JH Farley, MJ Birrer : Evaluating the Efficacy
of Therapeutic Vaccination with Tumor-Derived gp96 Peptide Complexes Using a Syngeneic Rat Model of
Ovarian Cancer (Poster and Book of Abstracts). 34th Annual Meeting of the Society of Gynecologic
Oncologists, New Orleans LA, 2003 January.

William, WE, PR Kucera, W Rodgers, JW McBroom, C Olsen, LC Maxwell : Surgical staging in patients
with ovarian tumors of low malignant potential. Obst Gynecol, 100(4):671-676, 2002 October.

Winter, W, GS Rose, LA Padilla, CR Key, CR Qualls, HO Smith : Mortality and Second Primary
Malignancies in Early Invasive Cervix Cancer (Poster and Book of Abstracts). 34th Annual Meeting of the
Society of Gynecologic Oncologists, New Orleans LA, 2003 January.

Winter, W, GS Rose, LA Padilla, CR Key, CR Qualls, HO Smith : Mortality and Second Primary
Malignancies in Early Invasive Cervix Cancer (Poster and Book of Abstracts). 34th Annual Meeting of the
Society of Gynecologic Oncologists, New Orleans LA, 2003 January.

Winter, W, J Seidman, T Krivak, S Chauhan, JW Carlson, GS Rose, MJ Birrer : Clinicopathological
Analysis of c-kit Expression in Sarcomas of the Uterine Corpus (Poster and Book of Abstracts). 34th
Annual Meeting of the Society of Gynecologic Oncologists, New Orleans LA, 2003 January.

Winter, W, J Seidman, T Krivak, S Chauhan, JW Carlson, GS Rose, MJ Birrer : Clinicopathological
Analysis of c-kit Expression in Sarcomas of the Uterine Corpus (Poster and Book of Abstracts). 34th
Annual Meeting of the Society of Gynecologic Oncologists, New Orleans LA, 2003 January.

Winter, WE 111, MW McBroom, JW Carlson, SG ose, JC Elkas : The utility of gastrojejunostomy in
secondary cytoreduction and palliation of proximal intestinal obstruction in recurrent ovarian cancer. Gyn
Onc, 91(1):261-264, 2003.

Wright, TC, JT Cox, LS Massad, J Carlson, LB Twiggs, EJ Wilkinson : ASCCP-sponsored Consensus
Workshop 2001 Consensus guidelines for the management of women with cervical intraepithelial neoplasia.
J Lower Genital Tract Dis, 5:154-167, 2003 July.

Wright, TC Jr., JT Cox, LS Massad, J Carlson, LB Twiggs, EJ Wilkinson : American Society for
Colposcopy and Cervical Pathology 2001 consensus guidelines for the management of women with cervical
intraepithelial neoplasia. Am J Obstet Gynecol, 189(1):295-304, 2003 July.

DEPARTMENT OF ORTHOPAEDIC SURGERY AND REHABILITATION
Occupational Therapy Service

Amaker, R : Upper extremity splinting - Nerve injuries in the war casualty (poster). Medical Association of
the United States Army (AUSA) Meeting, San Antonio TX, 2003 June.

Amaker, R, R Bannon, A Burke, L Stawarczik, M Tenhor : Pain perceptions and adaptations among Walter
Reed Army Medical Center Beneficiaries (poster). American Occupational Therapy Association (AOTA)
Annual Conference, Washington DC, 2003 June.

Amaker, R, R Bannon, A Burke, L Stawarczik, M Tenhor : Pain perceptions and adaptations among Walter
Reed Army Medical Center Beneficiaries Seminar. American Occupational Therapy Association (AOTA)
Annual Conference, Washington DC, 2003 June.
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Orthopaedic Surgery Service

: Evaluation of orthopaedic injuries in Operation Enduring Freedom. Society of Military Orthopaedic
Surgeons Annual Meeting, San Diego CA, 2002 December.

: Functional outcomes following arthroscopically assisted combined anterior and posterior cruciate
ligament reconstruction in a physically active population. Society of Military Orthopaedic Surgeons, San
Diego CA, 2002 December.

: Probing for thoracic pedicle screw tract violation(s) - Is it valid?. Society of Military Orthopaedic
Surgeons, San Diego CA, 2002 December.

: Subtalar dislocation in an 8-year-old male (poster). 44th Annual Meeting of the Society of Military
Orthopaedic Surgeons, San Diego CA, 2002 December.

: The radioscaphoid internal - A sensitive indicator of early perilunar instability?. Society of Military
Orthopaedic Surgeons, San Diego CA, 2002 December.

Belmont, P, K Taylor, T Kuklo, J Prahinski, R Kruse : Occult intraspinal anomalies in association with an
isolated congenital hemivertebra - The role of routine magnetic resonance imaging. Society of Military
Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Belmont, PJ, KF Taylor, TR Kuklo, JR Prahinski, RW Kruse : Occult intraspinal anomalies in association
with an isolated congenital hemivertebra - The role of routine magnetic resonance imaging. Society of
Military Orthopaedic Surgeons 44th Annual Meeting, San Diego CA, 2002 December.

Bojescul, JA, JS Xenos, JJ Callaghan, CG Savory : Results of porous-coated anatomic total hip arthroplasty
without cement at fifteen years: a concise follow-up of a previous report. J Bone Joint Surg Am, 85-
A(6):1079-1083, 2003 June.

Cooper, P, S Shawen et al : Fine wire external fixation for the management of chronic ulcerations
associated with charcot arthropathy. Society of Military Orthopaedic Surgeons, San Diego CA, 2002
December.

Cooper, P, S Shawen et al : Fine wire external fixation for the management of chronic ulcerations
associated with charcot arthropathy. American Academy of Orthopaedic Surgeons, New Orleans LA, 2003.

Dhawan, A, A Ross, S Rose, M Lenhart, F Farber : Revision ulnar nerve decompression. Society of
Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Dhawan, A, W Doukas : Acute compartment syndrome of the foot following an inversion injury to the
ankle with anterior tibial artery disruption. Society of Military Orthopaedic Surgeons (SOMOS) 44th
Annual Meeting, San Diego CA, 2002 December.

Dhawan, A, W Klemme, B Runyon, D Polly : Thoracic pedicle screws - Comparison of start points and
trajectories. Society of Military Orthopaedic Surgeons (SOMQOS) 44th Annual Meeting, San Diego CA,
2002 December.

Dinauer, P, JA Bojescul, KJ Kaplan, Litts : Bilateral lipoma arborescens of the bicipitoradial bursa.
Skeletal Radiol, 31(11):661-665, 2002 November.

Freedman, B, K Taylor : The radioscaphoid interval - A sensitive indicator of early perilunar instability
(poster). 34th Meeting of the Society of Military Orthopaedic Surgeons, San Diego CA, 2002 December.

Freedman, B, K Taylor, C Litts, G Farber : The radioscaphoid interval - A poor indicator of early
scapholunate instability. 44th Annual Meeting of the Society of Military Orthopaedic Surgeons, San Diego
CA, 2002 December.
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Freedman, B, S Cohen, T Kuklo, J Giuliani, R Lehman, P Larkin : Intradiscal electrothermal therapy for
chronic low back pain in active duty soldiers. 44th Annual Meeting of the Society of Military Orthopaedic
Surgeons, San Diego CA, 2002 December.

Freedman, B, S Cohen, T Larkin, R Lehman, T Kuklo : Intradiscal electrothermography for chronic low
back pain in active duty soldiers. Society of Military Orthopaedic Surgeons (SOMOS) 44th Annual
Meeting, San Diego CA, 2002 December.

Freedman, BA, SR Cohen, TM Larkin, RA Lehman, J Guliani, TR Kuklo : Intradiscal electrothermography
for chronic low back pain in active duty soldiers. Society of Military Orthopaedic Surgeons 44th Annual
Meeting, San Diego CA, 2002 December.

Gajewski, DA, JB Burnette, MD Murphey, HT Temple : Differentiating clinical and radiographic features
of enchodroma versus secondary chondrosarcoma in the foot. American Academy of Orthopaedic Surgeons
70th Annual Meeting, New Orleans LA, 2003 February.

Graham, E, TR Kuklo, R Kyriakos, P Rubin, KD Riew : Pigmented villonodular synovitis of the
atlantoaxial joint. J Bone Joint Surg, 84(A):1856-1860, 2002 October.

Groth, A, W Klemme, D Polly, T Kuklo, Schroeder : Comparison of sagittal contour and posterior disc
height following interbody fusion - Threaded cages versus structural allograft versus vertical cages. Society
of Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Groth, AG, TR Kuklo, WR Klemme, DW Polly, TM Schroeder : Comparison of sagittal contour and
posterior disk height following interbody fusion - Threaded cylinder cages versus structural allograft versus

vertical cages. 10th International Meeting on Advanced Spine Techniques (IMAST), Rome Italy, 2003 July.

Groth, AT, WR Klemme, DW Polly, TR Kuklo, TM Schroeder : Comparison of sagittal contour and
posterior disc height following interbody fusion - Threaded cages versus structural allograft versus vertical
cages. Society of Military Orthopaedic Surgeons 44th Annual Meeting, San Diego CA, 2002 December.

Javernick, MA, TR Kuklo, DW Polly Jr., TM Schroeder : Transforaminal lumbar interbody fusion -
Unilateral vs. bilateral disc removal - an in vivo study. 44th Annual Meeting of the Society of Military
Orthopaedic Surgery, San Diego CA, 2002 December.

Kirk, K, TR Kuklo, DW Polly : Assessment of the proximal thoracic curve with traction versus slide-
bending radiographs. Am J Orthop, 32(6):284-288, 2003.

Kirk, KL, JS Xenos, RA Lehman, LD Topeleski, R Howard : The effect of distal stem design on interface
motion in revision femoral stems. WRAMC Orthopedic Research Day, Washington DC, FY not submitted.

Kirk, KL, JS Xenos, RA Lehman, O Vesnosky, LD Topeleski, R Howard : The effect of distal stem
geometry on interface motion in uncemented revision total hip prostheses. Society of Military Orthopaedic
Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Kirk, KL, KA McHale, M Lenhart : Outcomes of cuboid/cuneiform osteotomies for the treatment of the
"bean-shaped" foot. Society of Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego
CA, 2002 December.

Kuklo, T, R Lehman : The effect of tapping versus untapping before placement of thoracic pedicle screws -
A biomechanical study. Society of Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San
Diego CA, 2002 December.

Kuklo, T, R Lehman, L Lenke : Preoperative and postoperative CT evaluation of structures at risk with
anterior spinal fusion. Society of Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San
Diego CA, 2002 December.
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Kuklo, TR : A biomechanical analysis of tapping versus undertapping the thoracic pedicle screw tract.
Chirurien des Hospitaux de Paris, Hospital Saint Vincent de Paul, Paris France, 2003 June.

Kuklo, TR : A biomechanical analysis of tapping versus undertapping the thoracic pedicle screw tract.
University of Nottingham, Queen's Medical Centre, Centre of Spinal Studies and Surgery, Nottingham
England, 2003 July.

Kuklo, TR : A biomechanical analysis of tapping versus undertapping the thoracic pedicle screw tract.
Florence Nightingale Hospital, Istanbul Spine Center, Istanbul Turkey, 2003 June.

Kuklo, TR : A biomechanical analysis of tapping versus undertapping the thoracic pedicle screw tract.
Calot Institute, Service du Chirurgie Orthopedique, Berck Sur Mer France, 2003 June.

Kuklo, TR : Accuracy and efficacy of thoracic pedicle screws in curves over 90 degrees. University of
Athens School of Medicine, KAT Accident Hospital, Athens Greece, 2003 June.

Kuklo, TR : Accuracy and efficacy of thoracic pedicle screws in curves over 90 degrees. University of
Nottingham, Queen's Medical Centre, Centre of Spinal Studies and Surgery, Nottingham England, 2003
July.

Kuklo, TR : Biomechanical analysis of tapping versus undertapping the thoracic pedicle screw tract.
University of Athens School of Medicine, KAT Accident Hospital, Athens Greece, 2003 June.

Kuklo, TR : Correlation of shoulder height and balance with radiographs for adolescent idiopathic
scoliosis - Clinical decision making. University of Athens School of Medicine, KAT Accident Hospital,
Athens Greece, 2003 June.

Kuklo, TR : Correlation of shoulder height and balance with radiographs for adolescent idiopathic
scoliosis - Clinical decision making. Florence Nightingale Hospital, Istanbul Spine Center, Istanbul Turkey,
2003 June.

Kuklo, TR : Effect of alendronate sodium on spinal fusion - A rabbit model. Florence Nightingale Hospital,
Istanbul Spine Center, Istanbul Turkey, 2003 June.

Kuklo, TR : Finite element modeling of thoracic pedicle screw constructs. Klinikum Neustadt, Center for
Spine Surgery and Scoliosis, Neustadt Germany, 2003 June.

Kuklo, TR : Hemimetameric Shift. University of Athens School of Medicine, KAT Accident Hospital,
Athens Greece, 2003 June.

Kuklo, TR : Image acquisition validation of a scoliosis model. Centre des Massues, Lyon France, 2003
June.

Kuklo, TR : Intradiscal electrothermal therapy for chronic low back pain - Minimum 24-month follow-up.
Klinikum Neustadt, Center for Spine Surgery and Scoliosis, Neustadt Germany, 2003 June.

Kuklo, TR : Isolated hemivertebra - Associated intraspinal anomalies. University of Athens School of
Medicine, KAT Accident Hospital, Athens Greece, 2003 June.

Kuklo, TR : Reliability of digital radiographic measurements for scoliosis evaluation. Centre des Massues,
Lyon France, 2003 June.

Kuklo, TR : Sagittal trajectory change for salvage of failed thoracic pedicle screws. Calot Institute, Service
du Chirurgie Orthopedique, Berck Sur Mer France, 2003 June.

Kuklo, TR : Sagittal trajectory change for salvage of failed thoracic pedicle screws. University of Athens
School of Medicine, KAT Accident Hospital, Athens Greece, 2003 June.
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Kuklo, TR : Sagittal trajectory change for salvage of failed thoracic pedicle screws. University of
Nottingham, Queen's Medical Centre, Centre of Spinal Studies and Surgery, Nottingham England, 2003
July.

Kuklo, TR : Sagittal trajectory change for salvage of failed thoracic pedicle screws. Chirurien des
Hospitaux de Paris, Hospital Saint Vincent de Paul, Paris France, 2003 June.

Kuklo, TR : Sagittal trajectory change for salvage of failed thoracic pedicle screws. Florence Nightingale
Hospital, Istanbul Spine Center, Istanbul Turkey, 2003 June.

Kuklo, TR : Sagittal versus coronal trajectory - A biomechanical evaluation. Florence Nightingale Hospital,
Istanbul Spine Center, Istanbul Turkey, 2003 June.

Kuklo, TR : Sagittal versus coronal trajectory - A biomechanical evaluation. University of Nottingham,
Queen's Medical Centre, Centre of Spinal Studies and Surgery, Nottingham England, 2003 July.

Kuklo, TR : Sagittal versus coronal trajectory - A biomechanical evaluation. University of Athens School of
Medicine, KAT Accident Hospital, Athens Greece, 2003 June.

Kuklo, TR : Sagittal versus coronal trajectory for thoracic pedicle screws - A biomechanical evaluation.
Calot Institute, Service du Chirurgie Orthopedique, Berck Sur Mer France, 2003 June.

Kuklo, TR : Sagittal versus coronal trajectory for thoracic pedicle screws - A biomechanical evaluation.
Chirurien des Hospitaux de Paris, Hospital Saint Vincent de Paul, Paris France, 2003 June.

Kuklo, TR : Screws in curves over 90 degrees. Florence Nightingale Hospital, Istanbul Spine Center,
Istanbul Turkey, 2003 June.

Kuklo, TR : Spontaneous proximal thoracic curve correction in AlS. Florence Nightingale Hospital,
Istanbul Spine Center, Istanbul Turkey, 2003 June.

Kuklo, TR : Spontaneous proximal thoracic curve correction in AIS. University of Athens School of
Medicine, KAT Accident Hospital, Athens Greece, 2003 June.

Kuklo, TR : Thoracic screw biomechanics. Chirurien des Hospitaux de Paris, Hospital Saint Vincent de
Paul, Paris France, 2003 June.

Kuklo, TR, BD Owens, DW Polly : Peri-operative blood and blood product management for spinal
deformity. The Spine Journal, 3(4):1-6, 2003.

Kuklo, TR, MF O'Brien, K Altobelli, TS Schroeder : Reliability of digital radiographic measurements for
scoliosis evaluation. 10th International Meeting on Advanced Spine Techniques (IMAST), Rome Italy,
2003 July.

Kuklo, TR, RA Lehman : Effect of tapping versus undertapping before placement of thoracic pedicle
screws - A biomechanical analysis. Society of Military Orthopaedic Surgeons 44th Annual Meeting, San
Diego CA, 2002 December.

Kuklo, TR, RA Lehman : Effect of tapping versus undertapping before placement of thoracic pedicle
screws - A biomechanical analysis. Spine, 28(18):2066-2071, 2003.

Kuklo, TR, RA Lehman, BA Freedman, J Coward, KD Riew : The effect of alendronate sodium on spinal
fusion - A rabbit model. 10th International Meeting on Advanced Spine Techniques (IMAST), Rome lItaly,
2003 July.

Kuklo, TR, RA Lehman, LG Lenke : Preoperative and postoperative computer tomography evaluation of
structures at risk with anterior spinal fusion (poster). NASS 17th Annual Meeting, 2002 October.
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Kuklo, TR, RA Lehman, LG Lenke : Preoperative and postoperative CT evaluation of structures at risk
with ASF. Eastern and Southern Orthopaedic Association Annual Meeting, Dublin Ireland, 2003 July-
August.

Kuklo, TR, RA Lehman, LG Lenke : Preoperative and postoperative CT evaluation of structures at risk
with ASF. World Spine Il, Chicago IL, 2003 August.

Kuklo, TR, RA Lehman, LG Lenke : Preoperative and postoperative CT evaluation of structures at risk
with ASF. World Spine 11, Chicago IL, 2003 August.

Kuklo, TR, RA Lehman, LG Lenke : Preoperative and postoperative CT evaluation of structures at risk

with ASF. Society of Military Orthopaedic Surgeons 44th Annual Meeting, San Diego CA, 2002 December.

Kuklo, TR, RA Lehman, LG Lenke : Preoperative and postoperative CT evaluation of structures at risk
with ASF. American Academy of Orthopaedic Surgeons 70th Annual Meeting, New Orleans LA, 2003
February.

Kuklo, TR, TS Schroeder : Comparison of digital radiographic measurements with varying resolution. 10th
International Meeting on Advanced Spine Techniques (IMAST), Rome Italy, 2003 July.

Lehman, R, T Kuklo, B Freedman, D Riew : The effect of alendronate sodium on spinal fusion in a rabbit
model. 44th Annual Meeting of the Society of Military Orthopaedic Surgeons, San Diego CA, 2002
December.

Lehman, RA, D Polly, T Kuklo, B Cunningham, K Kirk, P Belmont : Advantage of straight-forward versus
anatomic trajectory for placement of thoracic pedicle screws - A biomechanical analysis. Society of
Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Lehman, RA, DW Polly, TR Kuklo, BW Cunningham, KL Kirk, PJ Belmont : Advantage of straight-
forward versus anatomic trajectory of thoracic pedicle screws - A biomechanical model. Washington
Orthopaedic Society Resident Competition, Washington DC, 2003 May.

Lehman, RA, DW Polly, TR Kuklo, BW Cunningham, KL Kirk, PJ Belmont : Advantage of straight-
forward versus anatomic trajectory of thoracic pedicle screws - A biomechanical model. Society of Military
Orthopaedic Surgeons (SOMQOS) 44th Annual Meeting, San Diego CA, 2002 December.

Lehman, RA, DW Polly, TR Kuklo, BW Cunningham, KL Kirk, PJ Belmont : Advantage of straight-
forward versus anatomic trajectory of thoracic pedicle screws - A biomechanical model. World Spine II,
Chicago IL, 2003 August.

Lehman, RA, DW Polly, TR Kuklo, BW Cunningham, KL Kirk, PJ Belmont : Straight-forward versus
anatomic trajectory of thoracic pedicle screws. Eastern and Southern Orthopaedic Association Annual
Meeting, Dublin Ireland, 2003 July-August.

Lehman, RA, DW Polly, TR Kuklo, BW Cunningham, KL Kirk, PJ Belmont : Straight-forward versus
anatomic trajectory of thoracic pedicle screws - A biomechanical analysis. Society of Military Orthopaedic
Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Lehman, RA, DW Polly, TR Kuklo, BW Cunningham, KL Kirk, PJ Belmont : Straight-forward versus
anatomic trajectory of thoracic pedicle screws - A biomechanical analysis. 9th International Meeting of
Advanced Spine Techniques, San Diego, CA, 2002 December.

Lehman, RA, DW Polly, TR Kuklo, BW Cunningham, KL Kirk, PJ Belmont : Straight-forward versus
anatomic trajectory for thoracic pedicle screws - A biomechanical study. Spine, 28(18):2058-2065, 2003.

Lehman, RA, KP Potter, TR Kuklo, JO Orchowski, DW Polly, AS Chang : Pedicle probing for detection of
thoracic pedicle screw violation(s) - Is it valid?. Eastern Orthopaedic Association/Southern Orthopaedic
Association Annual Meeting, Dublin Ireland, 2003 July-August.
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Lehman, RA, TR Kuklo : Use of anatomic trajectory for thoracic pedicle screw salvage after
failure/violation using the straight-forward technique - A biomechanical analysis. Spine, 28(18):2072-2077,
2003.

Lehman, RA, TR Kuklo, BA Freedman, J Coward, KD Riew : The effect of alendronate sodium on spinal
fusion - A rabbit model. Washington Orthopaedic Society Resident Competition, Washington DC, 2003
May.

Lehman, RA, TR Kuklo, BR Freedman, J Cowart, KD Riew : The effect of alendronate sodium on spinal
fusion - A rabbit model. Washington Orthopaedic Society, Washington DC, 2003 May.

Lenhart, M, L Smurr, J Clasing, R Amaker, G Bogumill : The history of upper extremity splinting. Eastern
Ortho. Association, Amelia Island FL, 2002 October.

Lenhart, M, L Smurr, J Clasing, R Amaker, G Bogumill : The history of upper extremity splinting.
American Society for Surgery of the Hand, Phoenix AZ, 2002 October.

Lin, DL, KL Kirk, KP Murphy, KA McHale, WC Doukas : Evaluation of orthopaedic injuries in Operation
Enduring Freedom. Mil Med, 2003.

Lin, DL, KL Kirk, KP Murphy, WC Doukas, KA McHale : Evaluation of orthopaedic injuries from
Operation Enduring Freedom. Society of Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting,
San Diego CA, 2002 December.

Lin, DL, KL Kirk, KP Murphy, WC Doukas, KA McHale : Evaluation of Orthopaedic Injuries in Operation
Enduring Freedom. Society of Military Orthopaedic Surgeons 42nd Annual Meeting, San Diego CA, 2002
December.

Long, J, SJ Lewis, TR Kuklo, Y Zhu, KD Riew : The effect of Cox-2 inhibitors on spinal fusion. J Bone
Joint Surg, 84(A):1763-1768, 2002 October.

Machen, MS, JE Tis, N Inoue, RH Meffert, EY Chao, KA McHale : The effect of low intensity pulsed
ultrasound on regenerate bone in a less-than-rigid biomechanical environment. Biomed Mater Eng,
12(3):239-247, 2002 (FY03).

McHale, K, A Ross : Keystone fusion for chronic Lisfranc's fracture-dislocation. Society of Military
Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

McHale, KA, PJ Pollock, C McHale : Ballistics and Wounding - An overview of the mechanics and
treatment. Society of Military Orthopaedic Surgeons Annual Meeting, San Diego CA, 2002 December.

Murphy, K, K Taylor, K Kirk, P Belmont, S Shawen, W Doukas : Functional outcomes following
arthroscopically assisted combined anterior and posterior cruciate ligament reconstruction. Society of
Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Murphy, KP : Arthroscopic treatment of lateral epicondylitis. AANA Fall Course, Palm Desert CA, 2002
November.

Murphy, KP : Multiligament knee reconstruction in a high demand population. Fifth Annual Omer
Orthopaedic Seminar, San Antonio TX, 2003 April.

Murphy, KP : Multiligament reconstruction of the knee - 2-Year retrospective results. SOMOS Annual
Meeting, San Diego CA, 2002 December.

Nicholson, J, RE Wallace, M Myerson : Micromotion and contact pressure of the agility total ankle with
and without a subtalar fusion. WRAMC DOS&R Research Day, 2003 June.
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O'Brien, MF, TR Kuklo, BS Richards, LG Lenke, DW Polly, D Schreiber, R Pinteric, TS Schroeder, KM
Blanke : A multicenter clinical and radiographic analysis of anterior and posterior surgical techniques for
treatment of thoracolumbar/lumbar AIS - The current state of the art. Scoliosis Research Society 38th
Annual Meeting, Quebec City Canada, 2003 September.

Polly, DW, BW Cunningham, TR Kuklo, LG Lenke, | Ota, TM Schroeder, WR Klemme : Anterior thoracic
scoliosis constructs - Effect of rod diameter and intervertebral cages on multi-segmental construct stability.
The Spine Journal, 3(3):213-219, 2003.

Polly, DW, T Kuklo, M O'Brien, T Schroeder, L Nelson, L Lenke : Reliability of radiographic parameters
for scoliosis evaluation. Society of Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San
Diego CA, 2002 December.

Polly, DW, TR Kuklo : lliac crest bone graft pain. World Spine 11, Chicago IL, 2003 August.

Polly, DW, TR Kuklo, MF O'Brien, TM Schroeder, L Nelson, LG Lenke : Reliability of radiographic
parameters for scoliosis evaluation. Society of Military Orthopaedic Surgeons 44th Annual Meeting, San
Diego CA, 2002 December.

Polly, DW, TR Kuklo, T Schroeder, T Boal : Telemedicine Screening of Adolescent Idiopathic Scoliosis.
8th Annual American Telemedicine Conference, Orlando FL, 2003 April.

Potter, BK, RA Lehman, WC Doukas : Simultaneous bilateral pectoralis major tendon ruptures - Case
report and review of literature. J Bone Joint Surg, 2003.

Rosner, M, DW Polly, TR Kuklo, S Ondra : Thoracic pedicle screw fixation for spinal deformity.
Neurosurgical Focus - J of Neurosurgery, 14(1):1-6, 2003.

Shawen, S, R Lehman, T Kuklo, J Orchowski, B Potter, A Chang, D Polly : Probing for thoracic pedicle
screw tract violation. Society of Military Orthopaedic Surgeons (SOMOS) 44th Annual Meeting, San Diego
CA, 2002 December.

Shawen, SB, PJ Belmont Jr., TR Kuklo, BD Owens, KF Taylor, R Kruse, DW Polly Jr. : Hemimetameric
segmental shift - A case series and review. Spine, 27(24):E539-544, 2002 December.

Shawen, SB, PJ Belmont Jr., WR Klemme, LD Topoleski, JS Xenos, JR Orchowski : Osteoporosis and
anterior femoral notching in periprosthetic supracondylar femoral fractures - A biomechanical analysis. J
Bone Joint Surg Am, 85-A(1):115-121, 2003 January.

Shawen, SB, RA Lehman, TR Kuklo, JO Orchowski, KP Potter, AS Chang, DW Polly : Probing for
thoracic pedicle screw tract violation(s) - Is it valid?. Society of Military Orthopaedic Surgeons 44th
Annual Meeting, San Diego CA, 2002 December.

Taylor, K, B Rafiee, N Inoue, J Tis, K McHale, E Chao : The effect of pulsed electromagnetic fields on
maturation of regenerate bone in rabbit limb lengthening model. Society of Military Orthopaedic Surgeons
(SOMOS) 44th Annual Meeting, San Diego CA, 2002 December.

Temple, HT, A Mollabashy, DA Gajewski, WA Mnaymneh : Clinical outcome in patients presenting with
fungating soft tissue sarcomas. American Academy of Orthopaedic Surgeons 70th Annual Meeting, New
Orleans LA, 2003 February.

Temple, HT, DA Gajewski, A Mollabashy, DK Rader, WA Mnaymneh : The effects of chemotherapy on
patients with high grade soft tissue sarcomas. 44th Annual Meeting of the Society of Military Orthopaedic
Surgeons, San Diego CA, 2003 February.

Tis, JE, WR Klemme, KL Kirk, KP Murphy, B Cunningham : Braided hamstring tendons for reconstruction
of the anterior cruciate ligament - A biomechanical analysis. Am J Sports Med, 30(5):684-688, 2002
September-October.
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Wallace, RE, K Jones, B Raifee, N Inoue, K McHale, EY Chao : Distraction osteogenesis - A
densitometric, biomechanical, and histological study. Eastern Orthopaedic Association 33rd Annual
Meeting, 2002 October.

Wallace, RE, K Jones, B Raifee, N Inoue, K McHale, EY Chao : Distraction osteogenesis - A
densitometric, biomechanical, and histological study. Maryland Orthopaedic Association Annual Meeting,
2003 April.

Wilson, LA : Instrumentation of the cervical thoracic junction (CTJ) - A biomechanical comparison of
thoracic pedicle screws (TPS) versus thoracic hooks (TH) as distal anchors for long constructs. Cervical
Spine Research Society 30th Annual Meeting, Miami Beach FL, 2002 December.

Physical Medicine and Rehabilitation Service

Boden, BP, W Lin, M Young, FO Mueller : Catastrophic injuries in wrestlers. Am J Sports Med, 30:791-
795, 2002 November-December.

Gupta, R, J Gambel, B Schiefer : Personal protection measures against arthropods. Military Preventive
Medicine - Mobilization and Deployment, Volume | (Kelley, PW ed.), Textbooks of Military Medicine,
Washington DC, chapter 22, 2003.

Pasquina, PF, S Kelly : Assessing clinical competence in physical medicine and rehabilitation residency
programs. Am J Phys Med Rehabil, 82:473-478, 2003.

Wallach, R, A McCarthy, P Pasquina : Esophageal migration of a percutaneous esophageal jejunostomy
tube in a brain injured patient - A case report. Arch Phys Med Rehabil, 83(11):1649, 2002 November-
December.

Wallach, R, A McCarthy, P Pasquina : Esophageal migration of a percutaneous esophageal jejunostomy
tube in a brain injured patient - A case report (poster). Annual 63rd AAPMR Meeting, Orlando FL, 2002
November.

Physical Therapy Service

Springer, BA, JB Bartholomew : Heart rate variability and mood following moderate intensity exercise.
American College of Sports Medicine 50th Annual Meeting, San Francisco CA, 2003 May.

Springer, BA, JB Bartholomew, A Loukas : Heart rate variability and mood following moderate intensity
exercise. Medicine and Science in Sports and Exercise, 35(5):Supplement, 2003.

DEPARTMENT OF PATHOLOGY AND AREA LABORATORIES

Auerbach, M, A Auerbach, K Kaplan : A 56 year old female with a mass in the ankle - Inflammatory
myxohyaline tumor of distal extremities. California Tumor Tissue Registry, Website Case of the Month,
2002 December.

Auerbach, M, R Willard : A 22 year-old male with a solitary red calf papule - Targetoid hemosiderotic
hemangioma (poster). American Academy of Dermatology Meeting, San Francisco CA, 2003.

Auerbach, MJD, RJ Willard : Pathologic quiz case - A 23-year-old man with a solitary red calf lesion. Arch
Pathol Lab Med, 127(6):e265-e266, 2003 June.

Bassiwa, L, D Craft : Direct detection of altered penicillin binding protein (PBP2") in Staphylococcus
aureus and coagulase negative staphylococci in blood culture bottles (poster). Abstr Annu Meet Am Soc
Microbiol, C-86, 2003 May.
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Bassiwa, L, D Craft : Direct detection of altered penicillin binding protein (PBP2") in Staphylococcus Presentation
aureus and coagulase negative staphylococci in blood culture bottles (poster). 103rd General Meeting,
American Society for Microbiology, 2003 May.

Bell, C, A Eberly, A Whelen, J Perez, B Hill, W Nauschuetz, A Ewell, K Sconce, C Giron, M Martinez, K Presentation
Kaplan, D Craft, H Chong, S Mahlen, D Turgeon, M Koenig, D Heath, E Ager : Multi-center evaluation of

HPV reproducibility to develop consensus recommendations for repeating and reporting results (poster).

27th Annual Society of Armed Forces Medical Laboratory Scientists, Reno NV, 2003 March.

Boardman, J, KJ Kaplan, C Hollcraft, LT Bui-Mansfield : Torsion of the epiploic appendage. Radiologic- Presentation
pathologic Conference of Keller Army Community Hospital at West Point, U.S. Military Academy, 2003.

Boardman, J, KJ Kaplan, C Hollcraft, LT Bui-Mansfield : Torsion of the epiploic appendage. AJR AmJ Publication
Roentgenol, 180(3):748, 2003.

Boast, DL, KJ Kaplan, MR Henry : Effects of pregnancy on cervical dysplasia - Risks of progression and Abstract
management implications. Am J Clin Pathol, 118(4):637, 2002 (FY03).

Boast, DL, KJ Kaplan, MR Henry : Effects of pregnancy on cervical dysplasia - Risks of progression versus Presentation
regression and implications for management. ASCP/CAP National Meeting, Washington DC, 2002 (FY03).

Bui-Mansfield, LT, KJ Kaplan : Spindle cell lipoma of the upper back. Radiologic-pathologic conference Presentation
of Keller Army Community Hospital at West Point, U.S. Military Academy, 2002 November.

Bui-Mansfield, LT, KJ Kaplan : Spindle cell lipoma of the upper back. AJR Am J Roentgenol, Publication
179(5):1158, 2002 November.

Bui-Mansfield, LT, KJ Kaplan, C Hollcraft : Calcified lymphangioma of the gonadal vein. Radiologic- Presentation
pathologic conference of Keller Army Community Hospital at West Point, U.S. Military Academy, 2002
December.

Bui-Mansfield, LT, KJ Kaplan, C Hollcraft : Calcified lymphangioma of the gonadal vein. AJR Am J Publication
Roentgenol, 179(6):1480, 2002 December.

Bui-Mansfield, LT, KJ Kaplan, J Boardman : Synovial sarcoma of the chest wall. Radiologic-pathologic Presentation
conference of Keller Army Community Hospital at West Point, U.S. Military Academy, 2002 October.

Bui-Mansfield, LT, KJ Kaplan, J Boardman : Synovial sarcoma of the chest wall. AJR Am J Roentgenol, Publication
179(4):880, 2002 October.

Craft, D : Basic Clinical Microbiology - Workshop. 27th Annual Society of Armed Forces Medical Presentation
Laboratory Scientists, Reno NV, 2003 March.

Craft, D, J Murray, R Slater : Deployment microbiology - Workshop. 27th Annual Society of Armed Forces Presentation
Medical Laboratory Scientists, Reno NV, 2003 March.

Duncan, MB, KJ Kaplan, MT Smith : An unusual case of colonic lymphoma presenting as a diminutive Presentation
colon polyp (poster). 2002 American College of Gastroenterology Annual Meeting and Postgraduate
Course, Seattle WA, 2002 (FY03).

Kaplan, K, K Sconce, D Craft : Reflex HPV testing in a military medical population. United States and Presentation
Canadian Academy of Pathology Annual Meeting, 2003 March.

Kaplan, KJ : Implementation of a worldwide telepathology service. 2002 Advancing Pathology Informatics, Presentation
Imaging, and the Internet, 7th Annual Conference, Pittsburgh PA, 2002 October.

Kaplan, KJ : Practical telepathology - Applications and implementation issues. 2002 Breakout Session, Presentation
Seventh Annual Conference for Advancing Pathology Informatics, Imaging, and the Internet, Pittsburgh
PA, 2002 (FY03).
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Kaplan, KJ, AA Corsini : Hodgkin's-like transformation in chronic lymphocytic leukemia presenting as a
liver mass diagnosed by fine-needle aspiration biopsy. South Med J, 95(12):5S33-34, 2002 December.

Kaplan, KJ, AA Corsini : Hodgkin's-like transformation in chronic lymphocytic leukemia presenting as a
liver mass diagnosed by fine-needle aspiration biopsy (poster). 2002 Southern Medical Association 96th
Annual Scientific Assembly, Washington DC, 2002 (FY03).

Kaplan, KJ, AY Bolger, DL Boast : Use of robotic telepathology for liquid based cytology. Mod Path,
16(1):313, 2003.

Kaplan, KJ, AY Bolger, DL Boast : Use of robotic telepathology for liquid based cytology (poster). 2003
USCAP/IAP National Meeting, Washington DC, 2003.

Kaplan, KJ, BL Nelson : Mycoclonic epilepsy and cognitive decline in a 19-year old man. Arch Pathol Lab
Med, 127(4):e231-232, 2003.

Kaplan, KJ, DL Boast, AY Bolger : Are current image resolutions sufficient for telecytology?. Telemed J E
Health, 9(S1):108, 2003.

Kaplan, KJ, DL Boast, AY Bolger : Use of telepathology for liquid-based cytology. Arch Pathol Lab Med,
127(7):795-796, 2003.

Kaplan, KJ, DL Boast, AY Bolger : Are current image resolutions sufficient for telecytology? (poster).
2003 American Telemedicine Association Eighth Annual Meeting & Exposition, Orlando FL, 2003.

Kaplan, KJ, DL Boast, AY Bolger : Dynamic telepathology for use in gynecologic cytology (poster).
American Society of Cytopathology 51st Annual Scientific Meeting, Orlando FL, 2003.

Kaplan, KJ, JB Benedict, GD Sandberg, CP Myers, TR Bigott, RB Greenspan : Validation of a web-based
robotic telepathology system for frozen section diagnosis. Am J Clin Path, 118(4):637-638, 2002 October.

Kaplan, KJ, JB Benedict, GD Sandberg, CP Myers, TR Bigott, RB Greenspan : Use of robotic
telepathology for frozen section diagnosis (poster). 2002 Southern Medical Association 96th Annual
Scientific Assembly, Washington DC, 2002 November.

Kaplan, KJ, JB Benedict, GD Sandberg, CP Myers, TR Bigott, RB Greenspan : Validation of a web-based
robotic telepathology system for frozen section diagnosis (poster). 2002 American Society of Clinical
Pathologists/College of American Pathologists, ASCP/CAP National Meeting, Washington DC, 2002
(FY03).

Kaplan, KJ, JB Benedict, GD Sandberg, CP Myers, TR Bigott, RB Greenspan : Validation of a web-based
robotic telepathology system for frozen section diagnosis (poster). 2002 American Society of Clinical
Pathologists/College of American Pathologists ASCP/CAP National Meeting, Washington DC, 2002
(FY03).

Kaplan, KJ, JR Burgess, GD Sandberg, CP Myers, TR Bigott, RB Greenspan : Use of robotic telepathology
for frozen-section diagnosis - A retrospective trial of a telepathology system for intraoperative consultation.
Mod Pathol, 15(11):1197-1204, 2002 November.

Kaplan, KJ, KJ Sconce, DW Craft : Reflex HPV testing in a military medical population. Mod Path,
16(1):313-314, 2003.

Kaplan, KJ, KJ Sconce, DW Craft : Reflex HPV testing in a military medical population (poster). 2003
USCAP/IAP National Meeting, Washington DC, 2003.

Kaplan, KJ, TR Bigott : Implementation of a world-wide real-time telepathology service. Telemed J E
Health, 9(S1):107-108, 2003.
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Kaplan, KJ, TR Bigott : Implementation of a world-wide real-time telepathology service. Arch Pathol Lab
Med, 127(7):802-803, 2003.

Kaplan, KJ, TR Bigott : Implementation of a world-wide real-time telepathology service. 2002 Scientific
Session, Seventh Annual Conference for Advancing Pathology Informatics, Imaging, and the Internet,
Pittsburgh PA, 2002 (FY03).

Kaplan, KJ, TR Bigott : Implementation of a world-wide real-time telepathology service (poster). 2003
American Telemedicine Association Eighth Annual Meeting & Exposition, Orlando FL, 2003.

Kaplan, KJ, TR Bigott, R Herring, DR Butler, B Williams : Expert opinions just a mouse click away - The
Army Telepathology Program. 2003 Scientific Session, Eighth Annual Conference for Advancing Practice,
Instruction and the Innovation Through Informatics, Pittsburgh PA, 2003.

Verma, PS, CM Gallagher : Dyspnea on exertion, fatigue, and pallor in a 50-year old active duty soldier.
Mil Med, 168:587-590, 2003.

Wells, D, KJ Kaplan : Active ossifying fibroma of the jaw. Arch Pathol Lab Med, 127(8):e359-e360, 2003.

Willard, RJ, MJD Auerbach : Targetoid hemosiderotic hemangioma (Hobnail Hemangioma). American
Academy of Dermatology, San Francisco CA, 2003 May.

DEPARTMENT OF PEDIATRICS

AuYeung, K, KB Madden, A Smith, JF Urban Jr., O Levander, A Zhao, T Shea-Donochue : Selenium and
vitamin E deficiencies alter intestinal epithelial cell function in mice infected with Heligmosomoides
polygyrus. 37th Annual Uniformed Services Pediatric Seminar, American Academy of Pediatrics,
Washington DC, 2003 March.

Bauer, AJ, A Patel, R Terrell, K Doniparthi, M Saji, M Ringel, RM Tuttle, GL Francis : Systemic
Administration of Vascular Endothelial Growth Factor (VEGF) Monoclonal Antibody Reduces Growth of
Papillary Thyroid Cancer in a Nude Mouse Model. Annals of Clinical and Laboratory Science, 33:192-199,
2003.

Bauer, AJ, | Bourdeau, JA Carney, CA Stratakis : A study of apoptosis and proliferation indices in primary
pigmented nodular adrenocortical disease (PPNAD) (poster). 85th Annual Meeting, The Endocrine Society,
Philadelphia PA, 2003 June.

Bauer, AJ, M Poth : Controversies in Pediatric Endocrinology. 37th Annual Uniformed Services Pediatric
Seminar, American Academy of Pediatrics, Washington DC, 2003 March.

Bauer, AJ, R Terrell, NK Doniparthi, A Patel, RM Tuttle, M Saji, MD Ringel, GL Francis : Vascular
endothelial growth factor monoclonal antibody inhibits growth of anaplastic thyroid cancer xenografts in
nude mice. Thyroid, 12(11):953-961, 2002 November.

Bauer, AJ, S Stergiopoulos, F Sadrini, K Griffin, Sarlis, Stratakis : Characterization of protein kinase A
(PKA) and PKA type 1 . regulatory subunit gene in human thyroid tumor cell lines (poster 823). Pediatr
Res, Seattle WA, 2003 May.

Bauer, AJ, T Pluim, A Helms, A Patel, RM Tuttle, GL Francis : An in vitro study to determine if the novel
tumor-activated fluropyrimidine carbamate (Capecitabine) could be used to treat thyroid carcinomas
(poster). 85th Annual Meeting, The Endocrine Society, Philadelphia PA, 2003 June.

Burklow, TR, C Yu : Industrial Chemicals: Terrorist “Weapons of Opportunity’. Pediatr Annals, 23:231-
234, 2003.
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Burklow, TR, DP Shmorhun, JA Becker : Brilliant Diagnosis: Cardiology Without the Echo. 37th Annual
Uniformed Services Pediatric Seminar, American Academy of Pediatrics, Washington DC, 2003 March.

Camp, K, G Francis, L Shropshire : Initiating a phenylalanine-controlled diet in a 5-year-old child newly
diagnosed with phenylketonuria (PKU): management dilemmas and developmental outcomes. Topics in
Clinical Nutrition, 18:110-115, 2003.

Camp, K, L Shropshire, G Francis : Consider inborn errors of metabolism in the differential diagnosis of
children with an unusual symptom complex (poster). Uniformed Services University of the Health Sciences
Graduate Student Colloquium and Faculty Senate Research Day, 2003 May.

Cashman, JR, K Camp, PV Fennessey, et al : Biochemical and clinical aspects of the human flavin-
containing monooxygenase form 3 (FMO3) related to trimethylaminuria. Current Drug Metabolism, 4:151-
170, 2003.

Collura-Burke, CJ, B Speller-Brown, LJ Smith, MR Nelson, HJ Schmidt : Asthma Education and its Effect
on Quality of Life (poster). J Allergy & Clin Immunol, 111:S176, 2003.

Collura-Burke, CJ, B Speller-Brown, LJ Smith, MR Nelson, HJ Schmidt : Asthma Education and its Effect
on Quality of Life (poster). 59th Annual Meeting of the American Academy of Allergy and Immunology,
2003.

Creamer, KM : Building The Safety Net: Pediatric Sedation 2003. European Regional Medical Command's
Fall Medical-Surgical Conference, Pediatric Track, Weinheim Germany, 2003 September.

Creamer, KM : Should Families Witness Resuscitation? Clinical Controversies session with Col Kenneth
Torrington. ACCP's 68th Annual International Scientific Assembly - Chest 2002 - San Diego CA, 2002
November.

Creamer, KM : Sleep Deprivation for Pediatric Sedated Procedures: Not worth the effort!. 37th Annual
Uniformed Services Pediatric Seminar, American Academy of Pediatrics, Washington DC, 2003 March.

Creamer, KM : Family Witnessed Resuscitation. Chest, 124(2):769-770, 2003 August.

deLorimier, AJ, W Byrd, ER Hall, FJ Cassels : Modified Labile Toxin Adjuvant Induces Stronger Antibody
Responses to a Vaccine for Enterotoxigenic coli than Vaccine Alone. North American Society for Pediatric
Gastroenterology, Hepatology and Nutrition Meeting, San Antonio TX, 2002 October.

deLorimier, AJ, W Byrd, ER Hall, ZJ Roberts, CE McQueen, D Tang, W Vaghan, F Cassels : Murine
antibody response to intranasally administered enterotoxigenic Escherichia coli colonization factor CS6.
Vaccine, 21(19-20):2548-2555, 2003 June.

DiFazio, M, B Jabbari : A focused review of treatment with botulinum toxins for low back pain. Southeast
Pain Care, Charlotte NC, 2003 January.

DiFazio, M, B Jabbari : A focused review of treatment with botulinum toxins for low back pain. Clin J
Pain, 2003 Suppl 18(6):S155-S162, 2003.

Eccles, T, A Patel, RM Tuttle, G Francis : Erythropoietin and erythropoietin receptor are expressed by
childhood thyroid cancers. American Academy of Pediatrics, Uniformed Services Section, Washington DC,
2003 March.

Eccles, T, R Terrell, A Patel, A Verma, RM Tuttle, G Francis : Erythropoietin and erythropoietin receptor
are expressed by papillary thyroid carcinomas of children and adolescents. American Academy of
Pediatrics, Uniformed Services Section, Washington DC, 2003 March.
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Fernandez, M, K AuYeung, K Madden, A Zhao, CA Sullivan, J Urban, F Finkelman, T Shea-Donohue :
Nematode infection alters protease activated receptor (PAR)-induced epithelial cell responses in murine
small intestine. Gastroenterology, 124:A83, 2003.

Fernandez, M, K AuYeung, K Madden, A Zhao, CA Sullivan, J Urban, F Finkelman, T Shea-Donohue :
Nematode infection alters protease activated receptor (PAR)-induced epithelial cell responses in murine
small intestine. Digestive Diseases Week, American Gastroenterological Association, 2003 May.

Gramling, JD, KJ AuYeung, KM Camp, PL Rogers, C Maydonovitch, CA Sullivan : Obesity in Children
with GERD: A Retrospective Chart Review. J Pediatr Gastroenterol Nutr, 37(3):337, 2003.

Griffin, KJ, LS Kirschner, SG Stergiopoulos, SM Lenherr, ES Clafin, L Matyakhina, AJ Bauer, JA Carney,
CA Stratakis : A Transgenic mouse model expressing an antisense construct to PRKARLA: A model for
Carney Complex. 85th Annual Meeting, The Endocrine Society, Philadelphia PA, 2003 June.

Gydee, H, JT O'Neill, A Patel, A Bauer, RM Tuttle, G Francis : Differentiated thyroid carcinomas from
children and adolescents express IGF-1 and IGF-1-R - Cancers with the most intense expression of IGF-1-R
are more aggressive. American Academy of Pediatrics, Uniformed Services Section, Washington DC, 2003
March.

Gydee, H, JT O'Neill, A Patel, RM Tuttle, G Francis : Insulin-like growth factor-1 (IGF-1) and the IGF-1
Receptor (IGF-1R) are expressed by childhood thyroid cancers and IGF-1R expression is increased in
aggressive tumors. American Academy of Pediatrics, Uniformed Services Section, Washington DC, 2003
March.

Katz, DE, AJ deLorimier, MK Wolf, ER Hall, FJ Cassels, JE vanHamont, RL Newcomer, MA Davachi,
DN Taylor, McQueen : Oral immunization of adult volunteers with microencapsulated enterotoxigenic
Escherichia coli (ETEC) CS6 antigen. Vaccine, 21:341-346, 2003 January.

Lewis, DW, PA Powers, MF Goodenough, MA Poth : Inadequacy of in-school support for diabetic
children. Diabetes Technol Ther, 5:45-56, 2003.

Marks, R, A Patel, J Modi, RM Tuttle, G Francis : Are proliferating thyroid cancer associated lymphocytes
CD8 + killer cells?. American Academy of Pediatrics, Uniformed Services Section, Washington DC, 2003
March.

Modi, J, A Patel, R Terrell, RM Tuttle, G Francis : Thyroid cancers from children and adolescents that
contain a mixture of lymphocytes have a favorable prognosis. American Academy of Pediatrics, Uniformed
Services Section, Washington DC, 2003 March.

Modi, J, A Patel, R Terrell, RM Tuttle, G Francis : Childhood thyroid cancers that contain a mixture of
lymphocytes have favorable prognostic indicators. American Academy of Pediatrics, Uniformed Services
Section, Washington DC, 2003 March.

Modi, J, A Patel, R Terrell, RM Tuttle, GL Francis : Papillary thyroid carcinomas from young adults and
children contain a mixture of lymphocytes. J Clin Endocrinol Metab, 88(9):4418-4425, 2003 September.

O'Brien, MM, K Sellen, KM Creamer : Training Pediatric Residents Regarding End Of Life Issues: How
Are We doing?. 37th Annual Uniformed Services Pediatric Seminar, American Academy of Pediatrics,
Washington DC, 2003 March.

O'Brien, MM, KM Creamer, EE Hill, J Welham : Tolerance of Family Presence During Pediatric
Cardiopulmonary Resuscitation: A Snapshot of Military and Civilian Pediatricians, Nurses and Residents.
Ped Emerg Care, 18(6):409-413, 2002 December.

Patel, A, S Jhiang, S Dogra, R Terrell, C Fenton, C Dinauer, RM Tuttle, GL Francis : Differentiated
Thyroid Carcinoma That Express Sodium-lodide Symporter Have a Lower Risk of Recurrence for Children
and Adolescents. Pediatr Res, 52(5):737-744, 2002 November.
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Patel, A, S Jhiang, S Dogra, R Terrell, PA Powers, C Fenton, CA Dinauer, RM Tuttle, GL Francis :
Differentiated thyroid carcinoma that express sodium-iodide symporter have a lower risk of recurrence for
children and adolescents. Pediatr Res, 52:737-744, 2002 November.

Pluim, T, A Helms, A Patel, A Bauer, RM Tuttle, G Francis : An in vitro study to determine if the novel
tumor activated fluropyrimidine carbamate (Capecitabine) could be used to treat thyroid carcinomas.
American Academy of Pediatrics, Uniformed Services Section, Washington DC, 2003 March.

Powers, PA, CA Dinauer, RM Tuttle, DK Robie, DR McClellan, GL Francis : Treatment of recurrent
papillary thyroid carcinoma in children and adolescents. J Pediatr Endocrinol Metab, 16:1033-1040, 2003.

Powers, PA, CA Dinauer, RM Tuttle, GL Francis : The MACIS score predicts the clinical course of
papillary thyroid carcinoma in children and adolescents. 37th Annual Uniformed Services Pediatric
Seminar, American Academy of Pediatrics, Washington DC, 2003 March.

Powers, PA, CA Dinauer, RM Tuttle, GL Francis : The MACIS score predicts the clinical course of
papillary thyroid carcinoma in children and adolescents (poster). Society of Pediatric Research, Seattle
WA, 2003 May.

Powers, PA, CA Dinauer, RM Tuttle, GL Francis : Tumor size and extent of disease at diagnosis predict the
response to initial therapy for papillary thyroid carcinoma in children and adolescents. J Ped Endo &
Metab, 16(5):693-702, 2003 June.

Rotenberg, J, B Jabbari, M DiFazio : Movement Disord Successful Treatment of Recalcitrant Restless Leg
Syndrome with Botulinum. 7th International Congress of Parkinson's Disease and Movement Disorders,
2002 November.

Rotenberg, J, TR Burklow, JS Selanikio : Weapons Of Mass Destruction: The Decontamination Of
Children. Pediatr Annals, 23:261-267, 2003.

Schmidt, HJ : Asthma Cases: Spacers, Nebulizers, and More. 37th Annual Uniformed Services Pediatric
Seminar, American Academy of Pediatrics, Washington DC, 2003 March.

Sutton, J : Increased risk for aplastic anemia and myelodysplastic syndrome in individuals lacking GSTT1
gene. 2003 Pediatric Academic Societies Annual Meeting, Seattle WA, 2003 May.

Whiteman, S, T Tillman, K AuYeung, K Madden, A Chap, J Elfrey, A Zhao, T Shea-Donohue : Enteral L-
Arginine attenuates the effects of diabetic hyperglycemia on colonic epithelial cell function in rats.
Gastroenterology, 124:A261, 2003.

Yacovone, MA, PA Powers, RK Katial : Primary autoimmune neutropenia associated with endocrinopathy.
60th Annual Meeting of the American Academy of Allergy, Asthma and Immunology, Denver CO, 2003
March.

Yu, C, TR Burklow : Vesicants and Children. Pediatr Annals, 23:254-257, 2003.

Pediatric Cardiology Service

Adelman, WP : Clinical practice guideline implementation - Clinical issues and special populations.
Department of Defense Tobacco Use Cessation Clinical Practice Guideline, Korea Implementation
Conference, Seoul, South Korea, 2002 November.

Au Yeung, K, KB Madden, A Smith, FJ Urban Jr., O Levander, A Zhao, T Shea-Donohue : Selenium and
vitamin e deficiencies alter intestinal epithelial cell function in mice infected with heligmosomoides
polygyrus. 2002 Annual Meeting of the North American Society of Pediatric Gastroenterology,
Hepatology, & Nutrition, San Antonio TX, 2002 October.
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Rick, JR, C Semino-Mora, E Rueda-Pedraza, CA Sullivan, A Dubois : Relation between CagA expression
and persistent helicobacter pylori infection among children and adolescents (poster). 2002 Annual Meeting
of the North American Society of Pediatric Gastroenterology, Hepatology, & Nutrition, San Antonio TX,
2002 October.

Rick, JR, MJ Cossentino, FM Moses : Familial Schatzki's ring - Case report emphasizing the etiologic
considerations (poster). 2002 Annual Meeting of the North American Society of Pediatric
Gastroenterology, Hepatology, & Nutrition, San Antonio TX, 2002 October.

Robinson, A : Chlamydia update. Region 3 Infertility Project Meeting, Washington DC, 2002 October.

Robinson, A : SAM multidisciplinary committee. Society for Adolescent Medicine Newsletter, 2002
November.

Shmorhun, DP : Arrhythmogenic right ventricular cardiomyopathy. National Capital Consortium Pediatrics
Clinicopathological Conference, Washington DC, 2003 January.

DEPARTMENT OF PHARMACY

Adesuyi, OA, DA Solimando, JA Waddell : PVVDA regimen for remission induction of acute lymphoblastic
leukemia (ALL). Hosp Pharm, 38:544-550, 2003.

Bauer, AJ, R Terrell, A Patel, RM Tuttle, MD Ringel, GL Francis : Vascular Endothelial Growth Factor
Monoclonal Antibody (VEGF-MADb) Inhibits Growth of Anaplastic Thyroid Cancer Xenografts in Nude
Mice. Thyroid, 12:953-961, 2002 November.

Doulaveris, P, DA Solimando, JA Waddell : High-dose cytarabine for consolidation and relapse therapy in
acute myelogenous leukemia. Hosp Pharm, 38:118-120 & 179, 2003.

Gallagher, CM, J Drabick, JA Waddell, et al : Inadvertent intravenous Bacillus Calmette-Guerin converted
near-CR to CR in a patient with relapsed multiple myeloma. Blood, 102:5272, 2003.

Iheagwara, NL, JA Waddell, DA Solimando : Cisplatin, vinblastine, and bleomycin (PVB) regimen for
testicular cancer. Hosp Pharm, 38:822-827, 2003.

Moussavian, PA, DA Solimando, JA Waddell : Hoelzer regimen for therapy of adult acute lymphoblastic
leukemia. Hosp Pharm, 38:436-510, 2003.

Roark, KM, JA Waddell, DA Solimando : Bleomycin, etoposide, and cisplatin (BEP) regimen for testicular
cancer. Hosp Pharm, 38:638-644, 2003.

Rutledge, MR, DA Solimando, JA Waddell : Fludarabine, cytarabine, and filgrastim (FLAG) regimen for
induction therapy of acute myelogenous leukemia or myelodysplastic syndrome. Hosp Pharm, 38:320-327,
2003.

Sano, H, J Waddell, P Doulaveris, R Myhand : Standardized chemotherapy order forms. Proceedings of the
Eastern States Conference for Pharmacy Residents and Preceptors, 176, 2003.

Sano, H, J Waddell, P Doulaveris, R Myhand : Standardized chemotherapy order forms. Eastern States
Conference for Pharmacy Residents and Preceptors, Baltimore MD, 2003 May.

Solimando, DA, A Waddell : Etoposide and cisplatin (EP) for testicular cancer. Hosp Pharm, 38:921-925,
2003.

Solimando, DA, JA Waddell : Bortezomib and gefitinib. Hosp Pharm, 38:733-736, 2003.

144

TYPE

Presentation

Presentation

Presentation

Publication

Presentation

Publication

Publication

Publication

Abstract

Publication

Publication

Publication

Publication

Abstract

Presentation

Publication

Publication



FY 2003 PUBLICATIONS BY DEPARTMENT/SERVICE AND AUTHOR
CITATION

Waddell, J, A Janusziewicz, L Sutton, E Spaar, M Heath, D Solimando : Investigating adverse medication
events caused by an unknown medication. J Am Pharm, 43:295-296, 2003.

Waddell, J, A Janusziewicz, L Sutton, E Spaar, M Heath, D Solimando : investigating adverse medication
events caused by an unknown medication. American Pharmaceutical Association Annual Meeting, New
Orleans LA, 2003 March.

Waddell, JA, DA Solimando : Mitoxantrone, etoposide, and cytarabine (MEC) regimen for relapsed or
refractory acute myelogenous leukemia. Hosp Pharm, 38:218-221, 2003.

Waddell, JA, P Doulaveris, DA Solimando : High-dose cytarabine (HIDAC) plus daunorubicin for
remission induction of acute myelogenous leukemia. Hosp Pharm, 38:20-24, 2003.

DEPARTMENT OF PREVENTIVE MEDICINE

Anno, G, R Bloom, JR Mercier, RW Young : Dose Response Relationships for Acute lonizing Radiation
Lethality. Health Physics, 84(5):565-575, 2003.

Hack, D : Smallpox Immunization Plan: A RMC Perspective. 7th Annual Force Health Protection
Conference, Albuquerque NM, 2003 August.

Mercier, JR, SC Moss : The U.S. Army Radiological Advisory Medical Team. Proceedings of the 36th
Health Physics Society Midyear Topical Meeting - Radiation Safety Aspects of Homeland Security and
Emergency Response, San Antonio TX, 158-163, 2003 January.

DEPARTMENT OF PSYCHIATRY

Benedek, DM : Family Violence: Risk Factors in the U.S. Military Community - Family Violence, A
Military Perspective. U.S. Dept. of Justice, FBI National Center for the Analysis of Violent Crime and the
Behavioral Science Unit Family Violence Symposium, Leesburg VA, 2003 August.

Benedek, DM : Transforming Behavioral Health: Applying lessons Learned in Bosnia. Operational Mental
Health Symposium, 6th Annual Force Health Protection Conference, Albuquerque NM, 2003 August.

Benedek, DM : Medico-Legal Implications of Drug Interactions. Concise Guide to Drug Interaction
Principles for Medical Practice, KL Cozza, SC Armstrong, JR Osterheld (eds), APPI Press, Washington
DC, 407-418, 2003.

Benedek, DM, SC Armstrong, KL Cozza : Medico-legal Aspects of Drug-Drug Interactions - CME Course
#69, Med-Psych Drug-Drug Interactions - An update. Annual Meeting of the American Psychiatric
Association, San Francisco CA, 2003 May.

Black N : Child and Adolescent Clinics of North America: The child, adolescent and family in the Hindu
and Buddhist traditions. , 2003 March.

Black, N : The child soldier: the unexpected combatant. U.S. Army Behavioral Science Short Course,
Albuquerque NM, 2003 August.

Chun, RS : A Web-based Automated Mental Health Intake System for Child and Adolescent Psychiatry
Service. 8th Annual Meeting and Exposition of the American Telemedicine Association, Orlando FL, 2003
April.

Chun, RS, D Edison, A Cox, S Cozza, G Gadiyak, V Gadiyak, W Parker, S Mann, R Poropatich, D DeWitt,
S Rosquist : Web-based Automated Mental Health Intake System (WAMHIS) - Examining parent and
provider satisfaction. Telemedicine and e-Health J, 9(Suppl1):S-47, 2003 Spring.
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Cozza, SJ : Developing a Clinical and Business Strategy for Telebehavioral Health. Tele Mental Health
Special Interest Group Short Course, American Telemedicine Meeting, Orlando FL, 2003 April.

Cozza, SJ : Telepsychiatry with child and adolescent patients. 46th Winter Meeting of the American
Academy of Psychoanalysis and Dynamic Therapy, San Antonio TX, 2002 December.

Cozza, SJ : Telepsychiatry with Child and Adolescent Patients. 46th Winter Meeting of the American
Academy of Psychoanalysis and Dynamic Therapy, San Antonio TX, 2002 December.

Cozza, SJ : Treatment of PTSD in children - Pharmacological and psychotherapeutic strategies. 4th Annual
UC Davis Distinguished Psychiatrists Symposium, Sacramento CA, 2002 October.

Cozza, SJ : Treatment of PTSD in Children: Pharmacological and Psychotherapeutic Strategies. 4th Annual
UC Davis Distinguished Psychiatrists Symposium, Sacramento CA, 2002 October.

Croarkin, P : From King George to Neuroglobin - The Psychiatric Aspects of Acute Intermittent Porphyria.
J Psychiatric Prac, 8(6):398-405, 2002 November.

Croarkin, P : Informed Consent for Psychotherapy: A Look at Therapists' Understanding, Opinions, and
Practices. Am J Psychother, 57(3):384-400, 2003 September.

Eaton, KM, CW Hoge, SC Messer, AL Garvey-Wilson, SE Lesikar : Suicide rates over the decade across
civilian and military populations. American Psychiatric Association Syllabus and Proceedings from the
2003 APA Annual Meeting, 30, 2003 May.

Garvey-Wilson, AL, CW Hoge, SC Messer, SE Lesikar, KM Eaton : Diagnoses in behavioral health clinics:

impact on perceived burden of mental health. American Psychiatric Association Syllabus and Proceedings
from the 2003 APA Annual Meeting, 23, 2003 May.

Greiger, T : Community Terror: Hospital Staff Responses to a Series of Sniper
Shootings. American Psychiatric Association Annual Meeting, San Francisco CA, 2003 May.

Greiger, T : Psychiatric Consultation Following Disaster Process and Findings. Maryland Psychiatric
Society Conference on Disaster, Baltimore MD, 2003 April.

Greiger, T : Terror at Sea: Psychiatric Responses in the Crew of the USS Dolphin Following a Near
Sinking. American Psychiatric Association Annual Meeting, San Francisco CA, 2003 May.

Grieger, TA, DM Benedek, CS Fullerton, RJ Ursano : Community Terror: Hospital Staff Responses to a
Series of Sniper Shootings (Poster). Annual Meeting of the American Psychiatric Association, San
Francisco CA, 2003 May.

Habben, CJ : Students, new psychologists, and licensure laws: Reasons for change and the costs of status
quo - Licensure: Issues of timing, supervision, and quality of training. 111th Annual Convention of the
American Psychological Association, Toronto Ontario Canada, 2003 August.

Habben, CJ : The other side of masculinity and the future of the division. 111th Annual Convention of the
American Psychological Association, Toronto Ontario Canada, 2003 August.

Habben, CJ : Obtaining a license to practice psychology. The Portable Mentor - Expert Guide to a
Successful Career in Psychology, MJ Prinstein & M Patterson (eds), Kluwer Academic/Plenum Publishers,
New York NY, 181-189, 2003.

Hoge, CW : Impact of mental disorders in active duty military population - An overview of WRAIR
psychiatric research program. USUHS, 2003 May.

Hoge, CW : Introduction to Psychiatry Epidemiology. Chronic Diseases Epidemiology Course, M.P.H.,
USUHS, 2003 May.
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Hoge, CW : The impact of deployment on the mental health and well-being of soldiers and their families:
preliminary analysis of surveys conducted among XVI11 Airborne Corps soldiers deploying to SW Asia. 6th
Annual Force Health Protection Conference, Albugquerque NM, 2003 August.

Hoge, CW, CC Engel Jr. : Research methods in psychiatry. 6th Annual Force Health Protection
Conference, Albuquerque NM, 2003 August.

Hoge, CW, SC Messer, CC Engel, M Krauss, P Amoroso, MAK Ryan, DT Orman : Priorities for
psychiatric research in the U.S. military: an epidemiological approach. Mil Med, 168:182-185, 2003.

Jordan, N, C Hoge, S Tobler, J Wells, G Dydek, W Egerton : Evaluation of the Mental Health Impact of
9/11: Results from the Pentagon Post Disaster Health Assessment. Preventive Medicine Conference, San
Diego CA, 2003 February.

Labbate, L, H Croft, M Oleshansky : Antidepressant-Related Erectile Dysfunction: Management via
Avoidance, Switching Antidepressants, Antidotes and Adaptation. J Clin Psychiatry, 64(suppl 10):11-19,
2003.

Lacy, TJ, DM Benedek : Weapons of Mass Destruction: Managing the Behavioral Reaction in Primary
Care. South Med J, 96(4), 2003 April.

Levant, RF, CJ Habben : The new psychology of men: Application to rural men. Rural Behavioral Health
Care - An Interdisciplinary Guide, B Hudnall Stamm (ed), American Psychological Association,
Washington DC, 171-180, 2003.

Malone, RD, DM Benedek, RG Carr : Occupational Psychiatry Services in a Military Setting. Mil Med,
2002 December.

Messer, SC, X Liu, CW Hoge, DN Cowan, CC Engel : Projecting national survey prevalence to populations
of interest. American Psychiatric Association Syllabus and Proceedings from the 2003 APA Annual
Meeting, 23, 2003 May.

Ritchie, EC, DM Benedek, RD Malone : Psychological Autopsies in the United States Military. Annual
Meeting of the American Academy of Psychiatry and the Law, Newport Beach CA, 2002 October.

Robinson, JD, CJ Habben : The role of the American Board of Professional Psychology in professional
mobility. Professional Psychology - Research and Practice, 34(5):474-475, 2003.

Wain, H : An Integrative Approach to The Working Through Process in Psychotherapy Course. Annual
Meeting of American Psychiatry Association, San Francisco CA, 2003 May.

Wain, H : Hypnosis in psychiatry consultation-liaison. Society of Clinical and Experimental Hypnosis,
Boston MA, 2002 November.

Wain, H : Meeting The Patient Where They Are. Annual Meeting American Society of Clinical Hypnosis,
Washington DC, 2003 March.

Wain, H : Psychosomatic Medicine and Consultation Liaison Psychiatry. Annual Meeting Society of
Clinical and Experimental Hypnosis, Boston MA, 2002 November.

Wain, H : The Use of Hypnosis in the Diagnosis and Treatment of Atypical Dissociative Disorders.
American Society of Clinical Hypnosis, Arlington VA, 2003 March.

Wain, H : Workshop on Psychological and Medical Hypnosis. Tripler Army Medical Center, 2003 March.

Waldrep, DA : Application of Army Combat Stress Control Doctrine in Work with Pentagon Survivors.
2003 Army Behavioral Science Short Course, Albuquerque NM, 2003 August.
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Waldrep, DA : Psychological response to bioterrorism and weapons of mass destruction - Communicating Presentation
the risk. Mental Health Response to WMD Terrorist Attacks Conference, Philadelphia PA, 2002 October.

Waldrep, DA : Psychological response to bioterrorism and weapons of mass destruction - Communicating ~ Presentation
the risk. American Red Cross - Southeastern Pennsylvania Chapter, 2002 October.

Waldrep, DA : Psychological response to bioterrorism and weapons of mass destruction - Communicating  Presentation
the risk. Early Responders Distance Learning Center (ERDLC), St. Joseph's University, Philadelphia PA,
2002 October.

Waldrep, DA : Psychological response to bioterrorism and weapons of mass destruction - Communicating ~ Presentation
the risk. Philadelphia Division of the NASW PA Chapter, 2002 October.

Waldrep, DA : Two Cases of ADHD Following GABHS Infection - A PANDA Subgroup?. J Am Academy Publication
of Child and Adolescent Psychiatry, 41:1274, 2002 November.

DEPARTMENT OF PSYCHOLOGY

Dunivin, D : Telehealth group psychosocial intervention outcomes - Breast cancer patients and partners Presentation
(poster). American Telemedicine Association, Orlando FL, FY not submitted.

DEPARTMENT OF RADIOLOGY
Diagnostic Radiology Service

Dinauer, P, D Flemming, N Gambill, T Hash, W Doukas, R Islinger, K Murphy : Detection of superior Presentation
labral lesions with noncontrast high-resolution and intravenous gadolinium enhanced MRI. Society of
Skeletal Radiology 26th Annual Meeting, Coronado Island CA, 2003 March.

Dinauer, P, D Flemming, N Gambill, T Hash, W Doukas, R Islinger, K Murphy : Detection of superior Presentation
labral lesions with noncontrast high-resolution and intravenous gadolinium enhanced MRI. Society of
Skeletal Radiology 26th Annual Meeting, Coronado Island CA, 2003 March.

Dinauer, P, JA Bojescul, KJ Kaplan, C Litts : Bilateral lipoma arborescence of the bicipitoradial bursa. Publication
Skeletal Radiol, 31(11):661-665, 2002 November.

Hirsch, J : Imaging of carotid artery disease - Four-year experience at one teaching hospital. International Presentation
MR Angio Club XV Annual International Workshop, O'Reilly Conference Center, Dublin Ireland, 2003
September.

Pickhardt, PJ, JH Choi : Electronic cleansing and stool tagging in CT colonography - Advantages and Publication
pitfalls with primary three-dimensional evaluation. AJR Am J Roentgenol, 181(3):799-805, 2003
September.

Rexroad, JT : The CT arrowhead sign. Radiology, 227(1):44-45, 2003 April. Publication

Rexroad, JT, RP Moser I11, J Georgia : "Fish" or "Fish-Mouth" vertebrae?. Am J Roentgenol, 181(3):886- Publication
887, 2003 September.

Riedy, G : Rapid proton fat-water spectroscopy for the characterization of non-CNS lesions in vivo. Clin Publication
Imaging, 27(3):145-149, 2003 May-June.

Riedy, G, ER Melhem : Acute infarct of the corpus callosum - Appearance on diffusion-weighted MR Publication
imaging and MR spectroscopy. J Magn Reson Imaging, 18(2):255-259, 2003 August.

Ruess, L, SC O'Connor, KH Cho, FH Hussain, WJ Howard 111, RC Slaughter, A Hedge : Carpal tunnel Publication
syndrome and cubital tunnel syndrome - Work-related musculoskeletal disorders in four symptomatic
radiologists. Am J Roentgenol, 181(1):37-42, 2003 July.
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Storm, ES : Tc99m Depreotide Imaging of Cardiac Sarcoidosis. Southern Medical Association 96th Annual
Assembly, Washington DC, 2002 November.

Storm, ES, JL Montilla, DA Kristo, RS Bridwell : Tc99m Depreotide Imaging of Cardiac Sarcoidosis.
South Med J, 95(10):S38-39, 2002 October.

Nuclear Medicine Service

Soler-Montilla, JL, JT Rexroad, RS Bridwell : Tc-99m depreotide scintigraphy of low-grade non-Hodgkin's
lymphoma. Clin Nucl Med, 28:503-505, 2003 June.

DEPARTMENT OF SOCIAL WORK

Bowker, J : Benefits and Compensation - Getting a Fair Share - HIV Research and Treatment - Past,
Present and Future. Walter Reed Army Medical Center, Washington DC, 2002 November.

Bowker, J : Social Work Care Management in Medical Hold. Care Manager's Conference, U.S. Army
Medical Department, San Antonio TX, 2003 June.

Bowker, J: WRAMC HIV Social Work Service. Uniform Services Social Work Conference (USSW), San
Diego CA, 2003 February.

Cabrera, D : Adverse Childhood Experiences (ACE) vs. U.S. Army. Behavioral Science Short Course,
Albuquerque NM, 2003 August.

Cepero, Y : Conducting Risk Assessment Interviews for Child Abuse. Risk Assessment Videotape, Human
Development Department, Virginia Tech, Falls Church VA, 2002 December.

Fong, D : The Traumatic Sequelae of Early Infant Separation. Uniform Services Social Work Conference
(USSW), San Diego CA, 2003 February.

Piotroski, S : Human Immunodeficiency Virus Social Work Program at the Walter Reed Army Medical
Center - A Historical Perspective. Mil Med, 168(9):698-701, 2003.

DEPARTMENT OF SURGERY

Anesthesia-Operative Service

Cohen, SP, TM Larkin : A giant herniated disc following intradiscal electrothermal therapy. J Spinal
Disord, 15(6):537-541, 2002 December.

Cohen, SP, TM Larkin, A Salahadin, A Chang, M Stojanovic : Risk factors for failure and complications of
intradiscal electrothermal therapy (IDET) - A pilot study. Spine, 28(11):1142-1147, 2003 March.

Army Audiology & Speech Center

Beck, W, D Bender, R Dunlop, G Kasewurm, B Packer, T Walden : Audiologist assistants support
personnel - Task force report. American Academy of Audiology Convention Program, American Academy
of Audiology, Reston VA, 2003.

Beck, W, D Bender, R Dunlop, G Kasewurm, B Packer, T Walden : Audiologist assistants support
personnel - Task force report. Annual Convention of the American Academy of Audiology, Featured
Session, San Antonio TX, 2003 April.

Boop, FA, LA Newman, JW Thompson, CK Temple : Post-operative Swallowing Function After Posterior-
Fossa Craniotomy in Pediatric Patients. 2002 AANS/CNS Section on Pediatric Neurological Surgery
Annual Meeting, Phoenix AZ, 2002 December.
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Chandler, DW : Auditory monitoring in Department of Defense. Handbook of Standard Procedures and
Best Practices for Audiology and Compensation and Pension Examinations, KC Dennis (ed.), Department
of Veterans Affairs, Washington DC, 2003.

Chandler, DW, DW Grantham, MR Leek : Effects of uncertainty on auditory spatial resolution in the
horizontal plane. International Workshop on Spatial and Binaural Hearing, Utrecht Netherlands, 2003 June.

Chandler, DW, JD Casler : Operational acute acoustic trauma. Antioxidant Workshop - From Chinchillas to
Marines, Naval Medical Center, San Diego CA, 2002 November.

Cord, M, G Flamme, M Nilsson, S Soli : Significance in a clinical setting - How much is better?. American
Academy of Audiology Convention Program, American Academy of Audiology, Reston VA, 2003.

Cord, MT, G Flamme, M Nilsson, S Soli : Relationship between objective and subjective outcome
measures - Significance in a clinical setting - How much is better?. Annual Convention of the American
Academy of Audiology, San Antonio TX, Instructional Course, 2003 April.

Cord, MT, RK Surr, BE Walden : Directional advantage and success in everyday life. American Academy
of Audiology Convention Program, American Academy of Audiology, Reston VA, 2003.

Cord, MT, RK Surr, BE Walden : Directional advantage and success in everyday life. Annual Convention
of the American Academy of Audiology, San Antonio TX, 2003 April.

Grant, KW : Auditory supplements to speech reading. The Acoustical Society of Japan, Speech Dynamics
by Ear, Eye, Mouth and Machine - An Interdisciplinary Workshop, Kyoto Japan, 2003 June.

Grant, KW : Auditory supplements to speech reading. IEICE Workshop, Speech Dynamics by Ear, Eye,
Mouth and Machine, Advanced Telecommunications Research (ATR), Kyoto Japan, 2003 June.

Grant, KW : Auditory supplements to speech reading. Institute for Electronics, Information, and
Communication Engineers (IEICE), 2003.

Grant, KW : Speech communication in the real world - The eyes have it!. Fall Workshop, Department of
Hearing and Speech Sciences, University of Maryland, College Park MD, 2003 September.

Grant, KW : Auditory supplements to speech reading. Institute for Electronics, Information, and
Communication Engineers (IEICE), 2003.

Grant, KW : Auditory supplements to speech reading. The Acoustical Society of Japan, Speech Dynamics
by Ear, Eye, Mouth and Machine - An Interdisciplinary Workshop, Kyoto Japan, 15-19, 2003 June.

Grant, KW, S Greenberg : Spectro-temporal interactions in auditory and auditory-visual speech processing.
Eurospeech 2003, Geneva Switzerland, 2003 September.

Grant, KW, S Greenberg : Spectro-temporal interactions in auditory and auditory-visual speech processing.
Proceedings of Eurospeech - Time is of the Essence - Dynamic Approaches to Spoken Language, Geneva
Switzerland, 1-4, 2003 September.

Grant, KW, V vanWassenhove, D Poeppel : Discrimination of auditory-visual synchrony. International
Speech Communication Association (ISCA) Tutorial and Research Workshop on Audio Visual Speech
Processing (AVSP), St. Jorioz France, 31-35, 2003 September.

Grant, KW, V Wassenhove, D Poeppel : Discrimination of auditory-visual synchrony. Auditory-Visual
Speech Processing (AVSPP 2003), St. Jorioz France, 2003 September.

Greenberg, S, T Arai, KW Grant : The role of the temporal dynamics in understanding spoken language.
Dynamics of Speech Production and Perception, P Divenyi, K Vicsi, and G Meyer (eds.), 10S Press, 315-
332, 2003.
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Gurevich, J : Vocal cord dysfunction syndrome. Annual American College of Chest Medicine Physicians
Conference, San Diego CA, 2002 November.

Kittel, M, O Gleich, | Hamann, M Leek, R Dooling, J Strutz : Masking by Schroeder-phase harmonic
complexes in gerbils - Behavioral data. 26th Annual Midwinter Meeting, Association for Research in
Otolaryngology, 219, 2003.

Kittel, M, O Gleich, | Hamann, M Leek, R Dooling, J Strutz : Masking by Schroeder-phase harmonic
complexes in gerbils - Behavioral data. Midwinter Research Meeting, Association for Research in
Otolaryngology, Daytona Beach FL, 2003 February.

Leek, M : Hearing loss and cochlear processing of complex sounds. University of British Columbia,
Vancouver BC Canada, 2003 February.

Leek, MR : Hearing loss and cochlear processing of complex sounds. Fall Workshop, Department of
Hearing and Speech Sciences, University of Maryland, College Park MD, 2003 September.

Leek, MR, RJ Dooling, O Gleich, M Dent : Discrimination of temporal fine structure by birds and
mammals. International Symposium on Hearing, Dourdan France, 2003 August.

Lentz, JJ, MR Leek : Spectral shape discrimination by hearing-impaired and normal-hearing listeners. J
Acoust Soc Am, 113(3):1604-1616, 2003 March.

Logemann, JA, BR Pauloski, AW Rademaker, CL Lazarus, B Mittal, J Gaziano, L Stachowiak, E
MacCrecken, LA Newman : Xerostomia - 12-month changes in saliva production and its relationship to
perception and performance of swallow function, oral intake, and diet after chemoradiation. Head Neck,
25(6):432-437, 2003.

Logemann, JA, M Bacon, C Lazarus, D Lundy, LA Newman, J Sandidge, P Sullivan : Differences in
dysphagia treatment based on diagnosis. American Speech-Language-Hearing Association Annual
Convention, Atlanta GA, 2002 November.

McClean, MD, SM Tasko : Association of orofacial with laryngeal and respiratory motor output during
speech. Exp Brain Res, 146:481-489, 2002 October.

Mesgarani, N, KW Grant, S Shamma, R Duraiswami : Augmented intelligibility in simultaneous multi-
talker environments. International Conference on Auditory Display (ICAD), Boston MA, 2003 July.

Mesgarani, N, KW Grant, S Shamma, R Duraiswami : Augmented intelligibility in simultaneous multi-
talker environments. International Conference on Auditory Display (ICAD), Boston MA, 6-9, 2003 July.

Milbrath, RL, NP Solomon : Do vocal warm-up exercises alleviate vocal fatigue?. J Speech Hear Res,
46:422-436, 2003.

Molis, MR, V Summers : Effects of high presentation levels on recognition of low- and high-frequency
speech. Acoustics Research Letters Online, 4:124-128, 2003.

Mueller, HG, R Bentler, C Palmer, C Preminger, T Ricketts, R Sweetow, M Valente, BE Walden : A

candid round-table discussion on modern digital hearing aids and their features. The Hearing Journal, 55:23

35, 2002 October.

Musch, H, V Summers, MR Molis : Using frequency modulation to detect dead regions - Results of a pilot
experiment. Annual Meeting of the American Academy of Audiology, San Antonio TX, 2003 April.

Newhoff, M, RK Peach, RG Schwartz, BA Stach, TC Walden : Central auditory processing disorder
(CAPD) - Does it exist?. Southern California Conference on Speech, Language, and Hearing Sciences, San
Diego CA, 2003 February.
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Newman, L : Pediatric Dysphagia. 33rd Annual Summer Colloquium, University of the Pacific, Stockton
CA, 2003 June.

Newman, LA : Diagnosis and treatment of pediatric swallowing disorders. Armed Forces Institute of
Pathology Annual ENT Course, Bethesda MD, 2003 March.

Newman, LA : Swallowing function after organ preservation protocols for advanced head and neck cancer.
Netherlands Cancer Institute, Amsterdam Netherlands, 2003 March.

Newman, LA, MR Neuman, B Hughes, CK Temple, S Gibson, J Thompson, T Boulden, R Kaufman, F
Laningham, S Lile, | Tonkin : Relationship between swallowing and cardiopulmonary function in infants.
Dysphagia, 18(2):156, 2003.

Newman, LA, MR Neuman, B Hughes, CK Temple, S Gibson, JW Thompson, T Boulden, R Kaufman, F
Laningham, S Lile, | Tonkin : The relationship between swallowing and cardiopulmonary function in
infants. 11th Annual Dysphagia Research Society Meeting, Miami FL, 2002 October.

Packer, B, E Friedland, K Rahe, B Richardson, B Vento, T Walden : Supervision of audiology students -
Academy task force report. American Academy of Audiology Convention Program, American Academy of
Audiology, Reston VA, 2003.

Ricketts, T, B Walden, A Dittnerner : Directional hearing aids - An update. American Academy of
Audiology Convention Program, American Academy of Audiology, Reston VA, 2003.

Rogers, P, C Sullivan, K Powell, K Camp : The child who won’t grow - The gastrointestinal, nutritional,
and feeding issues and management for the child who has feeding problems. Uniformed Services Pediatric
Seminar, Washington DC, 2003 March.

Sheppard, JJ, JC Arvedon, A Heinsen-Combs, LG NcNeilly, LA Newman, MS Ziev : SLPs in the neonatal
intensive care unit. American Speech-Language-Hearing Association Annual Convention, Atlanta GA,
2002 November.

Sininger, Y, R Marsh, B Walden, L Wilber : The ethics of audiologic research and collaboration with
industry. American Academy of Audiology Convention Program, American Academy of Audiology, Reston
VA, 2003.

Solomon, NP : What is vocal fatigue and what can we do about it?. Annual Convention of the Maryland
Speech-Language-Hearing Association, Linthicum Heights MD, Invited Seminar, 2003 April.

Solomon, NP, LE Glaze, RR Arnold, M vanMersbergen : Effects of a vocally fatiguing task and systemic
hydration on men's voices. Journal of Voice, 17:31-46, 2003.

Summers, V : Effects of high presentation levels on recognition of low and high frequency speech. 26th
Annual Midwinter Meeting, Association for Research in Otolaryngology, 214, 2003.

Summers, V : Cochlear processing in high- and low frequency regions - Two cochleae in one?. Fall
Workshop, Department of Hearing and Speech Sciences, University of Maryland, College Park MD, 2003
September.

Summers, V, E deBoer, AL Nuttall : Basilar membrane responses to multicomponent (Schroeder-phase)
signals - Understanding intensity effects. J Acoust Soc Am, 114:294-306, 2003.

Summers, V, M Molis : Effects of high presentation levels on recognition of low and high frequency
speech. Midwinter Research Meeting, Association for Research in Otolaryngology, Daytona Beach FL,
2003 February.
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Summers, V, M Molis : Effects of high presentation levels on recognition of low and high frequency
speech. 24th Annual Midwinter Research Meeting of the Association for Research in Otolaryngology,
Daytona Beach FL, 2003 February.

Summers, V, MR Molis, H Musch, BE Walden, RK Surr, MT Cord : Psychophysical tuning curves and
tone detection in threshold-equalizing noise. Ear and Hearing, 24:133-142, 2003.

Summers, V, T Baer, T Trine : Cochlear dead regions - Assessment and clinical implications. American
Academy of Audiology Convention Program, American Academy of Audiology, Reston VA, 2003.

Summers, V, T Baer, T Trine, V Summers : Cochlear dead regions - Some remaining questions - Cochlear
Dead Regions - Assessment and Clinical Implications. Annual Convention of the American Academy of
Audiology, San Antonio TX, Featured Session, 2003 April.

Thach, BT, LA Newman, MA Lefton-Greif, CK Temple : Apnea of prematurity and feeding related apnea
in pre-term infants. American Speech-Language-Hearing Association Annual Convention, Atlanta GA,
2002 November.

Tufts, JB, T Frank : Speech production in noise with and without hearing protection. J Acoust Soc Am,
114:1067-1080, 2003.

vanWassenhove, V, KW Grant, D Poeppel : Electrophysiology of auditory-visual speech integration.
International Speech Communication Association (ISCA) Tutorial and Research Workshop on Audio
Visual Speech Processing (AVSP), St. Jorioz France, 37-42, 2003 September.

Walden, BE : Directional microphones and everyday listening. Bill Wilkerson Center, Vanderbilt
University Medical Center, Nashville TN, 2003 July.

Walden, BE : Everyday performance of directional microphone hearing aids. Fall Workshop, Department
of Hearing and Speech Sciences, University of Maryland, College Park MD, 2003 September.

Walden, BE : Professional ethics. Au.D. Colloquium, Bill Wilkerson Center, VVanderbilt University
Medical Center, Nashville TN, 2003 March.

Walden, BE : Predicting hearing aid microphone preference in everyday listening. Technical Report to GN
ReSound, WRAMC AASC, Washington DC, 2002 (FY03).

Walden, BE, MT Cord, RK Surr, O Dyrlund : Predicting hearing aid microphone preferences in daily life.
Theme Hearing Conference, Stockholm Sweden, 2003 May.

Walden, BE, RA Surr, MT Cord, O Dyrlund, L Olson, T Ricketts, B Walden, A Dittberner : Predicting
hearing aid microphone preferences in daily life - Directional hearing aids - An update. Annual Convention
of the American Academy of Audiology, San Antonio TX, Featured Session, 2003 April.

Walden, BE, RK Surr, MT Cord : Predicting hearing aid directional microphone performance in everyday
listening. Southern California Conference on Speech, Language, and Hearing Sciences, San Diego CA,
2003 February.

Walden, BE, Y Sininger, R Marsh, B Walden, L Wilber : Conflict of interest in product-oriented outcomes
research - The ethics of audiologic research and collaboration with industry. Annual Convention of the
American Academy of Audiology, San Antonio TX, Featured Session, 2003 April.

Walden, TC : A clinical protocol for fitting amplification to the adult hearing-impaired patient. Bill
Wilkerson Center, Vanderbilt University Medical Center, Nashville TN, 2003 July.

Walden, TC, B Packer, E Friedland, F Rahe, K Richardson, B Vento, T Walden : Supervisor’s
expectations - Supervision of audiology students - academy task force report. Annual Convention of the
American Academy of Audiology, San Antonio TX, Instructional Course, 2003 April.
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Walden, TC, BE Walden : Predicting hearing aid microphone preferences in everyday listening. Annual Abstract
Convention of the American Academy of Audiology, San Antonio TX, 2003 April.

Walden, TC, BE Walden : Predicting hearing and usefulness. American Academy of Audiology Convention Abstract
Program, American Academy of Audiology, Reston VA, 2003.

Walden, TC, BE Walden : Predicting hearing and usefulness. Annual Convention of the American Presentation
Academy of Audiology, San Antonio TX, 2003 April.

Cardiothoracic Surgery Service

Gadiyak, G, CR Mulligan Jr., RK Poropatich : Development of a web-based tele-consult thoracic tumor Abstract
board system. American Thoracic Society, Orlando FL, 2003 April.

Mulligan, CR Jr. : Intraoperative probes and depreotide in the staging and diagnosis of lung cancer. Others
ADVANCE for Imaging and Radiation Therapy Professionals, 2003 March.

Mulligan, CR Jr., RS Bridwell, J Montilla : Intraoperative staging of lung cancer using the gamma probe Abstract
and TC99M depreotide - A feasibility study. Western Thoracic Surgical Society, Carlsbad CA, 2003 June.

Critical Care Medicine Service

Helman, DJ, JH Sherner, TM Fitzpatrick, AF Shorr : Effect of computerized standard orders on positioning  Presentation
of the head in bed in ventilated patients (poster). American College of Chest Physicians National Meeting,
San Diego CA, 2002 November.

Helman, DL, A Preen, NA Huepchen, AF Shorr : Successful management of a pregnant patient with Presentation
idiopathic pulmonary hemosiderosis. American College of Chest Physicians National Meeting, San Diego
CA, 2002 November.

Helman, DL, RM Peckham, AF Shorr : Clinical criteria for a diagnosis of idiopathic pulmonary fibrosis - A Presentation
study of interobserver variability. American College of Chest Physicians National Meeting, San Diego CA,
2002 November.

Jackson, E : A novel diagnostic modality for acute pulmonary embolism. American College of Chest Presentation
Physicians National Meeting, San Diego CA, Affiliates Presentation, 2002 November.

Jackson, WL : Recruitment Maneuvers Should Be Done Routinely in Patients with Acute Lung Presentation
Injury/ARDS: Lung Recruitment and the ARDSNet ALVEOLI Trial (Pro). Chest 2002 Clinical
Controversy Pro-Con Session, American College of Chest Physicians, San Diego CA, 2002 November.

Jackson, WL Jr. : Prospective studies are required prior to revision of perioperative transfusion guidelines.  Publication
Arch Intern Med, 163:2396, 2003.

Johnson, S : Pro-Con discussion - Open lung biopsy is necessary in all patients with clinical IPF before Presentation
therapy with cytotoxic agents is initiated. Army ACP National Meeting, Washington DC, 2002 November.

Nicholson, KM, DL Helman, SD Barnett, BM Moran, SD Nathan : Effect of interferon gamma on rates of ~ Presentation
change of lung function in idiopathic pulmonary fibrosis. American College of Chest Physicians National
Meeting, San Diego CA, 2002 November.

Peckham, RM, DL Helman, AF Shorr : Potential limitations of clinical criteria for the diagnosis of Presentation
idiopathic pulmonary fibrosis. American College of Chest Physicians National Meeting, San Diego CA,
2002 November.

Popa, C : Anaphylaxis. University of Nebraska Medical Center, Family Practice Grand Rounds, Omaha Presentation
NE, 2003 September.
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Popa, C : Anesthetic considerations for chemical agent casualties. American Society of Anesthesiologists,
Orlando FL, 2002 October.

Popa, C : Care of the Chemical Casualty. Annual Army Anesthesiology Update, San Antonio TX, 2003
February.

Popa, C : Workshop on Conscious Sedation. Omaha VA Medical Center, Omaha NE, 2003 September.

Shorr, AF, AS Ramage, WL Jackson, MH Kollef : Levofloxacin for ventilator-associated pneumonia.
Chest, 124:80S, 2003.

General Surgery Service

Antonellis, A, RE Ellsworth, N Sambuughin, I Puls, A Abel, SQ Lee-Lin, A Jordanova, L Kremesky, K
Christodoulou, LT Middleton, K Sivakuma, V lonasescu, B Funalot, JM Vance, LG Goldfarb, KH
Fishbeck, ED Green : Glycyl tRNA synthetase mutations in Charcot-Marie-Tooth disease type 2D and
distal spinal muscular atrophy type V. Am J of Hum Genet, 72(5):1293-1299, 2003.

Acrciero, C, C Shriver, J Somiari, R Hooke, R Somiari : Classification of breast disease by quantitative RT-
PCR analysis of multiple transcripts in blood (poster). 3rd Annual CBCP Offsite, 2002 December.

Acrciero, C, C Shriver, S Somiari, J Hooke, R Somiari : Classification of breast disease by quantitative RT-
PCR analysis of multiple transcripts in blood. 25th Annual Meeting, San Antonio Breast Cancer
Symposium, San Antonio TX, 2002 December.

Acrciero, C, C Shriver, S Somiari, J Hooke, R Somiari : Classification of breast disease by quantitative RT-
PCR analysis of multiple transcripts in blood (poster). 25th Annual Meeting, San Antonio Breast Cancer
Symposium, San Antonio TX, 2002 December.

Acrciero, CA, C Shriver, G Garguilo, C Heckman, C Hooke, Rl Somiari : Matrix metalloproteinase 2 and 9
activity in blood of patients with breast disease and at risk for development of breast disease (poster).
Keystone Immunology Symposium, Keystone CO, 2003 February.

Beyer, AR, RE Ellsworth, SM Lubert, J He, B Deyarmin, DL Ellsworth : Screening for TP53 gene
mutations in non-neoplastic and tumorigenic breast tissue. Pittsburgh Tissue Engineering Initiative, 2003
Summer Internship Program, Pittsburgh PA, 2003 August.

Brzeski, H, R Katenhusen, AG Sullivan, A George, Rl Somiari, C Shriver : A Novel Albumin Removal
Method for Improved Plasma Protein Expression Analysis in the Treatment of Amyotrophic Lateral
Sclerosis Using 2D-DIGE-MS. Proceedings of the 51st American Society for Mass Spectrometry Annual
Meeting, Montreal Canada, 2003.

Brzeski, H, RA Katenhusen, AG Sullivan, A George, Rl Somiari, C Shriver : A Novel Albumin Removal
Method for Improved Plasma Protein Expression Analysis in the Treatment of Amyotropic Lateral
Sclerosis Using 2D-DIGE-MS (Poster). 51st Annual Conference on Mass Spectrometry and Allied Topics,
Montreal Canada, 2003 June.

Buchowiecka, A : Glycoprotein detection in breast disease (poster). 3rd Annual CBCP Offsite, 2002
December.

Deng, B, QH Ru, GA Luo : Monitoring the unfolding and refolding of creatine kinase by capillary zone
electrophoresis. J Capillary Electrophor, 8(1-2):7-10, 2003 January-April.

Ellsworth, D : Loss of heterozygosity in normal tissue adjacent to primary breast carcinoma (poster). 3rd
Annual CBCP Offsite, 2002 December.
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Ellsworth, DL : Impact of the human genome project on epidemiologic research. Human Genome
Epidemiology Workshop: Developing Guidelines for Evaluating and Integrating Data on Using Genetic
Information to Improve Health and Prevent Disease. Centers for Disease Control and Prevention, Atlanta
GA, 2003 May.

Ellsworth, DL, CD Shriver, RE Ellsworth, B Deyarmin, Rl Somiari : Laser Capture Microdissection of
Paraffin-Embedded Tissues. Biotechniques, 34(1):42-44, 46, 2003 January.

Ellsworth, DL, CJ O'Donnell : Emerging genomic technologies and analytic methods for population- and
clinic-based research - (Human genome epidemiology). Human Genome Epidemiology - A scientific
foundation for using genetic information to improve health and prevent disease, Khoury MJ, Little JB,
(eds), Oxford University Press, 17-37, 2003.

Ellsworth, DL, RE Ellsworth, B Deyarmin, V Mittal, S Lubert, C Shriver, Rl Somiari : Loss of
heterozygosity in normal tissue adjacent to primary breast carcinomas (poster). 25th Annual Meeting, San
Antonio Breast Cancer Symposium, San Antonio TX, 2002 December.

Ellsworth, DL, RE Ellsworth, B Deyarmin, V Mittal, S Lubert, CD Shriver, Rl Somiari : Loss of
heterozygosity in normal tissue adjacent to primary breast carcinomas. Breast Cancer Res Treat, 76:S58,
2002 November-December.

Ellsworth, DL, RE Ellsworth, B Deyarmin, V Mittal, S Lubert, CD Shriver, Rl Somiari : Genomic loss of
heterozygosity analyses as a novel method of defining surgical margins in breast cancer treatment (Poster).
Society of Surgical Oncology 56th Annual Cancer Symposium, Los Angeles CA, 2003 March.

Ellsworth, DL, RE Ellsworth, B Deyarmin, V Mittal, S Lubert, J Hooke, Rl Somiari, CD Shriver : Genomic
loss of heterozygosity analyses as a novel method of defining surgical margins in breast cancer treatment.
Ann Surg Oncol, 10:5S52, 2003.

Ellsworth, DL, RE Ellsworth, B Love, B Deyarmin, SM Lubert, V Mittal, Rl Somiari, CD Shriver :
Genomic patterns of loss of heterozygosity in disease free stroma adjacent to primary breast carcinomas:
potential clues to cancer development and metastasis. Integrated Biomedical Informatics and Enabling
Technologies Symposium, Johnstown PA, 2003 August.

Ellsworth, R : Loss of heterozygosity in premalignant lesions and invasive tumors of the breast -
Examination of 26 commonly deleted chromosomal regions. 25th Annual Meeting, San Antonio Breast
Cancer Symposium, San Antonio TX, 2002 December.

Ellsworth, R : Loss of heterozygosity in premalignant lesions and invasive tumors of the breast -
Examination of 26 commonly deleted regions (poster). 3rd Annual CBCP Offsite, 2002 December.

Ellsworth, R, C Shriver, D Ellsworth, B Deyarmin, V Mittal, S Lubert, R Somiari : High through-put
genotyping of premalignant lesions and invasive tumors of the breast. 25th Annual Meeting, San Antonio
Breast Cancer Symposium, San Antonio TX, 2002 December.

Ellsworth, R, C Shriver, D Ellsworth, B Deyarmin, V Mittal, S Lubert, R Somiari : High through-put
genotyping of premalignant lesions and invasive tumors of the breast (poster). 25th Annual Meeting, San
Antonio Breast Cancer Symposium, San Antonio TX, 2002 December.

Ellsworth, RE, CD Shriver, DL Ellsworth, B Deyarmin, V Mittal, S Lubert, Rl Somiari : Loss of
heterozygosity in pre-malignant lesions and invasive tumors of the breast - Examination of 26 commonly
deleted regions. Breast Cancer Res Treat, 76:5123, 2002 November-December.

Ellsworth, RE, CD Shriver, DL Ellsworth, B Deyarmin, V Mittal, S Lubert, Rl Somiari : Loss of
heterozygosity in normal tissue adjacent to primary breast carcinomas. The American Society of Human
Genetics 52nd Annual Meeting, Baltimore MD, 2002 October.
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Ellsworth, RE, CD Shriver, DL Ellsworth, B Deyarmin, V Mittal, S Lubert, Rl Somiari : Loss of
heterozygosity in normal tissue adjacent to primary breast carcinomas. The 25th Annual San Antonio
Breast Cancer Symposium, San Antonio TX, 2002 December.

Ellsworth, RE, CD Shriver, DL Ellsworth, B Deyarmin, V Mittal, S Lubert, Rl Somiari : Loss of
heterozygosity in premalignant lesions and invasive tumors of the breast - examination of 26 commonly
deleted chromosomal regions. The American Society of Human Genetics 52nd Annual Meeting, Baltimore
MD, 2002 October.

Ellsworth, RE, CD Shriver, DL Ellsworth, B Deyarmin, V Mittal, S Lubert, Rl Somiari : Loss of
heterozygosity in premalignant lesions and invasive tumors of the breast - examination of 26 commonly
deleted chromosomal regions. The 25th Annual San Antonio Breast Cancer Symposium, San Antonio TX,
2002 December.

Ellsworth, RE, DL Ellsworth, SM Lubert, J Hooke, IR Somiari, Shriver : High-Throughput Loss of
Heterozygosity Mapping in 26 Commonly Deleted Regions in Breast Cancer. Cancer Epidemiol
Biomarkers Prev, 12(9):915-919, 2003 September.

Ellsworth, RE, DL Ellsworth, SM Lubert, J Hooke, R Somiari, CD Shriver : High-throughput loss of
heterozygosity mapping in 26 commonly deleted regions in breast cancer. Cancer Epidemiol Biomark Prev,
2003 September.

Ellsworth, RE, DL Ellsworth, SM Lubert, J Hooke, Rl Somiari, CD Shriver : High-throughput loss of
heterozygosity mapping in 26 commonly deleted regions in breast cancer. Cancer Epidemiol Biomark Prev,
12:915-919, 2003.

Gurney, JM, CD Shriver, GE Peoples : In Vivo Evidence of Epitope Spreading in Breast Cancer Patients
Receiving a Preventative HER2/neu Peptide Vaccine. Gary P. Wratten Military Surgical Symposium, 2003
May.

Gurney, JM, MM Woll, CE Storrer, CM Fisher, CD Shriver, S Ponniah, GE Peoples : In vivo Expansion of
Tumor-Specific CD8+ T Cells and Intra-Antigenic Epitope Spreading in Breast Cancer Patients Receiving
a Preventive HER2/neu E75 Peptide Vaccine. 94th Annual Meeting of the American Association for
Cancer Research - Cancer Vaccines Mini Symposium - AACR Annual Meeting, Washington DC, 2003 July

Gurney, JM, MM Woll, CE Storrer, CM Fisher, CD Shriver, S Ponniah, GE Peoples : In vivo Peptide
Specific CD8+ Clonal Expansion and Epitope Spreading in Breast Cancer Patients Receiving a HER2/neu
Peptide Vaccine (Poster). USUHS Tenth Annual Research Day Poster Session, 2003 May.

Gurney, JM, MM Woll, CM Fisher, N Penn, DG McLeod, J Moul, CD Shriver, S Ponniah, GE Peoples : In
Vivo Evidence of Epitope Spreading in Breast and Prostate Cancer Patients Receiving a Preventative
HER2/neu Peptide Vaccine. 54th Annual Meeting of the Society of Surgical Oncology Cancer Forum, 2003
March.

Hai, H, S Somiari, C Heckman, R Jordan, CD Shriver, R Somiari : Development of statistical models to
predict breast cancer diseases with blood MMP levels. Integrated Bio-medical Informatics and Enabling
Technologies, Pasquerilla Conference Center, Johnstown PA, 2003.

Henkin, L, RN Bergman, DW Bowden, DL Ellsworth, SM Haffner, CD Langefeld, BD Mitchell, IM
Norris, M Rewers, MF Saad, E Stamm, LE Wagenknecht, SS Rich : Genetic epidemiology of insulin
resistance and visceral adiposity - The IRAS Family Study design and methods. Ann Epidemiol, 13:211-
217, 2003.

Hooke, J, CD Shriver : The CBCP Tissue Repository (poster). National Consortium of Breast Centers
Annual Meeting, Las Vegas NV, 2003 February.
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Jing, H, K Parikh, S Somiari, R Ellsworth, C Heckman, J Hooke, C Shriver, Rl Somiari : Comparative
Genomic Hybridization analysis of infiltrating ductal carcinoma of the breast (Poster). Integrated Bio-
medical Informatics and Enabling Technologies Showcase for Biotechnology, 2003.

Jordan, R, L Malicki, S Somiari, H Hu, H Brzeski, D Ellsworth, C Shriver, Rl Somiari : Performance of
variable length oligonucleotide probes in spotted DNA microarrays (Poster). Integrated Bio-medical
Informatics and Enabling Technologies Showcase for Biotechnology, 2003.

Lubert, S, L Malicki, R Jordan, S Somiari, H Hu, H Brzeski, C Shriver, Rl Somiari : Construction and
microarray analysis of a subtracted breast tumor cDNA library (Poster). Integrated Bio-medical Informatics
and Enabling Technologies Showcase for Biotechnology, 2003.

Marrogi, AJ, A Ghias, L Pedraza, K Sentrayan, J Hooke, H Chandra, A Ghias, C Shriver : Oxidative and
Nitrosative Stress In Breast Carcinogenesis (Poster). National Consortium of Breast Centers Annual
Meeting, Las Vegas NV, 2003 February.

Peoples, G, M Woll, C Fisher, G Ryan, D McLeod, J Moul, C Shriver, S Ponniah : Immunologic
monitoring of breast and prostate cancer patients receiving a preventive HER2/neu peptide vaccine.
American Association for Cancer Research "Frontiers in Cancer Prevention Research", Boston MA, 2002
October.

Phulwani, P, A Sullivan, D Rosendale, C Ru, H Brzeski, C Shriver, R Somiari, H Hu : Development of a
MASCOT parser in analyzing tandem MS data in a high throughput 2D-DIGE/MS protein identification
environment (Poster). Integrated Bio-medical Informatics and Enabling Technologies, Pasquerilla
Conference Center, Johnstown PA, 2003.

Ponniah, S : The Clinical Breast Care Project - Working to treat and prevent breast cancer through
vaccination. Open Door Program Seminar - Y-Me Breast Cancer Foundation, 2003 May.

Ponniah, S, C Shriver, G Peoples : Immunotherapy for breast cancer - Clinical trials and vaccine discovery
and development. NCBC Annual Meeting, 2003 February.

Ponniah, S, C Storrer, J Gahan, J Gurney, M Woll, C Fisher, J Moul, D McLeod, C Shriver, G Peoples :
Evidence of in vivo epitope spreading in breast and prostate cancer patients receiving a HER2-neu single

peptide vaccine. Keystone Symposia - Basic Aspects of Tumor Immunology, Keystone CO, 2003 February.

Ponniah, S, CD Shriver, GE Peoples : Immunotherapy for Breast Cancer: Clinical Trials and Vaccine
Discovery and Development. National Coalition of Breast Centers Annual Meeting, 2003 February.

Ponniah, S, CE Storrer, JC Gahan, JM Gurney, MM Woll, CM Fisher, J Moul, DG McLeod, CD Shriver,
GE Peoples : Evidence of In Vivo Epitope Spreading in Breast and Prostate Cancer Patients Receiving a
HER2/neu Single Peptide Vaccine (Poster). Keystone Symposia - Basic Aspects of Tumor Immunology,
Keystone CO, 2003 February.

Post, RJ, PK Flook, AL Millest, RA Cheke, PJ McCall, MD Wilson, M Mustapha, S Somiari, JB Davies,
RA Mank, P Geene, P Enyong, A Sima, J Mas : Cytotaxonomy, morphology and molecular systematics of
the Bioko form of Simulium yahense (Diptera: Simulidae). Bulletin of Entomological Research, 93:145-
157, 2003.

Ru, QH, TG Sullivan, S Russell, S Somiari, R Somiari, CD Shriver : Development of 2D LC-MS/MS and
Related Bio-Technologies in the Discovery of Biomarks for Breast Cancer. Gordon Research Conference -
New Frontiers in Cancer Detection & Diagnosis, Proctor NH, 2003 August.

Sathibalan, P, CD Shriver, GE Peoples : Immunotherapy for Breast Cancer - Clinical Trials and Vaccine
Discovery and Development (Poster). National Consortium of Breast Centers Annual Meeting, Las Vegas
NV, 2003 February.
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Shriver, C, A Sullivan, S Somiari, S Russell, C Heckman, J Hooke, R Somiari : Proteomic analysis of breast Presentation
tumors and associated lymph nodes by 2-dimensional-difference in-gel electrophoresis. Society of Surgical
Oncology Annual Meeting, 2003 March.

Shriver, CD : Genomics and proteomics for today's breast centers. National Consortium of Breast Centers Presentation
Annual Meeting, Las Vegas NV, 2003 February.

Shriver, CD : Surfing the Net...the use of the Internet for Surgical Education. Annual American College of  Presentation
Surgeons Metropolitan Washington Chapter All-Surgeons Day, Bethesda MD, 2003 March.

Shriver, CD, R Somiari, A Hapner : Translational Research in a Breast Center with high-throughput Presentation
Genomics and Proteomics (poster). National Consortium of Breast Centers Annual Meeting, Las Vegas
NV, 2003 February.

Somiari, R : Defining the molecular fingerprint of breast disease (poster). 3rd Annual CBCP Offsite, 2002  Presentation
December.

Somiari, RI, A Sullivan, S Russell, S Somiari, H Hu, R Jordan, A George, R Katenhusen, A Buchowiecka,  Publication
H Brzeski, J Hooke, C Shriver : High-throughput proteomics analysis of human infiltrating ductal
carcinoma of the breast. Proteomics, 3:1863-1873, 2003.

Somiari, RI, A Sullivan, S Somiari, S Russell, L Malicki, C Arciero, J Hooke, C Shriver : High through-put  Presentation
global abnormalities associated with breast disease. San Antonio Breast Cancer Symposium, TX, 2002
December.

Somiari, RI, A Sullivan, S Somiari, S Russell, L Malicki, C Arciero, J Hooke, D Ellsworth, C Shriver : Presentation
High through-put global analysis of abnormalities associated with breast disease. 25th Annual Meeting, San
Antonio Breast Cancer Symposium, San Antonio TX, 2002 December.

Somiari, RI, S Russel, A Sullivan, S Somiari, H Brzeski, H Hu, R Jordan, J Hooke, C Shriver : Proteomics  Presentation
and gene ontology classification of proteins differentially expressed in infiltrating ductal carcinoma of the
breast. United States Military Cancer Center Scientific Colloquium, USUHS, 2003 September.

Somiari, RI, S Somiari, R Ellsworth, S Ottmann, C Heckman, S Lubert, D Ellsworth, CD Shriver : Abstract
Classification of breast disease by genome-wide DNA copy number analysis. Ann Surg Oncol, 10:544,
2003.

Somiari, RL, S Somiari, R Ellsworth, S Ottmann, C Heckman, S Lubert, D Ellsworth, CD Shriver : Presentation
Classification of breast disease by genome-wide DNA copy number analysis (poster). Society of Surgical
Oncology 56th Annual Cancer Symposium, Los Angeles CA, 2003 March.

Somiari, S : Matrix metalloproteinase 2 and 9 activity in blood of patients with breast disease and at risk of  Presentation
developing breast disease (poster). 3rd Annual CBCP Offsite, 2002 December.

Somiari, S, C Shriver, C Heckman, R Jordan, C Arciero, J Hooke, C Olsen, G Garguilo, Rl Somiari : Presentation
Active and Total MMP2 and MMP9 Levels in Plasma of Patients with Breast Cancer, Benign Disease and

at Risk of Developing Breast Cancer. United States Military Cancer Center Scientific Colloquium, USUHS,

2003 September.

Somiari, S, C Shriver, C Heckman, R Jordan, H Hu, J Hooke, C Olsen, H Brzeski, | Somiari : Breast Presentation
disease classification based on circulating markers - Any role for extracellular matrix modifying enzymes?.

Integrated Bio-medical Informatics and Enabling Technologies, Pasquerilla Conference Center, Johnstown

PA, 2003 August.

Somiari, S, C Shriver, G Garguilo, C Heckman, C Arciero, J Hooke, R Somiari : Matrix metalloproteinase  Presentation
2 and 9 Activity in Blood of Patients with Breast Cancer and at Risk for the Development of Breast
Disease. San Antonio Breast Cancer Symposium, TX, 2002 December.
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Somiari, S, C Shriver, G Garguilo, C Heckman, C Arciero, J Hooke, Rl Somiari : Matrix metalloproteinase
2 and 9 activity in blood of patients with breast disease and at risk for development of breast disease
(poster). 25th Annual Meeting, San Antonio Breast Cancer Symposium, San Antonio TX, 2002 December.

Somiari, S, C Shriver, J Hooke, J Bombatch, B Deyarmin, M Kush, R Somiari : Tissue Repository for High
Throughput Genomics and Proteomics Research. 2003 Annual Meeting of International Society for
Biological and Environmental Repositories (ISBER), Philadelphia PA, 2003 May.

Storrer, CE, JM Gurney, L Kotula, JC Gahan, MM Woll, CM Fisher, CD Shriver, GE Peoples, S Ponniah :
Flow Cytometry Analysis of Viral and Vaccine-Specific CD8 T Cells Using the HLA-A2:1g Dimer Assay
(Poster). 90th Annual Meeting of the American Association of Immunologists, 2003 May.

Sullivan, A : High through-put guantitative proteomics of human breast cancer tissue using 2D-differential
in-gel electrophoresis and mass spectrometry (poster). 3rd Annual CBCP Offsite, 2002 December.

Sullivan, A, S Russell, R Jordan, J Hooke, C Shriver, R Somiari : High through-put quantitative proteomics
of human breast cancer tissue using 2D-differential in-gel electrophoresis and mass spectrometry. 25th
Annual Meeting, San Antonio Breast Cancer Symposium, San Antonio TX, 2002 December.

Sullivan, AG, D Lin, D Papucnik, R Katenhusen, S Russell, S Ottmann, C Shriver, AL Lund, Rl Somiari :
Protein Profiling of Metastatic and Nonmetastatic Breast Cancers Using Laser Microdissection and 2D LC
Coupled with a High Mass Accuracy Q-Tof Mass Spectrometer (Poster). 51st Annual Conference on Mass
Spectrometry and Allied Topics, Montreal Canada, 2003 June.

Sullivan, AG, S Russell, R Jordan, J Hooke, C Shriver, Rl Somiari : High through-put quantitative
proteomics of human breast cancer tissue using 2D-differential in-gel electrophoresis and mass
spectrometry (poster). 25th Annual Meeting, San Antonio Breast Cancer Symposium, San Antonio TX,
2002 December.

Woll, MM, CM Fisher, GB Ryan, DG McLeod, J Moul, CD Shriver, S Ponniah, GE Peoples : Immunologic
Monitoring of Breast and Prostate Cancer Patients Receiving a Preventive HER2/neu Peptide Vaccine.
American Association for Cancer Research's Frontiers in Cancer Prevention Research, Boston MA, 2002
October.

Yi, S, DL Ellsworth, WH Li : Slow molecular clocks in Old World monkeys, apes, and humans. Mol Biol
Evol, 19:2191-2198, 2002 December.

Neurosurgery Service

Antoine, CL, RR Moquin : The Need for and Design of a Standardized Neurosurgical Database and
Software Program (Poster). World Spine Il International Conference, Chicago IL, 2003 August.

Choi, J, J Ecklund, G Feolo, R Moquin, R Harbick, C Clifford, L Korenman : Wireless Teleradiology in
Acute Brain and Cervical Spine Injury. American Telemedicine Association, Orlando FL, 2003 April.

Choi, JY, JM Ecklund, RR Moquin, CD Clifford, R Harbick, LM Korenman, R Poropatich : Wireless
Teleradiology in Acute Brain and Cervical Spine Injury (Poster). American Telemedicine Association
Annual Meeting, Orlando FL, 2003 April.

Ecklund, J : Historical Background and Guidelines for the Management of Penetrating Head Injury.
Military Neurotrauma Conference, Bethesda MD, 2003 June.

Ecklund, J : Injury Assessment Methods. International Conference on Closed Head Trauma, San Juan
Puerto Rico, 2003 January.

Ecklund, J : Lumbar Discectomy. Emerging Technologies in Spinal Surgery Meeting, Washington DC,
2002 October.
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Ecklund, J : Lumbar Pedicle Anatomy and Screw Placement. 15th Annual Spine and Peripheral Nerve
Course, Bethesda MD, 2003 June.

Ecklund, J : Military Neurosurgery. John Hopkins University, Baltimore MD, 2002 October.

Ecklund, J : Military Neurosurgery and the Defense and Veterans Brain Injury Center. Traumatic Brain
Injury Symposium, Capital Hill, Washington DC, 2002 October.

Ecklund, J : Pathophysiology of Penetrating Brain Injury. International Conference on Closed Head
Trauma, San Juan Puerto Rico, 2003 January.

Ecklund, J : Uniformed Services University Division of Neurological Surgery. 25th Anniversary and
International Surgery Symposium, USUHS, Bethesda MD, 2002 October.

Frank, E, J Martin, F Hsu : An endoscopic curved Kerrison rongeur for spinal stenosis surgery. Minim
Invas Neurosurg, 45:254-256, 2002 (FY03).

Ling, G, R Riechers, M Krishna, J Blanchard, M Rosner, R Riechers Jr., C Yun, P Garcia-Pinto, K Day, K
Song, A Jarell, P Rhee, J Ecklund, T Fitzpatrick, S Lockhart : Diagnosis of compartment syndrome using a
microwave based detector. Proc Int'l Optical Engineering, 4744:118-124, 2002 (FY03).

Martin, JE, J Gilhooly, RR Moquin : Correction of Short-Segment Thoracic Kyphosis Utilizing
Corpectomy Via Lateral Extracavitary Approach (Poster). Joint Section for Spinal and Peripheral Nerve of
the American Association of Neurological Surgeons and the Congress of Neurological Surgeons, Tampa
FL, 2003 March.

Martin, JE, J Gilhooly, RR Moquin : Surgical Correction of Short-Segment Thoracic Kyphosis with
Thoracic Corpectomy Via Lateral Extracavitary Approach. Southern Neurosurgical Society Annual
Meeting, Orlando FL, 2003 March.

Martin, JE, J Gilhooly, RR Moquin : Surgical Correction of Short-Segment Thoracic Kyphosis with
Thoracic Corpectomy Via Lateral Extracavitary Approach. International Meeting on Advanced Spine
Techniques, Rome Italy, 2003 July.

Martin, JE, JE Gilhooly, RR Moquin : Surgical correction of short-segment kyphosis with thoracic
corpectomy via lateral extracavitary approach (poster). AANS/CNS Section on Disorders of Spine and
Peripheral Nerve Annual Meeting, Orlando FL, 2003 March.

Martin, JE, JE Gilhooly, RR Moquin : Surgical correction of short-segment kyphosis with thoracic
corpectomy via lateral extracavitary approach (poster). International Meeting on Advanced Spine
Techniques, Rome Italy, 2003 July.

Martin, JE, JE Monacci : Metastatic disease of the cranial cervical junction. Textbook of Neurological
Surgery - Principles and Practice, HH Batjer, CM Loftus (eds), Lippincott, Williams & Wilkins,
Philadelphia, 1808-1811, 2003.

Martin, JE, LE Moores : Independent learning modules for pediatric neurosurgery. AANS/CNS Section of
Pediatric Neurosurgery Annual Meeting, Phoenix AZ, 2002 December.

Martin, JE, MK Rosner, C Neal, RR Moquin : Use of kyphotic titanium cages in the management of
multilevel thoracic corpectomy: technical note (poster). International Meeting on Advanced Spine
Techniques, Rome Italy, 2003 July.

Martin, JE, MK Rosner, C Neal, RR Moquin : Use of kyphotic titanium cages in the management of
multilevel thoracic corpectomy: technical note (poster). World Spine Il International Conference, Chicago
IL, 2003 August.
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Martin, JE, MK Rosner, CJ Neal, RR Moquin : Use of Kyphotic Titanium Mesh Cages in the Management
of Multilevel Thoracic Corpectomies (Poster). Southern Neurosurgical Society Annual Meeting, Orlando
FL, 2003 March.

Martin, JE, MK Rosner, CJ Neal, RR Moquin : Use of Kyphotic Titanium Mesh Cages in the Management
of Multilevel Thoracic Corpectomies (Poster). International Meeting on Advanced Spine Techniques,
Rome Italy, 2003 July.

Martin, JE, MK Rosner, CJ Neal, RR Moquin : Use of Thoracic Kyphotic Titanium Mesh Cages in the
Management of Multilevel Corpectomies (Poster). World Spine Il International Conference, Chicago IL,
2003 August.

Martin, JE, RE Keating, PH Cogen, F Midgley : Long-term follow-up of direct heart shunts in the
management of hydrocephalus. Pediatr Neurosurg, 38:94-97, 2003.

Monacci, W, J Ecklund : Neurosurgery and the War on Terrorism. Neurosurgery News, 4(1):1-2, 2003
Winter.

Moores, LE, JE Martin : Myelomeningocele and tethered cord: caring for an aging population. Seminars in
Neurosurgery, 13:61-69, 2002 (FY03).

Mogquin, R, C Richardson, J Ecklund : Fused Deposition Modeling for Three Dimensional Evaluation of
Spinal Deformities. International Meeting on Advanced Spine Techniques, Rome Italy, 2003 July.

Moquin, R, C Richardson, M Rolli, J Ecklund : Evaluation of Spinal Deformities by Fused Deposition
Models. Joint Section for Spinal and Peripheral Nerves of the American Association of Neurological
Surgeons and the Congress of Neurological Surgeons, Tampa FL, 2003 March.

Moquin, R, C Richardson, M Rolli, W Yan, J Ecklund : Fused Deposition Modeling for Surgical Planning
of Spinal Deformities. Joint Meeting of the North American and Japanese Spine Society, Maui HI, 2003
July.

Moquin, R, R Hafez, J Ecklund : Spinal Tuberculosis. Textbook of Neurological Surgery - Principles and
Practice, H Batjer, C Loftus (eds), Lippencott-Raven Publishers, Philadelphia, 4:3248-3253, 2003.

Moquin, R, S Parks, C Richardson, R Rice, P Matic, A Geltmacher, J Ecklund : Finite Element Analysis of
the Spine Derived from Clinical Imaging Data. International Meeting on Advanced Spine Techniques,
Rome lItaly, 2003 July.

Moquin, R, S Parks, C Richardson, R Rice, P Matic, A Geltmacher, J Ecklund : Finite Element Analysis of
the Spine from Patient Specific Imaging Data. World Spine 1l International Conference, Chicago IL, 2003
August.

Moquin, RR : Treatment of Thoracic and Lumbar Tumaors. Anterior Spinal Surgery Workshop, Medtronic
Sofamor Danek, Phoenix AZ, 2003 August.

Moquin, RR : Treatment of Thoracic and Lumbar Tumors through the Anterior and Lateral Approach -
Anterior Spinal Surgery Workshop. Spine Across the Sea Joint Meeting of the North American Spine
Society and Japanese Spine Society, Maui HI, 2003 July.

Moquin, RR : Paget’s Disease of the Spine. Textbook of Neurosurgery, H Bather & C Loftus (eds),
Lipencott-Raven, Philadelphia, 2003.

Moquin, RR, C Richardson, CJ Neal, JM Ecklund : Evaluation of Spinal Deformities by Fused Deposition
Models (Poster). Joint Section for Spinal and Peripheral Nerve of the American Association of
Neurological Surgeons and the Congress of Neurological Surgeons, Tampa FL, 2003 March.
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Moquin, RR, C Richardson, JM Ecklund : Fused Deposition Modeling for Evaluation of Spinal
Deformities (Poster). Southern Neurosurgical Society Annual Meeting, Orlando FL, 2003 March.

Moquin, RR, C Richardson, JM Ecklund : Fused Deposition Modeling for Surgical Planning of Spinal
Deformities. Spine Across the Sea Joint Meeting of the North American Spine Society and Japanese Spine
Society, Maui HI, 2003 July.

Moquin, RR, C Richardson, JM Ecklund : Fused Deposition Modeling for Three Dimensional Evaluation
of Spinal Deformities. International Meeting on Advanced Spine Techniques, Rome Italy, 2003 July.

Moquin, RR, C Richardson, M Rolli, JM Ecklund : Fused Deposition Modeling of Spinal Deformities.
World Spine Il International Conference, Chicago IL, 2003 August.

Moquin, RR, DJ Geyer : Complete L5 Spondylectomy for Osteomyelitis Via Posterior Only Approach
(Poster). International Meeting on Advanced Spine Techniques, Rome Italy, 2003 July.

Moquin, RR, DW Polly, WR Klemme, W Monacci : Thoracic Hemivertebra Excision and Scoliosis

Deformity Correction in Adults via a Posterior Only Approach (Poster). International Meeting on Advanced

Spine Techniques, Rome Italy, 2003 July.

Moquin, RR, J Ecklund : Tuberculosis of the Spine. Textbook of Neurosurgery, H Bather & C Loftus (eds),

Lipencott-Raven, Philadelphia, 2003.

Moquin, RR, MK Rosner, PB Cooper : Combined Anterior and Posterior Approach Using Laterally Placed
Threaded Interbody Cages and Pedicle Screws for Scheurmann’s Kyphosis, Case Report and Review.
Neurosurgery Focus, 14(1):, 2003 January.

Moquin, RR, S Parks, C Richardson, R Rice, P Matic, A Geltmacher, JM Ecklund : Finite Element
Analysis of the Spine from Patient Specific Imaging Data (Poster). International Meeting on Advanced
Spine Techniques, Rome Italy, 2003 July.

Moquin, RR, S Parks, C Richardson, R Rice, P Matic, A Geltmacher, JM Ecklund : Finite Element Analysis

of the Spine from Clinically Derived Imaging Data (Poster). Southern Neurosurgical Society Annual
Meeting, Orlando FL, 2003 March.

Moquin, RR, S Parks, C Richardson, R Rice, P Matic, A Geltmacher, JM Ecklund : Finite Element Analysis

of the Spine from Patient Specific Imaging Data (Poster). World Spine Il International Conference,
Chicago IL, 2003 August.

Moquin, RR, S Parks, C Richardson, R Rice, P Matic, A Geltmacher, JM Ecklund : Finite Element Analysis

of the Spine from Patient Specific Imaging Data (Poster). Joint Section for Spinal and Peripheral Nerve of
the American Association of Neurological Surgeons and the Congress of Neurological Surgeons, Tampa
FL, 2003 March.

Mogquin, RR, W Monacci : Update on Neurosurgery and The War on Terrorism. Neurosurgery News, 4(2):,

2003 April.

Mulligan, L, J Ecklund, J Stockel : Radiographic Considerations in Spine Trauma. Textbook of
Neurological Surgery - Principles and Practice, H Batjer, C Loftus (eds), Lippencott-Raven Publishers,
Philadelphia, 2:1730-1736, 2003.

Polly, DW, MK Rosner, W Monacci, RR Moquin : Thoracic Hemivertebra Excision and Scoliosis

Deformity Correction in Adults via a Posterior Only Approach. Neurosurgery Focus, 14(2):, 2003 February.

Salazar, A, P Cooper, J Ecklund : Neurological Disorders: Course and Treatment (2nd Ed). T Brandt, L
Caplan, J Dickgans, C Diener, C Kennard (eds), Elsevier Science, New York, 765-781, 2002 (FY03).
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Sipos, E, L Moores, J Ecklund : Penetrating Injuries to the Spine. Textbook of Neurological Surgery -
Principles and Practice, H Batjer, C Loftus (eds), Lippencott-Raven Publishers, Philadelphia, 2:1790-1796,
2003.

Warden, D, J Ecklund : The Effect of Concussion History on Cognitive Performance Following Acute
Concussion. Annual Meeting of the American Academy of Neurology, HI, 2003 April.

Ophthalmology Service

Bishop, R, KS Bower, J Rabin : Comparison between induced higher order wave front aberrations
following initial LASIK surgery and LASIK enhancement surgery. Invest Ophthalmol Vis Sci, 44:2610,
2003.

Bower, KS : Sharp Anterior Segment Trauma. Tri-Service Ocular Trauma Course, Bethesda MD, 2003
May.

Bower, KS : Sharp trauma of the anterior segment. Ophthalmic Care of the Combat Casualty, Thach AB,
Ed. Textbook of Military Medicine, Borden Institute, 2003.

Chun, DW : Diabetic Retinopathy telemedicine study. Association for Research in Vision and
Ophthalmology Conference, 2003.

Cute, D, P Subramanian, B Warren, L Fannin, J Rabin, KS Bower : An evaluation of two different methods
of marking the horizontal axis during excimer laser keratorefractive surgery for myopic astigmatism. Invest
Ophthalmol Vis Sci, 44:2655, 2003.

Dick, JSB : Endophthalmitis. Tri-Service Ocular Trauma Course, Bethesda MD, 2003 May.

Dick, JSB : Vitreoretinal Complications - Surgical Management. Tri-Service Cataract Surgery Course,
Bethesda MD, 2003 March.

Eiseman, AS : Botulinum toxin A consent and patient expectations. George Washington University
Ophthalmology Grand Rounds, Washington DC, 2002 November.

Eiseman, AS : Evaluation of eyelid lesions and eyelid reconstructive techniques. Washington Oculoplastics
Lecture Series, Washington DC, 2002 October.

Eiseman, AS, JC Flanagan, A Brooks, E Mitchell, C Pemberton : Ocular surface, ocular adnexal, and
lacrimal complications associated with the use of systemic 5-fluorouracil. Ophthal Plast Reconstr Surg,
19(3):216-224, 2003.

Fannin, LA : Cataract Management in the Glaucoma Patient. Tri-Service Cataract Surgery Course,
Bethesda MD, 2003 March.

Fannin, LA : Hyphema. Tri-Service Ocular Trauma Course, Bethesda MD, 2003 May.
Fannin, LA : Small Pupils. Tri-Service Cataract Surgery Course, Bethesda MD, 2003 March.
Fechter, HP : Malignant Glaucoma. Bascom Palmer Eye Institute Grand Rounds, 2003 May.

Fechter, HP : Oral board preparation lecture. Brooke Ophthalmology Review Course, Fort Sam Houston
TX, 2003 March.

Fechter, HP : The Ocular Hypertension Treatment Study. Tri-Service Optometry Association, Bethesda
National Naval Hospital, 2003 September.

Fechter, HP : Trabeculectomy flag revisions. Bascom Palmer Eye Institute Grand Rounds, 2003 March.
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Fechter, HP, NZ Gregori, D Miller, M Diaz, E Perez, D Anderson : Is it safe to go back in the water? A
comparison of swimming water organisms and known pathogens. ASCRS National Meeting and
Symposium on Cataract, 0L, and Refractive Surgery, San Francisco CA, 2003 April.

Fecther, HP : Baerveldt Risk Factors. Bascom Palmer Eye Institute Residents' Days, 2003 June.

Gregori, NZ, HP Fechter, D Miller, M Diaz, E Perez : A comparison of bacteria found in south Florida
ocean and pool water with known ocular pathogens. Invest Ophthalmol Vis Sci, 44:1428, 2003.

Hammond, MD, TP Ward, E Niemi, AS Eiseman : Adult orbital xanthogranuloma with adult onset asthma.
Annual Meeting of the American Society of Ophthalmic Plastic and Reconstructive Surgeons, Orlando FL,
2002 October.

Madigan, WP : Common Eye Problems in Children. USUHS Department of Pediatrics Grand Rounds,
Bethesda MD, 2003 February.

Madigan, WP : Congenital and Infantile Cataracts. Tri-Service Cataract Surgery Course, Bethesda MD,
2003 March.

Madigan, WP : Horizontal and Vertical Strabismus. Washington Ophthalmic Residency Consortium
(WORC), Washington DC, 2003 May.

Mines, MJ : Post-operative management. Tri-Service Cataract Surgery Course, Bethesda MD, 2003 March.
Mines, MJ : Terrorist Bombings. Tri-Service Ocular Trauma Course, Bethesda MD, 2003 May.

Mines, MJ, KS Bower, TP Ward, AB Thach, DA Belyea, B Nelson : Robotic Microsurgical Repair of
Corneal Lacerations in Rabbit Eyes. American Telemedicine Association 8th Annual Meeting, Orlando FL,
2003 April.

Mines, MJ, KS Bower, TP Ward, AB Thach, KK Kramer, DA Belyea, B Nelson : Robotic microsurgical
repair of corneal lacerations in rabbit eyes. Invest Ophthalmol Vis Sci, 44:907, 2003.

Rimm, WR : Overview of Cataract Surgery. Tri-Service Cataract Surgery Course, Bethesda MD, 2003
March.

Rocca, M, K Bower, J Pajak : Design and implementation of an electronic refractive surgery record.
Telemed J, 9(1):S-69, 2003.

Simon, DP, AB Thach, KS Bower : Teleophthalmology in the evaluation of ocular trauma. Mil Med,
168(3):205-211, 2003 March.

Stutzman, RD : Anesthesia for Cataract Surgery. Tri-Service Cataract Surgery Course, Bethesda MD, 2003
March.

Stutzman, RD, WJ Stark : Surgical technique for suture fixation of an acrylic intraocular lens in the absence
of capsule support. J Cataract Refract Surg, 29(9):1658-1662, 2003.

Subramanian, PS, B O'Kane, R Stefanik, J Stevens, J Rabin, RM Bauer, KS Bower : Visual performance
with night vision goggles after photorefractive keratectomy for myopia. Ophthalmology, 110(3):525-530,
2003.

Subramanian, PS, JB Kerrison, PC Calvert, NR Miller : Orbital inflammatory disease after pamidronate
treatment for metastatic prostate cancer. Arch Ophthalmol, 121(9):1335-1336, 2003.

Subramanian, PS, L Schramm, PN Hoffman : Electrical stimulation to enhance axonal regeneration after
optic nerve injury. 29th Annual Meeting of the North American Neuro-Ophthalmology Society, Snowbird
UT, 2003 February.
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Subramanian, PS, PN Hoffman : Enhancing optic nerve regeneration after axonal injury. 62nd Clinical
Meeting of Wilmer Residents' Association, Baltimore MD, 2003 April.

Thordsen, JE, B Warren, P Subramanian, KS Bower : Effect of brimonidine tartrate ophthalmic solution
0.15% on pupil diameter in normal eyes. Invest Ophthalmol Vis Sci, 44:792, 2003.

Ward, TP : Current Status of the National and Military Smallpox Vaccination Programs and Cases of
Ocular Vaccinia To Date. Bioterrorism and Disaster Preparedness, American Academy of Ophthalmology
Mid-Year Forum, Washington DC, 2003 April.

Ward, TP : Eye Care in the Theater of Operations - Army. Tri-Service Ocular Trauma Course, Bethesda
MD, 2003 May.

Ward, TP : Laser surgery of the posterior segment. Joint Commission of Allied Health Personnel in
Ophthalmology Annual Continuing Medical Education Program for Ophthalmic Medical Personnel,
Orlando FL, 2002 October.

Ward, TP : Nonsurgical Ocular Trauma - Ophthalmic Pathology for Ophthalmologists. Armed Forces
Institute of Pathology, Washington DC, 2003 September.

Ward, TP : Posterior Segment Complications - Medical Management. Tri-Service Cataract Surgery Course,
Bethesda MD, 2003 March.

Ward, TP : Sympathetic Ophthalmia. Tri-Service Ocular Trauma Course, Bethesda MD, 2003 May.

Warren, B : Post-operative endophthalmitis. Tri-Service Cataract Surgery Course, Bethesda MD, 2003
March.

Weichel, ED, KS Bower, TP Ward, A Hidayat : Epicorneal aspergilloma following penetrating
keratoplasty. Cornea, 21(8):825-827, 2002 November.

Wroblewski, KJ : Ocular Chemical Injuries. Tri-Service Ocular Trauma Course, Bethesda MD, 2003 May.

Oral and Maxillofacial Surgery Service

Palo : The use of the laryngeal mask airway in outpatient oral and maxillofacial surgery. AAOMS Meeting
#142, Chicago IL, 2002 October.

Palo, DE : Laryngeal mask airway use in general anesthesia for outpatient third molar surgery. American
Association of Oral and Maxillofacial Surgeons Annual Meeting, Chicago IL, 2002 October.

Trebus : Prevalence of soft tissue injuries with use of commercially available endotracheal tube holders".
AAOMS Meeting #142, Chicago IL, 2002 October.

Trebus, DL, JA Smith : Prevalence of soft tissue injuries with use of commercial endotracheal tube holders.
American Association of Oral and Maxillofacial Surgeons Annual Meeting, Chicago IL, 2002 October.

Organ Transplant Service

Swanson, SJ, DA Hale, RB Mannon, DM Harlan, AD Kirk : Kidney transplantation with rabbit
antithymocyte globulin and sirolimus monotherapy. Lancet, 361(9361):969-970, 2003 March.

Otolaryngology-Head & Neck Surgery Service

Bolger, WE, C Reger : Temporal lobe encephalocele presenting as a lytic lesion of the pterygoid process.
Ear Nose Throat J, 82:269-275, 2003.

Bolger, WE, K McLaughlin : The use of cranial bone grafts for endoscopic repair of skull base defects. Am
J Rhinology, 17:153-157, 2003.
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Daniels, DL, MF Mafee, MM Smith, TL Smith, TP Naidich, WD Brown, WE Bolger, LP Mark, JL Ulmer,
L Hacein-Bey, JM Strottmann : The frontal sinus drainage pathway and related structures. Am J
Neuroradiol, 24:1618-1627, 2003.

Lai, SY, DW Kennedy, WE Bolger : Sphenoid encephaloceles - Disease management and identification of
lesions within the lateral recess of the sphenoid. Laryngoscope, 112:1800-1805, 2002 October.

McLeod, IK, DB Brooks, EA Mair : Revision Choanal Atresia Repair. Int J Pediatr Otorhinolaryngol,
67:517-524, 2003.

Saxon, KG : Alternative medical practices application of evidence based research design invention -
Fluoroscopy chair for reproducible modified barium swallow results with patient in a seated position. Voice
Foundation Meeting, Philadelphia PA, 2003 June.

Saxon, KG : Care of the Professional VVoice. Journal of Singing, RT Sataloff (ed.), 2003.
Saxon, KG : Sleep and Performance. Journal of Singing, RT Sataloff (ed.), 2003.
Saxon, KG : Vocal Exercise Physiology. Journal of Singing, RT Sataloff (ed.), 2003.

Schlosser, R, WE Bolder : Traumatic cerebrospinal rhinorrhea - Operative techniques. Otolaryngol Head
Neck Surg, 13:302-308, 2003.

Schlosser, R, WE Bolger : Significance of empty sella in CSF leaks. Otolaryngol Head Neck Surg, 128:32-
28, 2003.

Schlosser, R, WE Bolger : Spontaneous nasal meningoencephaloceles and empty sella syndrome - a clinical
association? (Spontaneous nasal cerebrospinal fluid leaks and empty sella syndrome - a clinical
association). Am J Rhinology, 17(2):91-96, 2003.

Schlosser, RJ, EM Wilensky, MS Grady, WE Bolger : Elevated intracranial pressure in spontaneous
cerebrospinal fluid leaks. Am J Rhinology, 17:191-195, 2003.

Winslow, CP, TA Cook, A Burke, MK Wax : Total nasal reconstruction - Utility of the free radial forearm
fascial flap. Arch Facial Plast Surg, 5(2):159-163, 2003 March-April.

Peripheral Vascular Surgery Service

Anderson, J : Extracellular matrix metalloproteinase inducer (EMMPRIN) is associated with alterations in
MMP-1 and TIMP-1 in CVI dermal biopsies. Chesapeake Vascular Surgery Society Uniformed Services
University, Bethesda MD, 2002 December.

Gillespie, DL : Extracellular Matrix Metalloproteinase Inducer (EMMPRIN) is associated with alterations
in MMP-1 and TIMP-1 in CVI dermal biopsies. American Venous Forum, Cancun Mexico, 2003 February.

Gillespie, DL, B Fileta, J Anderson, A Chang, J Ulloa, M Raeber, J Wang, M Rojkind, A Patel, JL
Villavicencio, N Rich : Extracellular matrix metalloproteinase inducer (EMMPRIN) is associated with
alterations in MMP-1 and TIMP-1 in CVI dermal biopsies. American Venous Forum 15th Annual Meeting,
Cancun Mexico, 2003 February.

Gillespie, DL, DA Johnson, JB Frazier : The development of a deployed warrior medical management
center. AMEDD J, PB 8-02-10/11/12, 2002 October-December.

Gillespie, DL, DA Johnson, JB Frazier : The Development of a Deployed Warrior Medical Management
Center. AMEDD J, PB 9-02-10/11/12, 2002 October-December.

Goff, JM : Surgeon training for deployment - What do we need?. 18th Surgery for Trauma Day, USUHS,
2003 August.
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Johnson, CA, MV Parker, JM Goff : Mesenteric venous thrombosis in a patient with prothrombin 20210A
mutation and antithombin 111 deficiency - Challenges to conventional anticoagulation - A case report. VVasc
Endovascular Surg, 37:293-296, 2003 July-August.

O'Donnell, SD : Cadaver dissection and the incidence of popliteal space abnormalities. Popliteal
Entrapment Forum, Rome Italy, 2002 October.

O'Donnell, SD : Cadaver Dissection and the Incidence of Popliteal Space abnormalities. Popliteal
Entrapment Forum, Rome Italy, 2002 October.

O'Donnell, SD : Endovascular assisted in situ bypass grafting: a simplified technique for saphenous vein
side branch occlusion. Society for Clinical Vascular Surgery, 2003.

O'Donnell, SD : Endovascular Management of Arterial Trauma from Operation Iraqi Freedom.
Endovascular Workshop, American Association of Vascular Surgery, 2003.

O'Donnell, SD : Endovascular treatment of infrarenal aortic occlusion. Peripheral Vascular Surgery
Society, 28th Annual Spring Meeting, 2003 June.

Parker, MV : Three Dimensional Computed Tomography Scan versus Arteriography for Endovascular
Aortic Graft Sizing. Annual Meeting of the Fellows in Vascular Surgery, New York NY, 2003.

Rasmussen, TE, SD O'Donnell : Clinical Update - Endovascular Repair of Inflammatory Abdominal Aortic
Aneurysms. Perspectives in Vascular Surgery - Westminster Publications, 15(2):111-125, FY03.

Rosa, P, DL Gillespie, SD O'Donnell, JM Goff : Aberrant right subclavian artery syndrome — A Case of
Chronic Cough. J Vasc Surg, 37(6):1318-1321, 2003 June.

Ryan, GB : Coagulopathy - Spectacular Case Presentation. All Surgeon's Day, Annual Meeting of the
Washington Metropolitan Chapter, American College of Surgeons, 2003 March.

Scultetus, AH, JL Villavicencio, DL Gillespie, TC Kao, NM Rich : The pelvic venous syndromes -
Analysis of our experience with 57 patients. J Vasc Surg, 36(5):881-888, 2002 November.

Starnes, B, SD O'Donnell, DL Gillespie, JM Goff, P Rosa, MV Parker, A Chang : Percutaneous arterial
closure in patients with peripheral vascular disease: A prospective randomized evaluation of the Perclose
device. J Vasc Surg, 38(2):263-271, 2003 August.

Starnes, BW : Percutaneous arterial closure in patients with peripheral vascular disease: A prospective
randomized evaluation of the Perclose device. Best of the Regional Societies Competition, Society for
Vascular Surgery, 2003 May.

Wakefield, MC : Re-evaluation of carotid duplex for visual complaints: Who really needs to be studied?.
Peripheral Vascular Surgery Society Winter Meeting, 2003 January.

Woratyla, SP, TE Rasmussen, SD O'Donnell, M Parker, JM Goff, DL Gillespie, NM Rich : Review of
standards for competence in catheter based endovascular procedures: A resource and strategy for the
interventional vascular surgeon. Vasc Endovascular Surg, 37(1):39-46, 2003 January-February.

Urology Service

Amling, CL, CJ Kane, RH Riffenburth, JF Ward, JL Roberts, RS Lance, PA Friedrichs, JW Moul :
Relationship between obesity and race in predicting adverse pathologic variables in patients undergoing
radical prostatectomy. , http://www.cpdr.org/abstracts.html, 2003 August.

Banez, LL, C Gao, L Xu, A Ali, R Connelly, DG McLeod, JW Moul, S Srivastava : p53 codon 72 ARG
single nucleotide polymorphism is associated with prostate cancer. , http://www.cpdr.org/abstracts.html, FY
not submitted.
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Banez, LL, C Gao, L Xu, A Ali, R Connelly, DG McLeod, JW Moul, S Srivastava : P53 codon 72 ARG
Single Nucleotide Polymorphism is Associated with Prostate Cancer. AACR 94th Annual Meeting, Toronto
Canada, 2003 April.

Banez, LL, P Prasanna, L Sun, A Ali, B Adam, DG McLeod, JW Moul, S Srivastava : Diagnostic Potential
of Serum Proteomic Patterns in Prostate Cancer. , http://www.cpdr.org/abstracts.html, 2003 July.

Banez, LL, P Prasanna, L Sun, A Ali, Z Zou, B Adam, DG McLeod, JW Moul, S Srivastava : Diagnostic
Potential of Serum Proteomic Patterns in Prostate Cancer. J Urol, 170(2 Pt 1):442-446, 2003 August.

Banez, LL, P Prasanna, L Sun, A Ali, Z Zou, DG McLeod, JW Moul, S Srivastava : Diagnostic potential of
serum proteomic patterns in prostate cancer. 50th Annual James C. Kimbrough Urological Seminar, Crystal
Gateway Marriott, Arlington VA, 2002 December.

Banez, LL, P Prasanna, L Sun, A Ali, Z Zou, DG McLeod, JW Moul, S Srivastava : Diagnostic Potential of
Serum Proteomic Patterns in Prostate Cancer. , http://www.cpdr.org/abstracts.html, 2003 August.

Banez, LL, P Prasanna, L Sun, A Ali, Z Zou, DG McLeod, JW Moul, S Srivastava : Diagnostic potential of
serum proteomic patterns in prostate cancer. AUA 98th Annual Meeting, Chicago IL, 2003 April-May.

Bissonette, EA, BR Fulmer, GR Petroni, JW Moul, D Theodorescu : Prostate Specific Antigen Kinetics at
Tumor Recurrence After Radical Prostatectomy Do Not Suggest a Worse Disease Prognosis in Black Men.
, http://www.cpdr.org/abstracts.html, 2003 January.

Burke, HB, JW Moul, L Sun, J Wu, DG McLeod : African-Americans with Prostate Cancer Have a Better
Disease-Specific Survival than Caucasians. , http://www.cpdr.org/abstracts.html, 2003 August.

Carter, CA, L Sun, JW Moul, X Zhao, DG McLeod, C Amling, T Donahue, L Kusuda, W Sexton, K
O'Reilly, J Hernandez, A Chung, C Smith : Changing Face of Prostate Cancer Since the Start of the PSA-
ERA - Results from the Department of Defense (DOD) Center for Prostate Disease Research (CPDR)
Database. CaP CURE 10th Annual Scientific Retreat, JW Marriott, Washington DC, 2003 September.

Carter, CA, L Sun, JW Moul, X Zhao, DG McLeod, C Amling, T Donahue, L Kusuda, W Sexton, K
O'Reilly, J Hernandez, A Chung, C Smith : Changing Face of Prostate Cancer Since the Start of the PSA-
ERA: Results from the Department of Defense (DOD) Center for Prostate Disease Research (CPDR)
Database. , http://www.cpdr.org/abstracts.html, 2003 August.

Carter, CA, T Donahue, L Sun, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda, A
Chung, D Soderdahl, S Jackman, JW Moul : Temporary-Deferred Therapy (TDT) (Watchful Waiting) in
Low Risk Localized Prostate Cancer in Men under Age 70 in the PSA Era - Results of the Department of
Defense (DOD) Center for Prostate Disease Research (CPDR) National Database. ,
http://www.cpdr.org/abstracts.html, 2003 August.

D'Amico, AV, J Moul, PR Carroll, L Sun, D Lubeck, M Chen : Contributions from Cancer Specific and
Competing Causes to All Cause Mortality Following Surgery or Radiation for Patients with Clinically
Localized Prostate Cancer. , http://www.cpdr.org/abstracts.html, 2003 July.

D'Amico, AV, J Moul, PR Carroll, L Sun, D Lubeck, M Chen : Surrogate Marker for Prostate Cancer
Specific Mortality Following Radical Prostatectomy or Radiation Therapy. ,
http://www.cpdr.org/abstracts.html, 2003 August.

D'Amico, AV, J Moul, PR Carroll, L Sun, D Lubeck, M Chen : Cancer-Specific Mortality After Surgery or
Radiation for Patients With Clinically Localized Prostate Cancer Managed During the Prostate-Specific
Antigen Era. J Clin Oncol, 21(11):2163-2172, 2003 June.

D'Amico, AV, J Moul, PR Carroll, L Sun, D Lubeck, M Chen : Surrogate End Point for Prostate
Cancer-Specific Mortality After Radical Prostatectomy or Radiation Therapy. J Natl Cancer Inst, 95:1376-
1383, 2003.
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D'Amico, AV, JW Moul, PR Carroll, L Sun, D Lubeck, M Chen : A Surrogate Marker for Prostate Cancer
Specific Mortality Following Radical Prostatectomy or External Beam Radiation Therapy. AUA 98th
Annual Meeting, Chicago IL, 2003 April-May.

Davis, LD, W Zhang, A Merseburger, D Young, L Xu, JS Rhim, JW Moul, S Srivastava, IA Sesterhenn :
p63 expression profile in normal and malignant prostate epithelial cells. ,
http://www.cpdr.org/abstracts.html, 2003 January.

Davis, LD, W Zhang, A Merseburger, D Young, L Xu, JS Rhim, JW Moul, S Srivastava, IA Sesterhenn :
p63 Expression Profile in Normal and Malignant Prostate Epithelial Cells. 50th Annual James C.
Kimbrough Urological Seminar, Crystal Gateway Marriott, Arlington VA, 2002 December.

Davis, LD, W Zhang, A Merseburger, D Young, L Xu, JS Rhim, JW Moul, S Srivastava, IA Sesterhenn :
p63 expression profile in normal and malignant prostate epithelial cells. Anticancer Research, 22(6¢):3819-
3825, 2002 November-December.

Desai, A, HWu, L Sun, IA Sesterhenn, FK Mostofi, D McLeod, C Amling, L Kusuda, R Lance, J Herring,
J Foley, D Baldwin, JT Bishoff, D Soderdahl, JW Moul : Compete embedding and close step sectioning of
radical prostatectomy specimens both increase detection of extra prostatic extension and correlate with
increased disease free survival by stage of prostate cancer patients. , http://www.cpdr.org/abstracts.html,
2003 January.

Donahue, T, J Moul : The Current Art of Prostate Needle Biopsy. Contemporary Urol, 15(5):72-81, 2003.

Gancarczyk, KJ, H Wu, DG McLeod, C Kane, L Kusuda, R Lance, J Herring, J Foley, D Baldwin, JT
Bishoff, D Soderdahl, JW Moul : Using the Percentage of Biopsy Cores Positive for Cancer, Pre-Treatment
PSA, and Highest Biopsy Gleason Sum to Predict Pathologic Stage after Radical Prostatectomy - The
Center for Prostate Disease Research Nomograms. , http://www.cpdr.org/abstracts.html, 2003 January.

Gancarczyk, KJ, H Wu, DG McLeod, C Kane, L Kusuda, R Lance, J Herring, J Foley, D Baldwin, JT
Bishoff, D Soderdahl, JW Moul : Using the percentage of biopsy cores positive for cancer, pre-treatment
PSA, and highest biopsy Gleason Sum to predict pathologic stage after radical prostatectomy - The Center
for Prostate Disease Research Nomogram. Urology, 61(3):589-595, 2003 March.

Gao, C, L Sun, A Ali, RR Connelly, DG McLeod, JW Moul, S Srivastava : Diagnostic and prognostic
potential of circulating prostate epithelial cells (CPECs) by quantitative analysis of PSA expression. AUA
98th Annual Meeting, Chicago IL, 2003 April-May.

Gao, C, L Sun, A Ali, RR Connelly, DG McLeod, JW Moul, S Srivastava : Diagnostic and Prognostic
Potential of Circulating Prostate Epithelial cells (CPECs) by Quantitative Analysis of PSA Expression. ,
http://www.cpdr.org/abstracts.html, 2003 August.

Gao, C, L Sun, SK Rawal, A Ali, RR Connelly, LL Banez, DG McLeod, JW Moul, S Srivastava : New
diagnostic potential of prostate specific antigen (PSA) expressing epithelial cells in blood of prostate cancer
patients. , http://www.cpdr.org/abstracts.html, 2003 January.

Gao, C, LL Banez, L Sun, A Ali, RR Connelly, DG McLeod, JW Moul, S Srivastava : Higher Frequency of
P53 Codon 72 Polymorphism in Prostate Cancer. , http://www.cpdr.org/abstracts.html, 2003 August.

Gao, C, LL Banez, L Sun, A Ali, RR Connelly, DG McLeod, JW Moul, S Srivastava : Higher frequency of
p53 codon 72 polymorphism in prostate cancer. AUA 98th Annual Meeting, Chicago IL, 2003 April-May.

Gao, CL, L Sun, SK Rawal, A Ali, RR Connelly, LL Banez, DG McLeod, JW Moul, S Srivastava :
Diagnostic Potential of Prostate Specific Antigen (PSA) Expressing Epithelial Cells in Blood of Prostate
Cancer Patients. , http://www.cpdr.org/abstracts.html, 2003 January.
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Gao, CL, L Sun, SK Rawal, A Ali, RR Connelly, LL Banez, DG McLeod, JW Moul, S Srivastava : New
diagnostic potential of prostate specific antigen (PSA) expressing epithelial cells in blood of prostate cancer
patients. 50th Annual James C. Kimbrough Urological Seminar, Crystal Gateway Marriott, Arlington VA,
2002 December.

Gao, CL, L Sun, SK Rawal, A Ali, RR Connelly, LL Banez, DG McLeod, JW Moul, S Srivastava : New
diagnostic potential of prostate specific antigen (PSA) expressing epithelial cells in blood of prostate cancer
patients. N Engl J Med, 9(7):2545-2550, 2003.

Hanly, EJ, MR Marohn, NS Schenkman, SL Bachman, MA Talamini : Multi-service laparoscopic surgical
training using the daVinci surgical system - Characterization of the learning curve associated with new use
of a surgical robotic device. Society of Air Force Clinical Surgeons, FY not submitted.

Henderson, CG, AS Merseburger, DY Young, A Sesterhenn, L Sun, RR Connelly, DG McLeod, FK
Mostofi, S Srivastava, JW Moul : The CPDR localized prostate cancer multifocal tissue arrayer project -
Novel experience with characterization of HER-2/neu expression. , http://www.cpdr.org/abstracts.html,
2002 December.

Jani, AB, F Vaida, G Hanks, S Asbell, O Sator, JW Moul, M Roach, D Brachman, U Kalokhe, R Muller, S
Vijayakumar, et al : A multi-institutional pooled analysis of prostate cancer stage migration and race. ,
http://www.cpdr.org/abstracts.html, 2003 January.

Johnstone, PA, RH Riffenburgh, CJ Kane, L Sun, JW Moul, DD Martin, R Douglas, CL Amling : The
effect of age on biochemical disease-free outcome in patients with prostate cancer treated with definitive
radiation therapy in an equal-access health care system - A radiation oncology report of the DOD Center for
Prostate Disease Research. American Society for Therapeutic Radiology and Oncology, New Orleans, LA,
2002 October.

Kane, CJ, CL Amling, PA Johnstone, N Pak, JP Foley, JW Moul : Limited Value of Bone Scintigraphy and
Computed Tomography in Assessing Biochemical Failure After Radical Prostatectomy. ,
http://www.cpdr.org/abstracts.html, 2003 January.

Kane, CJ, CL Amling, PA Johnstone, N Pak, RS Lance, JB Thrasher, JP Foley, RH Riffenburgh, JW Moul
: Limited Value of Bone Scintigraphy and Computed Tomography in Assessing Biochemical Failure After
Radical Prostatectomy. Urology, 61(3):607-611, 2003.

Ko, D, Y Gu, Y Yasunaga, K Nakamura, S Srivastava, JW Moul, IA Sesterhenn, DG McLeod, P Arnstein,
DO Taylor, B Hukku, JS Rhim : A Novel Neoplastic Primary Tumor-Derived Human Prostate Epithelial
Cell Line. , http://www.cpdr.org/abstracts.html, 2003 July.

Ko, D, Y Gu, Y Yasunaga, K Nakamura, S Srivastava, JW Moul, IA Sesterhenn, DG McLeod, P Arnstein,
DO Taylor, B Hukku, JS Rhim : A Novel Neoplastic Primary Tumor-Derived Human Prostate Epithelial
Cell Line. Intl J Oncol, 22(6):1311-1317, 2003 June.

Koff, S, L Sun, J Wu, C Amling, C Powell, R Douglas, T Donahue, L Kusuda, W Sexton, K O'Reilly, J
Hernandez, A Chung, D Soderdahl, JW Moul : Equation using prostate biopsy quantitative histology to
predict PSA recurrence after radical prostatectomy. , http://www.cpdr.org/abstracts.html, 2003 August.

Massengil, JC, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda, A
Chung, D Soderdahl, T Donahue : Pretreatment Total Testosterone Level Predicts Pathologic Stage Among
Radical Prostatectomy Patients with Localized Prostate Cancer. AUA 98th Annual Meeting, Chicago IL,
2003 April-May.

Massengil, JC, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda, A
Chung, D Soderdahl, T Donahue : Total Testosterone Level Predicts Pathologic Stage in Radical
Prostatectomy Patients with Localized Prostate Cancer. 50th Annual James C. Kimbrough Urological
Seminar, Crystal Gateway Marriott, Arlington VA, 2002 December.
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Massengill, JC, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda,
A Chung, D Soderdahl, T Donahue : Pretreatment Total Testosterone Level Predicts Pathologic Stage in
Radical Prostatectomy Patients with Localized Prostate Cancer. , http://www.cpdr.org/abstracts.html, 2002
December.

Massengill, JC, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda,
A Chung, D Soderdahl, T Donahue : Pretreatment total testosterone level predicts pathologic stage in
radical prostatectomy patients with localized prostate cancer. , http://www.cpdr.org/abstracts.html, 2003
June.

Massengill, JC, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda,
A Chung, D Soderdahl, T Donahue : Pretreatment total testosterone level predicts pathologic stage in
radical prostatectomy patients with localized prostate cancer. 50th Annual James C. Kimbrough Urological
Seminar, Crystal Gateway Marriott, Arlington VA, 2002 December.

McLeod, DG, FK Mostofi, A Sesterhenn, W Zhang, CJ Davis, M Gibbons, JW Moul : Significance of
seminal vesicle invasion by prostatic carcinoma. , http://www.cpdr.org/abstracts.html, 2003 January.

Merseburger, AS, FK Mostofi, CG Henderson, DY Young, L Sun, RR Connelly, DG McLeod, S
Srivastava, JW Moul, IA Sesterhenn : Limitations of Tissue Microarrays in the Evaluation of Focal
Alterations of BCL-2 and P53 in Whole Mount Derived Prostate Tissues. ,
http://www.cpdr.org/abstracts.html, 2003 January.

Merseburger, AS, MA Kuczyk, J Serth, DY Young, L Sun, RR Connelly, DG McLeod, FK Mostofi, SK
Srivastava, JW Moul, IA Sesterhenn : Limitations of Tissue Microarrays in the Evaluation of Focal
Alterations of BCL-2 and P53 in Whole Mount Derived Prostate Tissues. Oncol Rep, 10(1):223-228, 2003.

Merseburger, AS, RR Connelly, E Richter, L Sun, JW Moul : The use of serum creatinine to predict
pathological stage and recurrence among radical prostatectomy patients. ,
http://lwww.cpdr.org/abstracts.html, 2003 January.

Moul, J, DG McLeod, C Amling, R Lance, L Kusuda, T Donahue, J Foley, A Chung, W Sexton, D
Soderdahl : Effect of Early Hormonal Therapy on Disease Free Survival (DFS) in Patients with PSA-only
Recurrence Following Radical Prostatectomy. , http://www.cpdr.org/abstracts.html, 2003 June.

Moul, J, J Anderson, D Penson, L Klotz, M Soloway, C Schulman : Early Prostate Cancer Prevention,
Treatment Modalities, and Quality of Life Issues. , http://www.cpdr.org/abstracts.html, 2003 August.

Moul, J, J Anderson, D Penson, L Klotz, M Soloway, C Schulman : Early Prostate Cancer - Prevention,
Treatment Modalities, and Quality of Life Issues. Eur Urol, 44(3):283-293, 2003.

Moul, JW : Variables in Predicting Survival Based on Treating "PSA-Only" Relapse. ,
http://www.cpdr.org/abstracts.html, 2003 August.

Moul, JW : Biochemical recurrence of prostate cancer. Curr Probl Cancer, 27(5):243-272, 2003.

Moul, JW : Variables in Predicting Survival Based on Treating "PSA-Only" Relapse. Urol Oncol,
21(4):292-304, 2003.

Moul, JW, DG McLeod, C Amling, R Lance, L Kusuda, T Donohue, J Foley, N Hui, W Sexton, D
Soderdahl, L Sun : Assessment of biochemical disease free survival (DFS) in patients with hormonal
therapy (HT) started for PSA-only recurrence following radical prostatectomy. ,
http://www.cpdr.org/abstracts.html, 2003 January.
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Moul, JW, DG McLeod, C Kane, C Amling, P Johnstone, H Frazier, D Garner, R Lance, T Seay, J Foley,
M Oefelein, G Deshon, TA Miller, L Kusuda, P Friedrichs, T Douglas : The changing face of prostate
cancer (PC) in the 1990s - A report from the Department of Defense (DOD) Center for Prostate Disease
Research (CPDR) Triservice Multicenter Longitudinal PC Database. , http://www.cpdr.org/abstracts.html,
2003 January.

Moul, JW, H Wu, L Sun, DG McLeod, C Amling, R Lance, L Kusuda, T Donahue, J Foley, A Chung, W
Sexton, D Soderdahl, NM Rich : Epidemiology of Radical Prostatectomy for Localized Prostate Cancer in
the Era of Prostate-Specific Antigen - An Overview of the Department of Defense Center for Prostate
Disease Research National Database. , http://www.cpdr.org/abstracts.html, 2003 September.

Moul, JW, H Wu, L Sun, DG McLeod, C Amling, T Donahue, L Kusuda, W Sexton, K O'Reilly,
Hernandez, A Chung, K Smith : Early versus Delayed Hormonal Therapy for PSA-Only Recurrence of
Prostate Cancer After Prior Radical Prostectomy. CaP CURE 10th Annual Scientific Retreat, JW Marriott,
Washington DC, 2003 September.

Moul, JW, H Wu, L Sun, DG McLeod, C Amling, T Donahue, L Kusuda, W Sexton, K O'Reilly,
Hernandez, A Chung, K Smith : Early versus Delayed Hormonal Therapy for PSA-Only Recurrence of
Prostate Cancer After Prior Radical Prostectomy. , http://www.cpdr.org/abstracts.html, 2003 August.

Moul, JW, H Wu, L Sun, DG McLeod, C Amling, T Donahue, L Kusuda, W Sexton, KO O'Reilly, J
Hernandez, A Chung, D Soderdahl : Early versus Delayed Hormonal Therapy for PSA-Only Recurrence of
Prostate Cancer After Prior Radical Prostectomy. , http://www.cpdr.org/abstracts.html, 2003 July.

Moul, JW, L Banez, L Sun, J Wu, DG McLeod, IA Sesterhenn, FK Mostofi, M Zhao, J Chang : Prostate
Cancer Tumor Volume Does Correlate with Diagnostic and PSA Recurrence. AUA 98th Annual Meeting,
Chicago IL, 2003 April-May.

Moul, JW, L Banez, L Sun, J Wu, DG McLeod, IA Sesterhenn, FK Mostofi, M Zhao, J Chang : Prostate
Cancer Tumor Volume Does Correlate with Diagnostic and PSA Recurrence. ,
http://www.cpdr.org/abstracts.html, 2003 August.

Moul, JW, L Sun, DG McLeod, C Amling, R Lance, L Kusuda, T Donahue, J Foley, A Chung, W Sexton,
D Soderdahl : Effect of Early Hormonal Therapy on Disease Free Survival (DFS) in Patients with PSA-only
Recurrence Following Radical Prostatectomy. AACR 94th Annual Meeting, Toronto Canada, 2003 April.

Nakamura, K, Y Yasunaga, D Ko, T Segawa, JW Moul, S Srivastava, JS Rhim : Curcumin down-regulates
AR gene expression and activation in prostate cancer cell lines. AACR 94th Annual Meeting, Toronto
Canada, 2003 April.

Nakamura, K, Y Yasunaga, D Ko, T Segawa, JW Moul, S Srivastava, JS Rhim : Curcumin down-regulates
AR gene expression and activation in prostate cancer cell lines. , http://www.cpdr.org/abstracts.html, 2003.

Paquette, EL, L Sun, LR Paquette, R Connelly, DG McLeod, JW Moul : Improved prostate cancer specific
survival and other disease parameters - The impact of prostate specific antigen testing. Urology, 60(5):756-
759, 2002 November.

Paquette, EL, RR Connelly, 1A Sesterhenn, W Zhang, L Sun, LR Paquette, R Greenspan, DG McLeod, JW
Moul : Improvements in pathologic staging for African-American men undergoing radical retropubic
prostatectomy during the PSA era - Implications for screening a high risk group for prostate cancer. ,
http://www.cpdr.org/abstracts.html, 2002 October.

Paquette, EL, RR Connelly, 1A Sesterhenn, W Zhang, L Sun, LR Paquette, R Greenspan, DG McLeod, JW
Moul : Improvements in pathologic staging for African-American men undergoing radical retropubic
prostatectomy during the PSA era - Implications for screening a high risk group for prostate cancer. ,
http://lwww.cpdr.org/abstracts.html, 2003 January.
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Paquette, EL, RR Connelly, 1A Sesterhenn, W Zhang, L Sun, LR Paquette, R Greenspan, DG McLeod, JW
Moul : Improvements in pathologic staging for African-American men undergoing radical retropubic
prostatectomy during the PSA era - Implications for screening a high risk group for prostate cancer. ,
http://www.cpdr.org/abstracts.html, 2002 October.

Paquette, EL, RR Connelly, L Sun, LR Paquette, DG McLeod, JW Moul : Predictors of extracapsular
extension and positive margins in African-American and Caucasian men. ,
http://www.cpdr.org/abstracts.html, 2003 January.

Paquette, EL, RR Connelly, L Sun, LR Paquette, J Wmoul : Predictors of Extracapsular Extension and
Positive Margins in African-American and Caucasian Men. Urol Oncol, 21(1):33-38, 2003.

Petroski, RA, WB Warlick, J Herring, TF Donohue, L Sun, CV Smith, RR Connelly, DG McLeod, JW
Moul : External Beam Radiation Therapy after Radical Prostatectomy - Efficacy and Impact on Urinary
Continence. , http://www.cpdr.org/abstracts.html, 2003 June.

Petrovics, G : Expression of a new class of prostate specific noncoding genes, PCGEM1 and DD3, in laser
capture microdissected cells of prostate cancer patients. , http://www.cpdr.org/abstracts.html, 2002
December.

Petrovics, G : Expression of a new class of prostate specific noncoding genes, PCGEM1 and DD3, in laser
capture microdissected cells of prostate cancer patients. NIH LCM Conference, Bethesda MD, 2002
October.

Petrovics, G, JP Street, V Srikantan, JS Rhim, JW Moul, S Srivastava : Cell growth promoting functions of
PCGEML1 - A prostate specific non-coding gene with cancer associated overexpression. ,
http://lwww.cpdr.org/abstracts.html, 2003 January.

Petrovics, G, W Zhang, M Makarem, JP Street, R Connelly, IA Sesterhenn, L Sun, JW Moul, S Srivastava :
Increased expression of PCGEML1, a highly prostate specific gene with cell growth promoting functions is
associated with high risk prostate cancer patients. , http://www.cpdr.org/abstracts.html, 2003 June.

Petrovics, G, W Zhang, M Makarem, JP Street, R Connelly, 1A Sesterhenn, L Sun, JW Moul, S Srivastava :
Increased expression of PCGEML, a highly prostate specific gene with cell growth promoting functions is
associated with high risk prostate cancer patients. AACR 94th Annual Meeting, Toronto Canada, 2003
April.

Petrovics, G, W Zhang, M Makarem, JP Street, R Connelly, L Sun, IA Sesterhenn, V Srikantan, JW Moul,
S Srivastava : Elevated Expression of PCGEML, a Prostate-Specific Gene with Cell Growth Promoting
Function, is Associated with High-Risk Prostate Cancer Patients. , http://www.cpdr.org/abstracts.html, 2003
July.

Petrovics, G, W Zhang, M Makarem, R Connelly, IA Sesterhenn, L Sun, JW Moul, S Srivastava :
Expression of a new class of prostate specific noncoding genes, PCGEM1 and DD3, in laser capture
microdissected cells of prostate cancer patients. 50th Annual James C. Kimbrough Urological Seminar,
Crystal Gateway Marriott, Arlington VA, 2002 December.

Petrovics, G, W Zhang, M Makarem, R Connelly, IA Sesterhenn, L Sun, JW Moul, S Srivastava :
Expression of a new class of prostate specific noncoding genes, PCGEML1 and DD3, in laser capture
microdissected cells of prostate cancer patients. , http://www.cpdr.org/abstracts.html, 2003 January.

Piper, NY, L Kusada, R Lance, J Foley, J Moul, T Seay : Adenocarcinoma of the prostate - An expensive
way to die. Prostate Cancer Prostate Disease, http://www.cpdr.org/abstracts.html, 2003 January.
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Segawa, T, ME Nau, LL Xu, RN Chilukuri, M Makarem, W Zhang, G Petrovics, IA Sesterhenn, DG
McLeod, JW Moul, M Vahey, S Srivastava : Coordinated gene expression patterns define endoplasmic
reticulum stress response pathway as a novel component of androgen signaling in prostate cancer cells. ,
http://www.cpdr.org/abstracts.html, 2003 January.

Segawa, T, ME Nau, LL Xu, RN Chilukuri, M Makarem, W Zhang, G Petrovics, IA Sesterhenn, DG
McLeod, JW Moul, M Vahey, S Srivastava : Androgen-induced expression of endoplasmic reticulum (ER)
stress response genes in prostate cancer cells. , http://www.cpdr.org/abstracts.html, FY not submitted.

Segawa, T, ME Nau, LL Xu, RN Chilukuri, M Makarem, W Zhang, G Petrovics, IA Sesterhenn, DG
McLeod, JW Moul, M Vahey, S Srivastava : Androgen-induced expression of endoplasmic reticulum (ER)
stress response genes in prostate cancer cells. Oncogene, 21(57):8749-8758, 2002 December.

Segawa, T, ME Nau, LL Xu, RN Chilukuri, M Makarem, W Zhang, G Petrovics, IA Sesterhenn, DG
McLeod, JW Moul, M Vahey, S Srivastava : Coordinated Gene Expression Patterns Define Endoplasmic
Reticulum (ER) Stress Response Pathway as a Novel Component of Androgen Signaling in Prostate Cancer
Cells. Oncogene, 21:8749-8758, 2002 (FY03).

Segawa, T, O Ogawa, AS Merseburger, ME Nau, LL Xu, DY Young, RR Connelly, L Sun, DG McLeod,
JW Moul, M Vahey, IA Sesterhenn, S Srivastava : Definition of gene expression alterations associated with
androgen independent prostate cancer cells and evaluation of MCM2 gene in prostate cancer
carcinogenesis. AUA 98th Annual Meeting, Chicago IL, 2003 April-May.

Segawa, T, O Ogawa, AS Merseburger, ME Nau, LL Xu, DY Young, RR Connelly, L Sun, DG McLeod,
JW Moul, M Vahey, IA Sesterhenn, S Srivastava : Definition of gene expression alterations associated with
androgen independent prostate cancer cells and evaluation of MCM2 gene in prostate cancer
carcinogenesis. , http://www.cpdr.org/abstracts.html, 2003.

Shaheduzzaman, S, D Ko, M Nau, M Vahey, IA Sesterhenn, JW Moul, JS Rhim, S Srivastava : Evaluation
of Prostate Cancer Associated Gene Expression Patterns in High Risk Prostate Cancer Patients. AUA 98th
Annual Meeting, Chicago IL, 2003 April-May.

Shaheduzzaman, S, V Srikantan, G Petrovics, B Furusato, ME Nau, W Zhang, L Xu, L Sun, IA Sesterhenn,
M Vahey, DG McLeod, JW Moul, S Srivastava : Gene Expression Signatures in Benign and Malignant
Epithelial Cells of Prostate Cancer Patients with Aggressive and Non-aggressive Disease. CaP CURE 10th
Annual Scientific Retreat, JW Marriott, Washington DC, 2003 September.

Shaheduzzaman, S, V Srikantan, G Petrovics, B Furusato, ME Nau, W Zhang, L Xu, L Sun, IA Sesterhenn,
M Vahey, DG McLeod, JW Moul, S Srivastava : Gene Expression Signatures in Benign and Malignant
Epithelial Cells of Prostate Cancer Patients with Aggressive and Non-aggressive Disease. ,
http://www.cpdr.org/abstracts.html, 2003 September.

Siegel, T, JW Moul, M Spevak, WG Alvord, RA Costabile : The development of erectile dysfunction in
men treated for prostate cancer. , http://www.cpdr.org/abstracts.html, 2002 October.

Smith, AY, M Mirza, K Cahill, JW Moul, L Sun : Outcome Model of Prostate Cancer Progression
Following Radical Prostatectomy. , http://www.cpdr.org/abstracts.html, 2003 June.

Smith, AY, M Mirza, K Cahill, JW Moul, L Sun : Outcome Model of Prostate Cancer Progression
Following Radical Prostatectomy. AUA 98th Annual Meeting, Chicago IL, 2003 April-May.

Srikantan, V, L Xu, G Peoples, JW Moul, W Zhang, IA Sesterhenn, M Valladares, E Appella, S Srivastava
: Evaluation of prostate specific G-protein coupled receptor, PSGS, as a candidate for prostate cancer
vaccine. , http://www.cpdr.org/abstracts.html, 2003 January.

Srikantan, V, M Valladares, JS Rhim, JW Moul, S Srivastava : HEPSIN inhibits cell growth/invasion in
prostate cancer cells. , http://www.cpdr.org/abstracts.html, 2003 January.
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Srikantan, V, M Valladares, JS Rhim, JW Moul, S Srivastava : HEPSIN Inhibits Cell Growth/Invasion in
Prostate Cancer Cells. Cancer Res, 62(23):6812-6816, 2002 December.

Srikantan, V, M Valladares, S Shaheduzzamen, M Vahey, JS Rhim, JW Moul, S Srivastava : Hepsin - A
Frequent Gene Expression Alteration in Prostate Cancer Inhibits Cell Growth/Invasion in Prostate Cancer
Cells. , http://www.cpdr.org/abstracts.html, 2003 June.

Srikantan, V, M Valladares, S Shaheduzzamen, M Vahey, JS Rhim, JW Moul, S Srivastava : Hepsin - A
Frequent Gene Expression Alteration in Prostate Cancer Inhibits Cell Growth/Invasion in Prostate Cancer
Cells. AUA 98th Annual Meeting, Chicago IL, 2003 April-May.

Srivastava, S, T Segawa, ME Nau, LL Xu, RN Chilukuri, M Makarem, W Zhang, G Petrovics, 1A
Sesterhenn, M Vahey, DG McLeod, JW Moul : Gene expression profiling of androgen regulated genes
(Args) in prostate cancer cells define endoplasmic reticulum stress response pathway as a novel component
of androgen signaling. , http://www.cpdr.org/abstracts.html, 2003 January.

Sterenchock, TD, Z Zou, L Ma, M Makarem, G Petrovics, S Srivastava, J W Moul : Mutations in the
Kruppel-like zinc finger protein (KLF6) are rare in prostate cancer. AUA 98th Annual Meeting, Chicago
IL, 2003 April-May.

Sterenchock, TD, Z Zou, L Ma, M Makarem, G Petrovics, S Srivastava, JW Moul : Mutations in the
Kruppel-like Zinc Finger Protein (KLF6) are Rare in Prostate Cancer. , http://www.cpdr.org/abstracts.html,
2003 September.

Sun, C, C Nageswararao, Y Shi, T Segawa, C Gao, JW Moul, LL Xu, S Srivastava : Comparison of wild-
type AR and mutant AR (T877A) reveals enhanced cell growth properties of mutant AR (T877A). 50th
Annual James C. Kimbrough Urological Seminar, Crystal Gateway Marriott, Arlington VA, 2002
December.

Sun, C, C Nageswararao, Y Shi, T Segawa, C Gao, JW Moul, LL Xu, S Srivastava : Comparison of Wild-
Type AR and Mutant AR (T877A) Reveals Enhanced Cell Growth Properties of Mutant AR (T877A). ,
http://www.cpdr.org/abstracts.html, 2003 September.

Sun, L, D McLeod, C Amling, R Lance, L Kusuda, J Moul : Epidemiology of prostate cancer - Its treatment
and outcome - Introduction of the Department of Defense Center for Prostate Cancer Disease Research
(DOD-CPDR) Multicenter Prostate Cancer Database With 402-099 Records on 16,507 men. ,
http://www.cpdr.org/abstracts.html, 2002 December.

Sun, L, D McLeod, C Amling, R Lance, L Kusuda, J Moul : Epidemiology of prostate cancer - Its treatment
and outcome - Introduction of the Department of Defense Center for Prostate Cancer Disease Research
(DOD-CPDR) Multicenter Prostate Cancer Database With 402-099 Records on 16,507 men. European
Association of Urology Annual Meeting, 2003 March.

Sun, L, DG McLeod, C Amling, R Lance, L Kusuda, T Donohue, J Foley, N Hui, W Sexton, D Soderdahl,
H Wu, JW Moul : Who likely receives hormonal therapy (HT) after PSA-only recurrence following radical
prostatectomy? A retrospective analysis on 3,790 cases from DOD CPDR National Database. ,
http://www.cpdr.org/abstracts.html, 2003 January.

Sun, L, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda, A Chung, D
Soderdahl, T Donahue, M Xao, J Chang : Natural History of Prostate Cancer in 3605 CPDR Patients
Receiving Radical Prostatectomy and Factors Affecting Post-Treatment Clinical Metastasis in PSA Era.
AUA 98th Annual Meeting, Chicago IL, 2003 April-May.

Sun, L, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda, A Chung, D
Soderdahl, T Donahue, M Xao, J Chang : Natural History of Prostate Cancer in 3605 CPDR Patients
Receiving Radical Prostatectomy and Factors Affecting Post-Treatment Clinical Metastasis in PSA Era. ,
http://www.cpdr.org/abstracts.html, 2003 June.
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Sun, L, Y Chen, JW Moul, DG McLeod, J Wu, C Amling, C Powell, T Donahue, R Douglas, S Jackman, L  Abstract
Kusuda, W Sexton, K O'Reilly, J Hernandez, A Chung, K Smith : Pretreatment and Post-Operative

Prognostic Factors Predicting PSA Failure in Intermediate-Risk Prostate Cancer Patients. CaP CURE 10th

Annual Scientific Retreat, JW Marriott, Washington DC, 2003 September.

Sun, M, L Ma, J Li, V Srikantan, W Zhang, G Petrovics, M Makarem, | Sesterhenn, J Moul, S Abstract
Chandrasekharpappa, S Srivastava, Z Zou : Prostate cancer genome-hot spot derived candidate tumor

suppressor gene - 6gTSG1. 50th Annual James C. Kimbrough Urological Seminar, Crystal Gateway

Marriott, Arlington VA, 2002 December.

Sun, M, L Ma, L Xu, J Li, W Zhang, G Petrovics, M Makarem, | Sesterhenn, M Zhang, G Petrovics, M Publication
Makarem, | Sesterhenn, M Zhang, EJ Blanchette-Mackie, J Moul, S Srivastava, Z Zou : A novel gene

DERPC located on 16Q22.1 inhibits prostate tumor cell growth and its expression is decreased in prostate

and renal tumors. Mol Med, 8(10):655-663, 2002 October.

Sun, M, L Ma, L Xu, V Srikantan, W Zhang, B Petrovics, M Makrem, | Sesterhenn, J Moul, S Srivastava, Z Abstract
Zou : A novel gene DERPC located on 16Q22.1 inhibits prostate tumor cell growth and its expression is
decreased in prostate and renal tumors. AUA 98th Annual Meeting, Chicago IL, 2003 April-May.

Tarman, GJ, CJ Kane, JW Moul, JB Thrasher, J Foley, D Wilhite, RH Riffenburgh, CL Amling : The Abstract
Impact of Socioeconomic Status on Clinical Parameters of Radical Prostatectomy patients in an Equal
Access Health Care System. , http://www.cpdr.org/abstracts.html, 2003 January.

Tarman, GJ, CJ Kane, JW Moul, JB Thrasher, J Foley, D Wilhite, RH Riffenburgh, CL Amling : The Abstract
impact of socioeconomic status on clinical parameters of radical prostatectomy patients in an equal access
health care system. , http://www.cpdr.org/abstracts.html, 2003 January.

Taylor, JA, KJ Gancarczyk, GV Fant, DG McLeod : Increasing the number of core samples taken at Publication
prostate needle biopsy enhances the detection of clinically significant prostate cancer. Urology, 60(5):841-
845, 2002 November.

Vanasupa, BP, EL Paquette, H Wu, L Sun, DG McLeod, JW Moul : The Role of Radical Prostatectomy in  Abstract
Patients with Pretreatment Prostate-Specific Antigen >= 40ng/mL. , http://www.cpdr.org/abstracts.html,
2003 August.

Wu, H, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, L Kusuda : Factors Predictive of Abstract
Secondary Treatment in Patients Initially Managed with Watchful Waiting for Clinically Localized Prostate
Cancer. , http://www.cpdr.org/abstracts.html, 2003 August.

Wu, H, L Sun, JW Moul, J Wu, DG McLeod, C Amling, R Lance, L Kusuda, T Donahue, J Foley, A Abstract
Chung, W Sexton, D Soderdahl : Watchful Waiting and Predicting Factors for Secondary Treatment in
Prostate Cancer. , http://www.cpdr.org/abstracts.html, 2003 August.

Wu, H, S Leon, DG McLeod, C Amling, JW Moul : An analysis of watchful waiting for prostate cancer and  Abstract
factors to predict secondary treatment. , http://www.cpdr.org/abstracts.html, 2002 December.

Wu, H, S Leon, DG McLeod, C Amling, JW Moul : An analysis of watchful waiting for prostate cancer and  Abstract
factors to predict secondary treatment. European Association of Urology Annual Meeting, 2003 March.

Wu, J, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda, A Chung, Abstract
D Soderdahl, T Donahue, L Banez : An Algorithm with Preoperative Variable to Predict PSA Recurrence

in Prostate Cancer Patients Receiving Radical Prostatectomy. , http://www.cpdr.org/abstracts.html, 2003

June.
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Wu, J, L Sun, JW Moul, H Wu, DG McLeod, C Amling, R Lance, J Foley, W Sexton, L Kusuda, A Chung,
D Soderdahl, T Donahue, L Banez : An Algorithm with Preoperative Variable to Predict PSA Recurrence
in Prostate Cancer Patients Receiving Radical Prostatectomy. AUA 98th Annual Meeting, Chicago IL,
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Report Date: 15 October 2002 Work Unit # 1053

DETAIL SUMMARY SHEET

TITLE: Adrenal Suppression Following Short-Term Use of Corticosteroids: Results of a Prospective Study
KEYWORDS: Corticosteroids, adrenal suppression, low-dose ACTH stimulation test

PRINCIPAL INVESTIGATOR: O’Malley, Patrick MAJ MC
ASSOCIATES: Torrens, Javier MAJ MC; Sachar, David CPT MC

DEPARTMENT: Medicine STATUS: O
SERVICE: General Medicine INITIAL APPROVAL DATE: 5 November 1997

STUDY OBJECTIVE
To determine the presence and duration of measurable adrenal suppression following short-term, high dose
prednisone therapy.

TECHNICAL APPROACH

Prospective study of a convenience sample of patients being treated with short-term, high dose
corticosteroid therapy. Participants will be tested for adrenal suppression using a low-dose ACTH
stimulation test, at 1 week, and 4 weeks after completion of therapy.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

30 patients (mean age: 56.3 years; range 21-85 yrs; 76% female) were enrolled. 56% were prescribed oral
steroids for respiratory disease. One week after completion of steroid therapy, 92% of participants had
competent adrenal responses, while 96% were adrenally competent at four weeks. The single patient with
an inadequate response at 4 weeks had an adequate response at 1 week.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 30.

CONCLUSIONS
Adrenal suppression after short course pulse steroids is probably short-lived and clinically insignificant
beyond a few weeks.



Report Date: 5 November 2002 Work Unit # 1060-99

DETAIL SUMMARY SHEET

TITLE: Diagnostic Accuracy of Pleural Fluid Cholesterol and Lactate Dehydrogenase in Identifying
Exudates vs. Transudates

KEYWORDS: pleural effusions, pleural cholesterol, pleural lactate dehydrogenase, exudates, transudates

PRINCIPAL INVESTIGATOR: CPT Jasmine T. Daniels MC
ASSOCIATES: Colin Daniels MD, William Kelly MD, Audrey Chang PhD, David Van Echo MD, Lisa
Moores MD

DEPARTMENT: Medicine STATUS: O
SERVICE: General Medicine INITIAL APPROVAL DATE: 12 January 1999

STUDY OBJECTIVE

To validate the results of Costa et al and evaluate the accuracy of Light’s criteria in our population of
patients. To determine if measurement of pleural fluid cholesterol in combination (paired or triple) with
other pleural fluid measurement (LDH and protein) will provide similar or better sensitivity and/or
specificity than Light’s criteria (which uses serum and pleural fluid measurements) in differentiating
exudative and transudative pleural effusions.

TECHNICAL APPROACH
No new modifications. Follow-up at six months after diagnosis.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 2 and the total enrolled to date
at WRAMC is 153. The last data analysis was performed after 100 patients were enrolled, and there is one
pending at this time. There have been no adverse events related to this protocol.

CONCLUSIONS

The initial data analysis suggests that the diagnostic accuracy of pleural fluid measures of LDH and
cholesterol alone are approaching that of Light’s criteria, and may ultimately be used in differentiating
exudates and transudates. However, ongoing data collection continues.



Report Date: 21 April 2003 Work Unit # 1194-98

DETAIL SUMMARY SHEET

TITLE: Improving Rates of Acute Renal Allograft Rejection with a Regimen of Cyclosporin,
Mycophenolate Mofetial and Prednisone

KEYWORDS: kidney transplantation, allograft rejection, allograft failure, cyclosporin, mycophenolate
mofetil

PRINCIPAL INVESTIGATOR: Oliver, James LTC MC
ASSOCIATES: Abbott, Kevin LTC MC; Yuan, Christina LTC, MC; Welch, Paul COL, MC; Swanson, S.
John LTC, MC; Reinmuth, Bruce

DEPARTMENT: Medicine STATUS: C
SERVICE: Nephrology INITIAL APPROVAL DATE: 29 May 1998

STUDY OBJECTIVE
To describe the rates of rejection, graft and patient survival achieved in the WRAMC Renal Organ
Transplant program as compared to national averages.

TECHNICAL APPROACH

A retrospective review of transplant data from the WRAMC Organ Transplant database, from inpatient and
outpatient charts being conducted in parallel with querying of the United States Renal Database System
(USRDS). Rejection rates as a function of patient characteristics and of immunosuppressive regimen are
being compared.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 132. The data has been mined and analyzed and five abstracts have been presented to the
American Society of Nephrology and the National Medical Association annual meetings in 1999 and 2000.

CONCLUSIONS

Transplant outcomes at WRAMC from 1992-1997 were improved from national data over the same time
period. Racial differences between outcomes seen nationally were not seen at WRAMC. Introduction of
mycophenolate mofetil and tacrolimus nationally appears to be resulting in some initial trends in improving
outcomes.



Report Date: 13 December 2002 Work Unit # 1197-99

DETAIL SUMMARY SHEET

TITLE: The Impact of Therapeutic Plasma Exchange on the Medications Used in Transplantation

KEYWORDS: Plasmapheresis; Immunosuppression; Pharmacokinetics
PRINCIPAL INVESTIGATOR: Yuan, ChristinaM LTC MC

ASSOCIATES: Viola, Rebecca MPh

DEPARTMENT: Medicine STATUS: O
SERVICE: Nephrology INITIAL APPROVAL DATE: 19 January 1999

STUDY OBJECTIVE

Prospective, descriptive study to document the clearance of various immunosuppressive drugs used in renal
transplantation by plasmapheresis (TPE). Clearance of one of the following drugs will be assessed using
pheresed plasma levels and plasma volume and patient plasma levels: daclizumab; mycophenolate mofetil;
ganciclovir; cyclophosphamide; OKT3, and cytomegalovirus hyperimmune globulin.

TECHNICAL APPROACH

Patients > 18 years old undergoing plasmapheresis for various medical indications, and receiving any of the
above medications will be asked to participate. Drug levels will be drawn peripherally prior to TPE,
immediately post TPE, and at 2 and 4 hours post TPE. Levels will also be determined in the plasma
effluent, and the volume of the effluent will be used to determine total clearance of drug. Levels will be
determined at various laboratories. All data regarding clearance will be provided to the patient’s physician,
so that drug dosing and re-dosing may be done in accordance with the clearance data. Five patients will be
entered, as opportunity presents itself. The diseases for which TPE is performed are rare, and the use of
these drugs concurrently is also rare.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 0. No patients have been entered into the study in the past year. None have presented that
met the inclusion criteria. The requirement for post-transplant plasmapheresis is a very rare occurrence in
our small program - due to low incidence of post-transplant FSGS. We would like to keep the study open
for five years pending the next case. (Closure of the study would be at the 2004 APR.)

CONCLUSIONS:
None as yet.




Report Date: 13 December 2002 Work Unit # 1198-99

DETAIL SUMMARY SHEET

TITLE: Na+, K+-ATPase Inhibitor in the Mechanism of Hypertension in Diabetes Mellitus

KEYWORDS: diabetes; sodium pump inhibitor, ouabain
PRINCIPAL INVESTIGATOR: Yuan, Christina LTC MC

ASSOCIATES: Victor Bernet, MAJ, MC; Kevin Abbott, LTC, MC
DEPARTMENT: Medicine STATUS: O
SERVICE: Nephrology INITIAL APPROVAL DATE: 19 January 1999

STUDY OBJECTIVE
To determine whether the presence of elevated levels of ouabain-like factor (OLF) is associated with diabetic
nephropathy in Type | and Type Il diabetics vs. diabetic patients without nephropathy.

TECHNICAL APPROACH (Describe the methodology and note any modifications.)

Patients seen in the endocrine and nephrology clinics, with type | or type Il diabetes, with or without nephropathy
(as defined by presence of fixed proteinuria/albuminuria and hypertension) will be invited to participate in the
study. A one time 10 cc sample of plasma and RBCs will be collected from a peripheral vein for determination of
OLF levels. Levels will be measured in a blinded fashion. BP, weight, urine protein, serum creatinine, and
glycosylated hemoglobin will also be determined. Patients must be > 18 years or < 75 years of age, not pregnant,
not s/p kidney transplant, and with a serum creatinine of 1.5 mg% or less to be in the study.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 3 and the total enrolled to date at
WRAMC is 29. There have been no adverse events. There have been three quality control samples submitted. All
clinical data has been collected. Measurement of sodium pump inhibitor has been completed in all 29 subjects.
Vascular smooth muscle membrane potentials are in progress. Because of the death of one of the investigators at
USUHS, and the serious illness of the Pl at USUHS, accrual to the study was stopped in 8/2002, and is now
permanently closed to accrual. Data analysis and vascular smooth muscle membrane potentials are in progress. This
should be complete within several months, and any publication should be underway.

CONCLUSIONS:

Of the 26 Type 2 diabetic subjects entered into the study, 16 had clinical nephropathy (PosNeph); 10 were without
nephropathy (NegNeph) and had no microalbuminuria. Serum creatinine and glucose were the same between the
two groups. MAP was not significantly different between the two groups (103 + 2 vs. 97 £ 2 mmHg, P = 0.119),
nor was hemoglobin A1C (7.6 + 0.4 vs.7.0 £ 0.4, P = .0.318). 15/16 in the PosNeph group received an
angiotensin converting enzyme inhibitor or receptor blocker vs. 6/10 in the NegNeph group. Plasma OLF inhibitor
activity in PosNeph subjects was not significantly greater from that observed in NegNeph subjects (34.7 + 4.2%
vs. 30.2 £ 4.2% NKA inhibition, P = 0.48). Similarly, the activity of the Na+, K+-ATPase in the RBC
membranes of PosNeph subjects was not significantly different from that of NegNeph subjects (0.307 + 0.04 vs.
0.272 £ 0.01 umol Pi/mg membrane protein/hr, P = 0.45). OLF inhibitor activity did not correlate with MAP,
hemoglobin A1C, serum glucose, degree of proteinuria, or creatinine. In conclusion, in treated Type 2 diabetics,
there were no significant differences in OLF inhibitor activity between subjects with clinical nephropathy and
those without.




Report Date: 06 December 2002 Work Unit # 1199-99

DETAIL SUMMARY SHEET

TITLE: Patterns of Protein Size- and Charge-Selectivity in Clinical Kidney Disease

KEYWORDS: glomerulonephritis, proteinuria, permselectivity
PRINCIPAL INVESTIGATOR: LTC James D. Oliver MC

ASSOCIATES: Christina Yuan LTC MC; Paul Welch LTC MC; Sharda Sabnis MD; Maged Abdel-Rahim
MS

DEPARTMENT: Medicine STATUS: O
SERVICE: Nephrology INITIAL APPROVAL DATE: 04 March 1999

STUDY OBJECTIVE
To determine the fractional excretion of specific proteins in renal disease and controls, and to examine
whether the patterns of proteinuria correlate with histological characteristics demonstrated on renal biopsy.

TECHNICAL APPROACH

Patients seen in the nephrology clinic with kidney disease who are being referred for renal biopsy will have
blood and urine samples drawn to measure the fractional excretions of various proteins: -2 microglobulin,
retinal binding protein, transferring, pancreatic and total amylase, 1gG and 1gG4, and albumin polymers.
These will be compared to values obtained from a matched set of health control volunteers. From the
biopsy specimens, the essential diagnostic category and grading of the severity of disease will be
determined in a blinded fashion. The fractional excretions will be correlated to the histological changes.
Patients must be over 18 years of age and not s/p kidney transplant to be eligible.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

To date we have obtained assays for retinol binding protein, , microglobulin, and IgG. These assays have
been calibrated and their sensitivities verified. We have identified commercial assays available for
albumin, transferrin, and pancreatic amylase and will be obtaining them and performing the necessary
calibration experiments on them in the upcoming months. We have assembled supplies for developing our
own ELISA assays for amylase and are currently working to complete this. We anticipate patient
enrollment beginning Spring 2003.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 0.

CONCLUSIONS
None to date.



Report Date: 1 October 2002 Work Unit # 1215

DETAIL SUMMARY SHEET

TITLE: The Utility of Electron Beam Computed Tomography (EBCT) as a Screening Test for Coronary
Artery Disease and as an Intervention for Risk Factor Modification Among Over 40 Active Duty Personnel

KEYWORDS: Coronary artery disease, risk factors, prognosis, computed tomography

PRINCIPAL INVESTIGATOR: Taylor, Allen LTC MC
ASSOCIATES: O’Malley, Patrick MAJ MC; Jones David LTC MC; Vernalis, Marina COL MC;
Feuerstein, I; Brazaitis, M COL MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Cardiology INITIAL APPROVAL DATE: 25 November 1997

STUDY OBJECTIVE
To evaluate the prevalence, relationship to coronary risk factors, management impact and prognosis of
coronary calcium detected using electron beam computed tomography in active duty Army personnel.

TECHNICAL APPROACH

A. 2000 consecutive, over age 40 active duty Army personnel from the National Capital Area will be
screened for conventional coronary risk factors and electron beam computed tomography. This cohort will
be followed annually for the occurrence of cardiovascular events.

B. 450 of the participants will be enrolled in a randomized controlled trial (2x2 factorial design) comparing
immediate vs. deferred EBCT results and standard care vs. case management risk factor modification.

PRIOR AND CURRENT PROGRESS

Recent literature continues to support the continuation of the current study protocol. The primary aim of
this study, to compare EBCT and the Framingham index for their prognostic utility in coronary heart
disease, remains unanswered within the current literature. As of 5 September 2002, 1840 participants have
been enrolled in the cohort study (277 since last APR). The randomized trial cohort follow-up was
completed in March 2002. The final goal of the study is to enroll 2000 participants. A total of ten adverse
events have been reported. None were directly related to participation in the study. The contract to SAR
Inc. was renewed through MRMC as of August 2001 and is continuing. Funding is still through a CDMRP
grant and a parallel MRMC human subject review process is proceeding. Per DCI and the OHRP report,
we no longer collect any demographic data on individuals who decline participation in the project. The
following amendments to the protocol have been completed in the last year:

1. A serologic study of banked specimens to evaluate HDL kinetics.

2. Arequest to use the ICDB to find eligible participants for direct mail advertisement.

CONCLUSIONS:
Enrollment in the cohort study is nearing completion. Analysis of the randomized trial is actively underway.
Continued subgroup analyses on questions of interest within the approved data set are continuing.



Report Date: 25 April 2003 Work Unit # 1218-98

DETAIL SUMMARY SHEET

TITLE: Assessment of Clinical Outcome Using Prothrombin Time Patient Self Testing (PST) to Monitor Long Term
Anticoagulation Therapy

PRINCIPAL INVESTIGATOR: Calagan, Jennifer L. LTC MC
ASSOCIATES: Thomas, Susan CRNP, John, Cheryl RN; Vernalis, Marina COL MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Cardiology INITIAL APPROVAL DATE: 16 June 1998

STUDY OBJECTIVE

To assess the use of Patient Self-Testing (PST) to monitor the effect of Coumadin® therapy for effectiveness, safety and
convenience/compliance. To assess the use of HealthBuddy® telephone/internet communication device to monitor
further complications, status and Coumadin® use in WRAMC Coumadin® Clinic patients. Additionally, to compare the
use of PST and HealthBuddy® to standard/traditional in-hospital monitoring of effects of Coumadin® therapy.

TECHNICAL APPROACH

PST has been conducted using the ProTime® Microcoagulation System (ITC, Edison, NJ). An initial group of patients
was advised of the protocol, trained in the use of the system, and then randomized to either standard monitoring or the
PST arm. The member of the second group was further trained on the use of the system, given supplies and tracking
forms, and issued a home unit. Patients in the first/control group will remain under the standard clinic protocol for
monitoring of PT/INR, but will be also trained in and given report and tracking forms. The outcomes studied will be
percentage of time within therapeutic range, precision in dose adjustment, patient compliance, complications and patient
satisfaction. After this study was started, funding and the technology to monitor patient health status, Coumadin® use,
potential complications and other relevant changes to medical regimen became available in the form of the
HealthBuddy®, a device which allows two-way non-simultaneous exchange of information between Coumadin® Clinic
and the patient at home. The device plugs into an existing phone line and is programmed to communicate via the
Internet with a server that can post the responses to a secure, pass-worded web site. This should allow patients and
Coumadin® Clinic to exchanges questions and information without a patient visit on-site or a series of phone calls. This
device has been used with other medical conditions (e.g. diabetes) but never tested for use in a high volume clinic with
military population on fairly high-risk therapy. The need for prompt detection of aberrancies in INR, patient’s medical
condition, or new or deleted medications suggest that such a device might improve efficacy of therapy while reducing
potential for complications or earlier detection of complications. The protocol was amended to include four arms: the
original two (control and PST), a HealthBuddy® arm, and an arm with both devices. It also included subgroups of
“new” patients in the study groups. An additional control group 1A, which consisted of enrolled patients who could not
or did not want to use the ProTime® or Health Buddy® devices, was generated. Enrollment was halted after February
2002, and patients continued to be followed with data collection for one year each.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at WRAMC is
155. Amendments/Modifications: None further.

Adverse Events in study patients cumulative: Major: (not felt to be related to study, expected in this population, not
counseled in Consent form). Death (4).

CONCLUSIONS

Study stopped new enrollment 28 February 2002 based on time needed to complete follow-up and budget remaining.
Target enrollment was not met. Patients were each followed for one year with follow-up of the last enrolled patient
completed in February 2003. Study patients continue to be followed by the WRAMC Anticoagulation Management
Service (Coumadin Clinic). Data available on patient acceptance of the two technologies was assessed in May of 2002
with preliminary data presented at the 2002 Annual Meeting of the American Telemedicine Association.. This data
indicates that inability to use ProTime® device to standard and dissatisfaction with either the ProTime® or the



Work Unit # 1218-98 [Continued]

Health Buddy® caused withdrawals or change of arm to control group treatment. Dissatisfaction with not being
assigned to a ProTime® group also caused withdrawals. Some withdrawals were due to discontinuation of Coumadin®
therapy by PCP or specialist.

Adverse events accumulated at approximately the same rate as the prior year, occurred in different study groups, and do
not appear to be related to the study methods. The majority of events were likely complications of underlying
conditions, and others were at least associated with the use of an anticoagulant (bleeding complications). Adverse
outcomes in study patients were consistent with those expected in a similar population based on natural history data.
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DETAIL SUMMARY SHEET

TITLE: Non-Invasive Coronary Artery Disease Reversal
KEYWORDS: Heart Disease Reversal; Lifestyle Modification; Coronary Artery Disease

PRINCIPAL INVESTIGATOR: Vernalis, Marina COL MC
ASSOCIATES: Ocuin, Esther LTC MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Cardiology INITIAL APPROVAL DATE: 21 September 1999

STUDY OBJECTIVE

The overall purpose of this study is to determine if comprehensive lifestyle changes (low-fat vegan diet
supplemented with soy and antioxidants, moderate aerobic exercise, stress management, and group support) can
slow, stop or reverse the progress of coronary artery disease. Specific objectives are as follows:

1. To investigate the efficacy of intensive lifestyle modification in improving the clinical status of patients with
moderate to severe coronary artery disease (CAD) measured by a 50% reduction in angina frequency. Secondary
endpoints to this objective will measure New York Heart Association (NYHA) class and exercise time.

2. To investigate the effect of intensive lifestyle modification on levels of CAD associated "markers" (such as lipids,
homocysteine, C-reactive protein and fibrinogen) via development and analysis of study data banks.

3. To investigate the effect of intensive lifestyle modification on measurements of established CAD (such as
exercise tolerance, NYHA functional class, angina, blood pressure and weight).

4. To determine if a disciplined military active duty and retired patient population can achieve and adhere to the
goals of this lifestyle change program in a non-residential, outpatient setting. This will be determined using patient
questionnaires addressing degrees of observance of the program's components.

5. To determine the potential effects of the program on DoD healthcare expenditures for CAD treatment.

6. To establish a sera bank for possible future research of markers as yet unidentified.

TECHNICAL APPROACH

A. Study Design - This ongoing study is designed as a prospective, non-randomized, single-arm (treatment),
observational trial, in which each individual serves as his/her own control, comparing outcomes to baseline data.
The Non-Invasive Coronary Artery Disease Reversal protocol received final approval by the WRAMC DCI on 21
September 1999. Required revisions were received on 28 January 2000.

B. Study Addenda — There have been no study addenda since the last review.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 33 and the total enrolled to date at
WRAMC is 169. Fifty-four have completed the one-year program and 59 are actively participating in the
maintenance program. Thirty-four participants (20% dropout rate) have either voluntarily withdrawn or have been
medically withdrawn from this study (see table).

Reason for Withdrawal Count
Death 1
Lack of Commitment to Program 23
Deployment/Separation from Active Duty/Reassignment 5
Chronic medical condition deterioration 4
Seek other treatment options 1
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Participants span the age spectrum of 31 to 81 years old with a mean age of 59.7 years (SD=9.9), 31% are female,
and 22% are from minority groups. Sixty-six percent have documented coronary artery disease (CAD). Of those
with CAD, 82% have had at least one revascularization procedure (bypass surgery or angioplasty). Additionally,
63% of the participants suffer from hypertension, 17% with diabetes and 73% are taking cholesterol-lowering
medications. Of the enrolled participants, 32 are active duty, 99 are from the retired ranks, 37 are eligible family
members and one is a Secretary of Defense designee.

Adverse events related to subjects

There has been one serious adverse event in the course of this study. Participant died as a result of a massive right
hemisphere hemorrhagic CVA. The table below summarizes the adverse events as either cardiac or non-cardiac. All
adverse events (Death, ER visits, hospitalizations, etc) have been submitted to WRAMC Department of Clinical
Investigations (DCI) for review. Changes have been made to the consent form as a result of several adverse events.
These changes have been discussed in previous annual reports.

Adverse Event Summary

Number of Episodes

Death 1
Cardiac related hospitalizations/ER visits/Cardiac Catheterizations with or
without interventions ol
Non-cardiac related hospitalization/ER visits 62
CONCLUSIONS
A. Preliminary Baseline vs. 12 Weeks Clinical Data (Paired t-tests)
Changes in Exercise Capacity
N Baseline 12 Weeks % Change P-value
Minutes 121 8:55 10:05 +13.1% .0005
METS 121 9.3 10.8 +16.1% .0005
Changes in Risk Factors
N Baseline 12 Weeks % Change P-value
Weight 132 199.8 186.6 -6.6% .0005
Body Fat 130 28.4 26.0 -8.5% .0005
Systolic BP 132 129.7 123.2 -5% .0005
Diastolic BP 132 74.0 71.1 -3.9% .0005
Total Cholesterol 132 178.7 155.5 -13% .0005
HDL 132 49.7 41.9 -15.7% .0005
LDL 132 103.7 87.3 -15.8% .0005
Triglycerides 132 158.8 173.8 +9.4% NS
C-reactive protein 132 0.346 0.292 -15.6% NS
Lipoprotein-a 132 39.3 41.4 +5.3 NS
Homocysteine 132 9.6 9.1 -5.2% .025
Fibrinogen 132 387.8 398.3 +2.7% NS
Changes in SF 36 Survey Composite Scores

N Baseline 12 Weeks % Change P-value
Physical Composite Score 130 44.95 46.98 +4.5% .002
Mental Composite Score 130 53.07 54.81 +3.3% .035
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Changes in Mental Health Survey Scores

N Baseline 12 Weeks % Change P-value
Perceived Stress Scale 129 11.34 9.23 -18.6% .0005
Center for Epidemiological 129 7.59 6.62 -12.8% NS
Studies Depression Scale
Cook Medley Hostility Scale 129 7.16 6.62 -7.5% NS
B. Preliminary Baseline vs. One Year Clinical Data (Paired t-tests)

Changes in Exercise Capacity

N Baseline 1 Year % Change P-value
Minutes 82 8:58 10:11 +13.6% .0005
METS 82 9.2 10.7 +16.3% .0005

Changes in Risk Factors

N Baseline 1 Year % Change P-value
Weight 90 191.7 183 -4.5% .0005
Body Fat 87 28.1 25.6 -8.9% .0005
Systolic BP 91 132.0 124.4 -5.8% .0005
Diastolic BP 91 74.4 70.5 -5.2% .001
Total Cholesterol 91 182.8 179.0 -2.1% NS
HDL 91 50.1 47.3 -5.6% .001
LDL 91 107.6 99.9 -1.2% .001
Triglycerides 91 175.0 187.3 +7% NS
C-reactive protein 91 317 .263 -17% NS
Lipoprotein-a 91 39.6 39.8 +1% NS
Homocysteine 91 10.0 8.7 -13% .0005
Fibrinogen 91 389.9 372.6 -4.4% .001

Changes in SF 36 Survey Composite Scores
N Baseline 1 Year % Change P-value
Physical Composite Score 89 44.37 47.56 +7.2% .001
Mental Composite Score 89 53.88 55.23 +2.5% NS
Changes in Mental Health Survey Scores
N Baseline 1 Year % Change P-value

Perceived Stress Scale 87 10.56 8.13 -23% .001
Center for Epidemiological 89 7.22 5.52 -23.5% .016
Studies Depression Scale
Cook Medley Hostility Scale 89 6.85 5.76 -15.9% .006
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Program Adherence (Cohorts 1-6)*

Phase 1 | Phase2 | Phase 3 | Overall
Diet (%) 92.3 92.0 90.2 91.7
Aerobic Exercise (%)** 60.9 56.4 47.9 57.2
Days/Wk 2.8 2.6 2.2 2.6
Min/Wk 109.7 101.5 86.2 102.9
Nonaerobic Exercise - - - -
Days/Wk 2.6 2.3 2.3 2.3
Min/Wk 110.4 114.0 135.5 113.2
Stress Management (%) 75.1 73.8 66.0 71.1
Days/Wk 5.6 5.5 5.0 5.3
Min/Wk 297.6 288.2 253.4 277.7

*Data from patients completing > 70% of required personal adherence logs.
**Data from Cohort 1-5.
Dietary analysis based on adherence to required food patterns/frequencies.

Both aerobic (exercise in target heart rate) and non-aerobic exercise has been measured. Participants exercise for an
average of 3.6 hours per week during. Treadmill exercise testing data is available on 121 participants who have
completed the program. Preliminary results show that over 50% of the total exercise time is attributable to non-
aerobic exercise. Despite the latter, a significant improvement in treadmill exercise time since enroliment and
suggests the duration and not necessarily the type of activity plays a role in the sustainment of the improved
function. This is coupled with a significant overall improvement in cardiovascular fitness as defined by METS
(metabolic equivalent). After 3 months, patients increased their fitness level by 1.5 METS. Twelve-month
preliminary data shows sustainment of both exercise time and workload at a significant level. There is evidence-
based data that an increase of 1-MET in functional capacity may convey a 12% increase in survival.

Functional health improvement has also been validated in this population through the use of the Health Status
Survey (SF-36), which is a widely used tool for measuring health status and outcomes. As seen in the above table,
improvements have been seen in both the physical and mental components of this tool.

The overall mean compliance with the plant-based vegetarian dietary guidelines after 12 months of participation is
92 %. Participants have done remarkably well in integrating this ultra-low fat diet into their daily routine.
Reductions in weight and body fat have also been seen as a result of the diet. The average weight loss at 12 weeks is
13 pounds with almost 3% reduction in body fat and seems to hold steady at one year.

After 3 months, there is a reduction in lipid profiles in both patients on and off statin therapy. Triglycerides show a
9% increase at the same time point. The decrease in HDL and increase in triglycerides are similar to the findings of
Dr. Dean Ornish in both his initial Lifestyle Heart Trial as well as the Multicenter Lifestyle Demonstration Project.
Although the Lifestyle Heart Trial showed plaque regression, there appears to be competing effects of the program
on the HDL and triglycerides. The importance of the latter is not clear and needs further clarification possibly
through lipoprotein Kinetics. Lipid profiles show more modest improvements at one year.

Overall stress management adherence is highest during the first 12 weeks (75% or 45 minutes/day) and decreases to
40 minutes/day at 12 months. Despite difficulty integrating this component into their daily routines, reduction in
stress as measured by the Perceived Stress Scale (PSS) is significant at both 3 month and 12 month time periods. At
one year, there are also significant improvements in both the depression and hostility scales.

The preliminary short-term results from this study are impressive by way of physiologic and emotional measures.
These changes argue well for being able to demonstrate long-term success with respect to more definitive outcomes
such as adverse clinical CV events including hospitalization for an acute coronary syndrome or the need for future
coronary revascularization procedures. In addition, the effects of the core components on carotid intima media
thickness (CIMT), a validated measure of atherosclerosis burden, will shed important information on the regression
or stabilization of plaque. Results of the CIMTs from these subjects are not yet available.
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Preliminary analysis has been done on several subsets of subjects. In 99 patients (35 females; 68% with coronary
artery disease), baseline and 3-month scores on The Health Status Survey (SF-36), Perceived Stress Scale (PSS),
Cook-Medley Hostility Scale (CMHS) and The Center for Epidemiological Studies-Depression Scale (CES-D) were
compared by gender using the paired-sample t test statistic. Adherence for stress management (72%) and group
support (75%) did not differ between groups. Males showed significant improvement on the mental composite score
of the SF-36 (p=.049) and the PSS (p=.001). Improvements in both the CMHS and CES-D scores for males
approached significance. There was a trend toward improvement in females on all scales. After three months, the
psychosocial techniques practiced in this model seem to benefit men more than women. This data suggests a gender
difference response. Long-term observation is needed to confirm these results. It is possible that effective
psychosocial interventions are gender specific.

In 123 patients (mean age 60 yrs, 22 diabetics) significant changes in fasting glucose and lipid levels are shown.
Adherence to the diet was greater than 70% for all patients. After 3 months, total, LDL and HDL cholesterol were
significantly (p<0.008) reduced in both groups. Triglycerides were significantly increased only in diabetics
(p=0.031). Fasting glucose was reduced within the diabetic group showing a trend toward significance (p=0.065).
Compared to non-diabetic patients, diabetics showed a significantly (p=0.021) greater decrease in fasting glucose
from baseline to 3 months. All parameters of lipid metabolism were not significantly different in diabetics
compared to non-diabetics. Values in Table are means + Standard Deviation. While diabetics showed similar
responses in lipid metabolism when compared to non-diabetics, they also showed modest improvements in glucose
control. Contrary to current guidelines, diabetics may lower their cardiovascular risk with an ultra low-fat, high
carbohydrate diet.

Changes from 0 to 3 months

(mg/dL) Diabetics (n=22) Non-diabetics (n=101)
Fasting Glucose -16 +40 -3+9

Total Cholesterol -15+24 -22 +33

HDL -6+8 -8+ 14

LDL -11+18 -16 + 23

TG 30+61 12 + 101

In 123 patients (2/3 with CAD; mean age: 60 years) who reached the 3-month milestone, 88 were on statin therapy
with no significant change in dose. Overall program adherence was >70%. At 3 months, each group had significant
(p<.0005) decreases from baseline in total, LDL, and HDL cholesterol but there was no difference between groups.
Triglycerides were also not different between groups but increased significantly from baseline (p=0.026) in the on-
statin group. Values in Table: Mean + Standard Error. Other significant improvements (baseline-3 months, p<.0005)
in both groups included: Fitness in METS (Statin: 1.5 + 0.2; No Statin: 1.7 + 0.3), % Body Fat (Statin: -2.4 + 0.3;
No Statin: -2.8 + 0.7), Waist Circumference Inches (Statin: -1.4 + 0.2; No Statin; -1.7 + 1.4), BMI (Statin: -1.9 +
0.1; No Statin: -2.1 + 1.3). Patients on statin therapy achieve further benefit in lipids with intensive lifestyle change
and also demonstrate benefits in fitness and body composition that cannot be attained with statin therapy alone. For
optimal management of cardiovascular risk, even patients on statin therapy should be encouraged to pursue lifestyle
change.

Lipid Changes (0-3 months), mg/dL

Statin No Statin
Total Cholesterol -19+3 -27+5
LDL -15+2 -14+5
HDL -6+0.9 -11+4
TG 21 +11 1+14

In 157 (98 men, 49women) enrolled patients (mean age: 60yrs; % with CAD: 66), baseline CRP was significantly
higher in women than men: 1.7 (0.9,3.8) vs. 2.8 (1.3,6.0), p=0.015. One-year data is reported in 81 patients (55 men,
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28 women) who have completed the program. Adherence was > 70% in all program components. At one year, CRP
in men did not change, while women showed a significant CRP decrease:

CRP Changes Over One Year

Baseline One Year p
Men 1.2 (0.8, 2.5) 1.5(0.7,2.9) 0.557
Women 3.1(2.0,7.0) 2.1(1.0,4.6) 0.025

Intensive lifestyle intervention appears to affect CRP favorably in women but not in men. These CRP changes
cannot be attributed to a specific program component and may be related to factors such as weight loss and/or LDL
cholesterol levels. Furthermore, use of CRP levels to predict of efficacy of an intervention on long-term
cardiovascular outcomes may require attention to gender differences.

The program has the potential to operationalize bench research and to identify what is clinically applicable not only
to the military population but the general population. Future goals include a randomized, prospective study to tease
out the relevance of the core components especially as it relates to psychosocial interventions. It will also be
important to identify the additive effects of lifestyle modification to pharmacoprevention of atherosclerotic
cardiovascular disease.
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Report Date: 18 March 2003 Work Unit # 1395-98

DETAIL SUMMARY SHEET

TITLE: Establishment of a Thyroid Patient Serum Bank

KEYWORDS:

PRINCIPAL INVESTIGATOR: Burch, Henry LTC MC.

ASSOCIATES:

DEPARTMENT: Medicine STATUS: C
SERVICE: Endocrine INITIAL APPROVAL DATE: 21 April 1998

STUDY OBJECTIVE
To collect serum from a variety of patients with endocrine disorders to facilitate future research requiring
serum.

TECHNICAL APPROACH
Obtain informed consent. Perform standard phlebotomy, centrifuge, and store specimens at -70° C.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 158.

CONCLUSIONS
The serum bank has been inactive since the retirement of Dr. Barbara Solomon. It will be discontinued and
existing samples will be destroyed.
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Report Date: 21 March 2003 Work Unit # 1396-98
DETAIL SUMMARY SHEET

TITLE: Establishment of a Thyroid Tissue Bank

KEYWORDS:

PRINCIPAL INVESTIGATOR: Burch, Henry COL MC.

(Bernet, Victor LTC MC is assuming PI responsibilities. Paperwork has been submitted)

ASSOCIATES:

DEPARTMENT: Medicine STATUS: O

SERVICE: Endocrine INITIAL APPROVAL DATE: 21 April 1998

STUDY OBJECTIVE
To create and maintain a tissue and fine needle aspiration bank from patients with a variety of thyroid
disorders, in order to facilitate future research projects requiring thyroid tissue.

TECHNICAL APPROACH
After obtaining informed consent, a small piece of tissue being removed for clinical indications is snap
frozen in liquid nitrogen and stored in a -70 C freezer.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Surgical thyroid tissue continues to be collected for the thyroid tissue bank. There have been no adverse
events associated with participation in this protocol.

The number of subjects enrolled to the study since last APR at WRAMC is 41 and the total enrolled to date
at WRAMC is 156.

CONCLUSIONS
None.
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Report Date: 24 September 2002 Work Unit # 1432

DETAIL SUMMARY SHEET

TITLE: Short Segment Barrett’s Esophagus: Prevalence, Clinical Characteristics, and Responses to Long-
Term Antisecretory Therapy

KEYWORDS: short segment, Barrett’s Esophagus, Prilosec

PRINCIPAL INVESTIGATOR: Wong, Roy K.H. COL MC
ASSOCIATES: Maydonovitch CL

DEPARTMENT: Medicine STATUS: O
SERVICE: Gastroenterology INITIAL APPROVAL DATE: 29 November 1994

STUDY OBJECTIVE

To determine: 1) the prevalence of Short-Segment Barrett’s Esophagus (SSBE) in patients undergoing
upper endoscopy in WRAMC’s Gastroenterology Clinic; 2) the response of SSBE to maximal antireflux
therapy with Prilosec; 3) the incidence of specialized intestinal metaplasia of the esophagus in a cohort of
patients originally identified in part I; and 4) the 24hr pH and esophageal manometry characteristics of
patients with specialized intestinal metaplasia of the gastroesophageal junction (EGJSIM).

TECHNICAL APPROACH

This has been two-part study with several addenda to allow further study. In Part I, patients complete a
questionnaire prior to endoscopy (EGD). During the patient’s routine EGD, photographs and four biopsies
of the distal esophagus will be obtained to evaluate the presence of SSBE. In Part I, patients found to have
SSBE undergo repeat EGD with biopsy, manometry, and 24-hour pH prior to treatment with Prilosec and
are then followed at 3-month intervals for 2 years. In the follow-up phase to Part I, 151 patients found to
have specialized intestinal metaplasia (SIM) of the esophagus (at the EGJ, SSBE and LSBE) in part | are
asked to return for repeat surveillance biopsies to assess the incidence of SIM in this cohort. The most
recent addendum /exception to DCI policy (October 2000) granted approval to continue long-term follow
up patients identified with SIM and to perform manometry/ pH studies on the cohort of 45 patients with
EGJSIM.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

There has been no new enrollment since the last APR. COL Roy Wong has been designated the new Pl as
Dr. Cumings has been transferred to Madigan AMC. This study is remaining open to continue long-term
follow studies on the cohort of 150 Barrett’s patients identified out of 889 patients studied under Part I of
the study. No new patients will be enrolled in this study

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC in Phase 1 of the study is 889 patients undergoing routine EGD.

CONCLUSIONS

Long-segment Barrett’s esophagus patients defined as having a >3cm length BE segment tend to be
Caucasian males. These patients have greater degrees of esophageal acid reflux than patients with Short-
segment (< 3cm) Barrett’s esophagus or EGJ_SIM (specialized intestinal metaplasia at the EG junction).
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Report Date: 10 February 2003 Work Unit # 1446-98

DETAIL SUMMARY SHEET

TITLE: Hypnosis for the Treatment of Upright Gastro-Esophageal Reflux

KEYWORDS: Upright Reflux

PRINCIPAL INVESTIGATOR: Cumings, Mark MAJ MC

ASSOCIATES: Roy Wong COL MC, Dr. Harold Wain, Corrinne Maydonovitch

DEPARTMENT: Medicine STATUS: O

SERVICE: Gastroenterology INITIAL APPROVAL DATE: 28 April 1998

STUDY OBJECTIVE

A) To study the efficacy of hypnosis versus omeprazole in the treatment of upright reflux

B) To determine the prevalence and types of psychiatric abnormalities in patients with upright reflux
C) To characterize the pathophysiology of successful treatment in patients undergoing hypnosis

TECHNICAL APPROACH

Addendum: The prospective arms of the trial were terminated due to poor enrollment in that phase with an
appropriate adjustment of the title. A psychiatric questionnaire (PRIME-MD) was added to streamline
psychiatric assessment. Patients are now offered self-hypnosis, with a psychiatric evaluation to determine
hypnosis capacity, as a “pilot-study”-like format with repeat pH measurement and gastric emptying at 8
weeks after starting the self-hypnosis.

Current Approach: Those patients identified to have upright reflux by symptom pattern would undergo 24-
hr pH testing to confirm upright reflux. Those found to have upright reflux on clinically ordered pH tests
would also be offered enrollment in the study. A validated psychiatric questionnaire, Prime-MD-I1, will be
completed and a gastric emptying study will be completed. All subjects will be offered self-hypnosis
training in conjunction with the routine medical therapy they were receiving prior to study enrollment.
After 8 weeks, the subjects doing self-hypnosis will be asked to return for a repeat 24-hr pH test off
medications, but while using self-hypnosis. They would be asked to get another gastric emptying study
using self-hypnosis to quantify any potential differences in gastric emptying using self-hypnosis versus the
previously attained baseline gastric emptying study. The use of a “partial study”, with those patients
unwilling to try self-hypnosis still having the validated psychiatric questionnaire and gastric emptying
study, would be continued. Patients who completed the study prior to the recent addendum are being
contacted, re-consented and are completing the psychiatric questionnaire to complete our database.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

There has been no new data in the literature concerning this area. No modifications/addenda have been
made to the study plan since the last APR. No new pts have been enrolled since the last APR. There have
been no adverse events or withdrawals. Given the lack of enrollment and the transfer of the Principal
investigator to Madigan AMC, the study is being closed.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 23. The total number enrolled study-wide is 23, if multi-site study.

CONCLUSIONS
Gastric emptying can vary from rapid to delayed in patients with upright reflux. The pattern of gastric
emptying does not seem to play a significant role in the severity of upright reflux.
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Report Date: 22 January 2003 Work Unit # 1456-99

DETAIL SUMMARY SHEET

TITLE: Long-Term Prevention of Recurrent Peptic Ulcer Hemorrhage in Patients Infected with
Helicobacter Pylori: A Multi-Center, NIH-Funded, Prospective, Randomized Double-Blind Study

KEYWORDS:

PRINCIPAL INVESTIGATOR: Wong, Roy COL MC

ASSOCIATES:

DEPARTMENT: Medicine STATUS: C

SERVICE: Gastroenterology INITIAL APPROVAL DATE: 23 March 1999

STUDY OBJECTIVE

The objectives of this study are:

1) To determine the efficacy and safety of H.pylori eradication alone versus H.pylori eradication
combined with daily full dose H2RA in preventing recurrences of duodenal ulcer and gastric ulcer
hemorrhage

2) To document whether recurrences of ulcer hemorrhage are associated with NSAIDS-ASA and/or
H.pylori recurrence of H. pylori infection

TECHNICAL APPROACH

Patients diagnosed within six months with DU or GU hemorrhage with H.pylori infection may enter the
study at either phase | or phase II. H.pylori infection will be documented using CLO, ELISA,
histopathology and/or C13 breath test. In phase I, study patients will receive ten days of antimicrobial
therapy for H.pylori eradication. Eradication will be documented by C13 urea breath test at least six weeks
after completion of antimicrobial therapy. Those in whom eradication is successfully achieved will be
randomized to the H2RA vs. placebo in a double-blind fashion. Patients whose H.pylori was not eradicated
by two courses of antimicrobial therapy or diagnosed with greater than/equal to five gastric and/or
duodenal erosions after H.pylori eradication will receive full-dose H2RA and will also be followed up long
term as a comparator group. All patients in Phase 11 will be followed-up long-term for a median of 36
months. The follow-up entails an interview of their symptoms associated with GU and/or other health,
changes in health status and direct and indirect costs associated to health reasons. Enrollment is closed for
this study.

PRIOR AND CURRENT PROGRESS

There are a total of 341 patients randomized from 27 study sites - 175 to H2RA and 171 to placebo.
Seventeen patients are from WRAMC. 126 patients withdrew from the study and three of these were from
WRAMC. There are a total of 346 adverse events reported. O f those reported, 11 were from WRAMC
and they were non-serious and unrelated to the study. There have been no major complications or drug
related adverse events. There are three abstracts submitted to DDW 2003 from this research study.

CONCLUSIONS

This study supports the hypothesis that H.pylori eradication in ulcer patients may increase the incidence of
erosive esophagitis during long-term follow-up. The overall incidence of erosive esophagitis in the placebo
group was 10.9%. Daily full dose H2RA was associated with a significantly lower incidence of erosive
esophagitis in patients with ulcer hemorrhage who had H.pylori eradicated. Supported by NIH DK49527.
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Report Date: 2 October 2002 Work Unit # 1500-98
DETAIL SUMMARY SHEET

TITLE: CALGB 9633 - A Phase 1l Study of Adjuvant Chemotherapy After Resection for Patients with
T2NO Stage | NON-Small Cell Carcinoma of the Lung

KEYWORDS:

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:

DEPARTMENT: Medicine STATUS: O

SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 05 November 1997

STUDY OBJECTIVE

To determine if adjuvant chemotherapy can favorably alter the prognosis for high-risk patients with T2NO
NSC carcinoma of the lung. To compare failure-free survival of these patients who have and have not
received adjuvant chemotherapy after surgical resection. To determine toxicity associated with adjuvant
chemotherapy, and to describe pattern of recurrence.

TECHNICAL APPROACH

Eligible patients with T2NO NSC carcinoma of the lung will be randomized after surgical resection to
receive standard therapy - observation or to receive adjuvant chemotherapy with taxol and carboplatin.
Chemo will be given in hematology-oncology clinic once a week x 3 weeks for a total of four treatments
(12 wks). Chemo is IV and infusion takes one to two hours. Follow-up in clinic is g 4 mo. X 2 yrs, q 6 mo.
thereafter.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Since this protocol’s review one year ago, there have been no publications reporting data from studies with
similar study design in the literature.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 3. The total number enrolled study-wide is 279, if multi-site study. Grade 4 toxicities
include 1 WBC, 30 granulocytes/bands, 3 lymphocytes, 1 other hematologic, 1 vomiting, 1 diarrhea, 1
other Gl, 1 alopecia, 2 dyspnea, 1 phlebitis/thrombosis, 1 malaise/fatigue, and 1 prothrombin time.
Adverse event reported February 4, 2002.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 31 October 2002 Work Unit # 1501-98

DETAIL SUMMARY SHEET

TITLE: CALGB 9741 - A Randomized Phase 1l Trial of Sequential Chemotherapy Using Doxorubicin,
Placlitaxel and Cyclophosphamide or Current Doxorubicin and Cyclophosphamide Followed by Paclitaxel
at 14 or 21 Day Intervals in Women with Node Positive Stage 11/111A Breast Cancer

KEYWORDS: Chemotherapy, sequential, concurrent

PRINCIPAL INVESTIGATOR: COL Joseph Drabick, MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 16 December 1997

STUDY OBJECTIVE

To compare sequential chemotherapy with doxorubicin, paclitaxel and cyclophosphamide to combined
doxorubicin and cyclophosphamide followed by paclitaxel for disease-free survival and overall survival,
and for toxicity. To determine whether increasing the dose density of adjuvant chemotherapy (decreasing
the interval between chemotherapy from 21 to 14 days) will improve overall and disease-free survival.

TECHNICAL APPROACH

Eligible patients will be randomly assigned to one of 4 groups. All will receive Adriamycin, Taxol and
Cytoxan (ATC). The 4 treatment plans are: 1) sequential C g3 weeks x 4, 2) sequential A-T-C q 2 weeks x
4, 3) concurrent AC q 3 weeks x 4 followed by T g 3 weeks x 4, 4) concurrent AC g2 weeks x 4 followed
by T g 2 weeks x 4. Patients randomized to q 2-week therapy will receive G-CSF during therapy; the other
groups receive G-CSF at the physician’s discretion. Follow-up after treatment is q 6 months x 5 years, and
yearly thereafter.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Since this protocol’s last review there have been no publications reporting any data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 5. The total number enrolled study-wide is 2005, if multi-site study. Grade 4 toxicities
include 1 platelet, 1 hemoglobin, 134 granulocytes/bands, 131 lymphocytes, 2 other hematologic, 3 nausea,
13 vomiting, 3 diarrhea, 1 stomatitis, 32 WBC, 5 dyspnea, 1 other pulmonary, 1 cardiac function, 1
ischemia, 1 embolism, 1 edema, 1 sensory, 1 cerebellar, 1 mood, 1 pain, 2 skin, 1 allergy, 1 fever w/o
infection, 1 myalgias/arthraligia, 2 hyperglycemia, 1 other endocrine, and 1 infection. This study closed
effective March 31, 1999. Adverse events reports February 1, 2001, and April 24, 2001.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 6 December 2002 Work Unit # 1502-98

DETAIL SUMMARY SHEET

TITLE: CALGB 9762 - Clinical Pharmacology of Paclitaxel in Relation to Patient Age

KEYWORDS: Pharmacology, paclitaxel, patient age
PRINCIPAL INVESTIGATOR: COL Joseph J. Drabick MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 27 January 1998

STUDY OBJECTIVE
To determine if there is a relationship between pharmacokinetic measurements of paclitaxel and aging. To
determine if there is a relationship between the toxicities of paclitaxel and aging.

TECHNICAL APPROACH

Eligible patients with cancer for whom single agent paclitaxel treatment is appropriate will receive standard
paclitaxel treatment as described in protocol with protocol specific pharmacokinetic blood samples drawn
prior to therapy and at 1, 6, and 7 hours after completion of first cycle of paclitaxel. All further treatment is
at physician discretion. All patients will be followed in the out -patient oncology clinic for six weeks
following protocol therapy.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no new publications/literature reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 12. The total number enrolled study-wide is 158, if multi-site study. Grade 4 toxicities
include 4 WBC, 20 granulocytes/bands, 24 lymphocytes, 1 infection, 1 vomiting, 1 cardiac function and 1
malaise/fatigue. Adverse events reported Nov 12, 1998, Nov 23, 1998, Dec 29, 1998, Aug 17, 1999, Jan
10, 2000, Mar 1, 2000, Oct 30, 2000 and Jan 12, 2001. We received a message that this study will
permanently close to new patient accrual effective November 27, 2002.

Ref. CALGB Statistical Report 2002

CONCLUSIONS
Too early.
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Report Date: 17 December 2002 Work Unit # 1505-98

DETAIL SUMMARY SHEET

TITLE: CALGB 9781 - A Phase 11l Trial Comparing Trimodality Therapy (Cisplatin, 5-FU, Radiotherapy
and Surgery) to Surgery Alone for Esophageal Cancer

KEYWORDS: esophageal, cancer, trimodality

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 24 February 1998

STUDY OBJECTIVE
To compare overall 5-year survival rates between the two treatment arms. To compare treatment failure at
5 years between the two treatment arms. To assess and compare the toxicities of each approach.

TECHNICAL APPROACH
Eligible patients with esophageal cancer will be randomized to receive either:

1. A combination of standard dose radiation therapy and chemotherapy with Cisplatin and 5-FU,
given as outpatient therapy and lasting 5 1/2 weeks. This therapy is followed in 3 to 8 weeks with
surgical esophageal resection requiring an 8 to 10 day hospital stay.

2. Standard treatment consisting of surgical esophageal resection requiring an 8 to 10 day hospital
stay. All patients will be followed 4x per year for 2 years, 2x per year for an additional 2 years,
then annually.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications since this protocol’s last review.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 1. The total number enrolled study-wide is 56, if multi-site study. Grade 4 toxicities
include 2 WBC, 2 granulocytes/bands, 5 lymphocytes, 1 vomiting, 4 esophagitis/dysphagia, 2 anorexia, 1
cardiac function, and 1 phlebitis/thrombosis. Adverse events reported February 7, 2000 and July 18, 2002.
This study was closed effective March 30, 2000.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 29 January 2003 Work Unit # 1507-98

DETAIL SUMMARY SHEET

TITLE: CALGB 9730 - Single-Agent vs. Combination Chemotherapy in Advanced NSCLC - A CALGB
Randomized Trial of Efficacy, Quality of Life and Cost-Effectiveness

KEYWORDS: NSCLC, advanced combination
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 24 March 1998

STUDY OBJECTIVE

To compare overall survival and quality of life of patients treated with paclitaxel alone or in combination
with carboplatin. To determine cost-utility and cost-effectiveness of the best strategy. To compare
response rates and toxicities of each arm.

TECHNICAL APPROACH

Eligible patients will be randomized to receive IV chemotherapy treatment with either single-agent taxol or
with a combination of taxol and carboplatin. This treatment will be on out-patient basis, requiring six six-
hour visits over 18 weeks. Quality of life questionnaires will be administered at outset and at 2, 6, 9, and
12 months after registration to the study.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been one publication reporting data on this study since last year’s annual progress report.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 12. The total number enrolled study-wide is 584, if multi-site study. Grade 4 toxicities
include 29 WBC, 3 platelets, 6 hemoglobin, 150 granulocytes/bands, 99 lymphocytes, 2 other hematologic,
2 hemorrhage, 6 infection, 2 nausea, 3 vomiting, 4 diarrhea, 1 esophagitis/dysphagia, 1 anorexia, 3 other
Gl, 2 bilirubin, 2 transaminase, 1 BUN, 3 alopecia, 5 dyspnea, 1 non-infect. pneumonia, 1 pleural effusion,
2 Ards, 4 other pulmonary, 7 dysrhythmia, 1 other heart, 1 hypotension, 1 phlebitis/thrombosis, 2
constipation, 3 pain, 3 allergy, 1 myalgias/arthralgias, 6 malaise/fatigue, 8 hyperglycemia, 1 hypocalcemia,
1 hyponatremia, 2 prothrombin time, and 3 other miscellaneous. Grade 5 toxicities include 1
hyperglycemia. Adverse events reported Jul 12, 99, Oct 13, 99, Nov 22, 99, Nov 15, 00, Jan 18, 01, Jan 22,
01, Mar 12, 01, Jan 14, 02, and Apr 4, 02. This study closed to enrollment December 29, 2000.

Ref: CALGB Statistical Report

CONCLUSIONS
No conclusions have been reached.
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Report Date: 2 October 2002 Work Unit # 1509

DETAIL SUMMARY SHEET

TITLE: CALGB 9011 - A Study of Fludarabine vs. Chlorambucil vs. Both Drugs for Chronic
Lymphocytic Leukemia

KEYWORDS: fludarabine, chlorambucil, crossover study

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 27 November 1990

STUDY OBJECTIVE

To compare the response rates and progression-free survival in previously untreated chronic lymphatic
leukemia (CLL) patients using three therapeutic regimens; to determine whether the quality-of-life is
superior in any one of the regimens; to determine whether the two drugs fludarabine and chlorambucil are
non-resistant by a crossover design for patients failing to respond to the initial single agent.

TECHNICAL APPROACH

Randomized study for eligible CLL patients comparing the new drug fludarabine with the standard
treatment of chlorambucil, or with the two drugs given in combination. Length of treatment depends on
patient’s response, with the maximum treatment being 2 years. Fludarabine is given intravenously for 5
days every 28 days. Chlorambucil is given by mouth for 1 day every 28 days. On 02 May 94, an
addendum closed the third arm of the study. In September 1994, the consent form was revised to include
new toxicity data and add new subjects.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Since this protocol’s review one year ago, there have been no publications reporting data from studies with
similar design in the literature.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 4. The total number enrolled study-wide is 544, if multi-site study. Grade 4 toxicities
include 29 whc, 35 platelets, 21 hemoglobin, 50 granulocytes/bands, 38 lymphocytes, 2 other hematologic,
2 hemorrhage, 5 infection, 2 vomiting, 1 diarrhea, 2 bilirubin, 2 transaminase (SGOT), 1 alk phos/5 nucleo,
1 creatinine, 1 proteinuria, 1 hematuria, 6 dyspnea, 1 ards, 1 other pulmonary, 2 dysrhythmia, 2 ischemia, 1
other heart, 1 hypotension, 1 edema, 1 cortical, 1 pain, 2 skin, 1 fever w/o infection, 2 malaise/fatigue, 1
hyperglycemia, 1 hypoglycemia, 1 hypercalcemia, 2 hyponatremia, and 1 partial thrombopla. Grade 5
toxicities include 1 platelets, 1 hemorrhage, 1 infection, 1 other heart, and 1 other neurologic. This study
was closed to accrual effective December 9, 1994. Adverse events reported February 3, 1995, October 13,
1998, November 12, 1998, and July 19, 2002.

Ref: CALGB Statistical Report
CONCLUSIONS

This study has identified fludarabine as a highly effective agent in the treatment of CLL. Other analysis
continues.
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Report Date: 28 February 2003 Work Unit # 1510-98

DETAIL SUMMARY SHEET

TITLE: CALGB 9712 - A Randomized Phase Il Study of Concurrent Fludarabine+Chimeric Anti-CD 20
Monoclonal Antibody IDEC-C2B8 (Rituximab) [NSC #6887451] Induction/Consolidation vs. Fludarabine
Induction/Rituximab Consolidation

KEYWORDS: Fludarabine, Rituximab, Phase I

PRINCIPAL INVESTIGATOR: COL Joseph Drabick MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 April 1998

STUDY OBJECTIVE

1) To determine in Fludarabine treated CLL patients the complete response (CR) rate and toxicity profile of
concurrent and consolidative IDEC-C2138 (arm 1) and of consolidative IDEC-C2D8 therapy (arm I1).

2) To assess the CR rate in patients receiving concurrent therapy with IDEC-C2B8 and Fludarabine (the
induction phase of arm I).

TECHNICAL APPROACH

Eligible CLL patients will be randomly assigned to Arm | - Fludarabine plus Rituximab induction followed
by Rituximab consolidation therapy, or to Arm Il - Fludarabine induction (standard therapy) followed by
Rituximab consolidation therapy. Induction therapy will last six months followed by a monitoring phase of
twelve weeks. If appropriate, patients with CR, partial response, or stable disease will receive four weeks
of consolidation therapy. Patients will receive prophylactic allopurinal for the first fifteen days of
treatment. Patients will be entered on CALGB 9665-tissue bank companion study.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
As reported in last years APR there have been no publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 11. The total number enrolled study-wide is 104, if multi-site study. Grade 4 toxicities
include 8 WBC, 3 platelets, 1 hemoglovin, 16 granulocytes/bands, 22 lymphocytes, 1 bilirubin, 2 dyspnea,
1 PO2/PCO2, and 1 hyperglycemia. Adverse events reported April 22, 1999, July 8, 1999, July 20, 1999,
August 19, 1999, June 15, 200, and June 4, 2002. This study was closed to accrual effective January 31,
2000.

Ref: CALGB Statistical Report

CONCLUSIONS
Study analysis is ongoing.
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Report Date: 30 May 2003 Work Unit # 1512-98

DETAIL SUMMARY SHEET

TITLE: CALGB 9732 - A Randomized Phase Il Study Comparing Etoposide and Cisplatin with
Etoposide, Cisplatin and Paclitaxel in Patients with Extensive Small Cell Lung Cancer

KEYWORDS: phase I11, small cell lung cancer, extensive

PRINCIPAL INVESTIGATOR: Joseph Drabick, COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: C
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 July 1998

STUDY OBJECTIVE:

To determine whether the addition of paclitaxel to standard chemotherapy treatment (etoposide/cisplatin)
improves the survival of patients with extensive SCLC.

To compare tumor response rate and failure-free survival of patients in these two treatments groups.

To describe and compare the toxicities of patients in these two treatment groups.

TECHNICAL APPROACH

Eligible patients with extensive SCLC will be randomized to 1) standard chemotherapy: etoposide/cisplatin
IV as 3 day treatment g 21 days for a total of 6 treatments, or to 2) standard chemotherapy as above with IV
paclitaxel in addition on day one of each treatment. Treatment will be in Hematology-Oncology clinic.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been one abstract reporting data on this study since last APR.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMC is 1 (now deceased). The total number enrolled study-wide is 587, if multi-site study.
Grade 4 toxicities include 78 WBC, 33 platelets, 5 hemoglobin, 174 granulocytes/bands, 63
lymphocytes, 3 other hematologic, 4 nausea, 20 vomiting, 8 diarrhea, 1 stomatitis, 6 anorexia, 2 other
Gl, 1 bilirubin, 1 other liver, 5 creatinine, 7 other kidney/bladder, 7 dyspnea, 8 other pulmonary, 5
dysrhythmia, 1 ischemia, 6 other heart, 1 motor, 5 other neurologic, 1 allergy, 13 fever w/o infection, 1
myalgias/arthralgias, 3 other flu-like symptoms, and 33 other miscellaneous. Grade 5 toxicities
include 5 WBC, 2 other hematologic, 1 vomiting, 2 other hematologic, 1 vomiting, 2 other
kidney/bladder, 2 dyspnea, 3 other pulmonary, 1 dysrhythmia, 1 ischemia, 1 other heart, 1 other
neurologic, 1 fever w/o infection, 1 other flu-like symptoms, and 18 other miscellaneous. Adverse
event reported Dec 5, 2000. This study was closed to accrual effective July 31, 2001. WRAMC is
closing this study. The only patient enrolled is now deceased.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 2 September 2003 Work Unit #1514-99

DETAIL SUMMARY SHEET

TITLE: CALGB 39801- Concurrent Carboplatin, Paclitaxel, and Radiation Therapy Verses Induction Carboplatin
and Paclitaxel Followed by Concurrent Carboplatin, Paclitaxel, and Radiation Therapy for Patients with
Unresectable Non Small Cell Lung Cancer — A Phase Il Trial

KEYWORDS: non small cell lung cancer, unresectable, chemoradiotherapy

PRINCIPAL INVESTIGATOR: Drabick, Joseph J. LTC MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 27 October 1998

New Anniversary Month: September

STUDY OBJECTIVE

To determine whether the addition of two cycles of induction chemotherapy with carboplatin and Paclitaxel to
concomitant chemoradiotherapy utilizing carboplatin and Paclitaxel leads to an increase in overall response rate,
failure-free survival, and survival. To assess the pattern of failure on both treatment arms (loco-regional vs.
distant failure). To assess the toxicity on both treatment arms.

TECHNICAL APPROACH

All eligible patients will be randomized to one of two treatments: 1) Chemotherapy with Paclitaxel and
carboplatin once a week combined with radiation therapy to the chest 5 days per week for a total of 7 weeks, or 2)
chemotherapy with Paclitaxel and carboplatin, once every 3 weeks for 6 weeks followed by carboplatin and
Paclitaxel once per week combined with radiation therapy to the chest 5 days per week for 7 weeks. Update #1,
3/15/99, containing editorial changes was submitted to DCI 4/21/99.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data from studies with similar study design in the literature.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at
WRAMC is 1. The total number enrolled study-wide is 366, if multi-site study. Grade 4 toxicities include 1
allergic reaction/hypersensitivity, 41 neutrophils/granulocytes (ANC), 15 leukocytes (total WBC), 22
lymphopenia, 1 transfusion: platelets, 1 supraventricular arrhythmias, 1 hypotension, 2 pericardial
effusion/pericardia, 1 cardiac-ischemia/infarction, 3 thrombosis/embolism, 1 cardiac troponinT (cTnT), 7 fatigue
(lethargy/malaise), 1 alopecia, 1 radiation dermatitis, 13 anorexia, 10 dysphagia-esophageal related, 1
hemorrhage-other, 1 hemorrhage/bleeding with grade, 2 febrile neutropenia, 1 infection/other, 1 hyponatremia, 1
hypokalemia, 1 depressed level of consciousness, 1 pleuritic pain, 1 arthralgia (joint pain), 1 pain-other, a dyspnea
(shortness of breath), 1 hiccoughs (hiccups/singultus), 1 pulmonary fibrosis, 5 pneumonitis/pulmonary infiltration,
1 adult respiratory distress syn, 1 hypoxia, and 1 pneumothorax. Grade 5 toxicities include 1 hemorrhage-other, 1
pneumonitis/pulmonary infiltration, and 1 pulmonary-other. This study closed to enroliment effective May 31,
2002.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 11 October 2002 Work Unit # 1515-99

DETAIL SUMMARY SHEET

TITLE: CALGB 19805 - A Phase Il Study of Flavopiridol (NSC # 649890) in Patients With Fludarabine
Refractory B-Cell Chronic Lymphocytic Leukemia

KEYWORDS: Chronic Leukemia, refractory, investigational

PRINCIPAL INVESTIGATOR: Joseph Drabick, COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology Service INITIAL APPROVAL DATE: 24 November 1998

STUDY OBJECTIVE

To determine the complete response rate, partial response rate, and toxicity profile to flavopiridol therapy
in patients with fludarabine refractory Chronic Lymphocytic Leukemia. To determine the effects of
flavopiridol on normal t-cell subsets and immunoglobulin levels in these patients.

TECHNICAL APPROACH

All eligible patients will receive flavopiridol by a continuous intravenous infusion for three days, repeated
every two weeks for a maximum of 12 cycles (approximately six months). The first cycle will be given in
the hospital and subsequent cycles as an out-patient utilizing an ambulatory infusion pump. Disease
reevaluation will be done at the end of 4 and 8 cycles, as well as at completion of therapy. Blood and bone
marrow samples will be collected prior to any therapy and submitted to CALGB Leukemia Tissue Bank.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications or literature reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 7. The total number enrolled study-wide is 53, if multi-site study. Grade 4 toxicities
include 7 neutrophils/granulocytes (ANC), 1 hemoglobin, 3 platelets, and 1 diarrhea. Adverse events
reported December 27, 2000, January 9, 2001, January 10, 2001, February 20, 2001, March 12, 2001, April
23,2001, and August 9, 2001. This study has met its accrual goal and is now closed effective July 3, 2002.

Ref: Jun 02 CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 2 September 2003 Work Unit # 1516-84

DETAIL SUMMARY SHEET

TITLE: CALGB 8364 — Immunological Diagnostic Studies in Adult ALL
KEYWORDS: immunology, lymphocyte, leukemia

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 October 1983

New Anniversary Month: September

STUDY OBJECTIVE

To determine the incidence of various monoclonal antibodies’ cytochemical and conventional lymphoid
markers in adult acute lymphatic leukemia (ALL). To correlate the presence of the various markers with
the initial and subsequent clinical characteristics of the disease, response rate, and response duration. To
determine if marker status changes at relapse.

TECHNICAL APPROACH

Non-randomized study in which all eligible patients being entered on the ALL treatment protocol agree to
allow, prior to the initiation of therapy, the submission of six air-dried unstained BM smears for
confirmatory cytochemical studies and 2 cc of bone marrow aspirate, along with 7 cc of peripheral blood to
a designated CALGB reference laboratory. The same set of samples is again obtained at relapse.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have not been any new publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 34. The total number enrolled study-wide is 953, if multi-site study. No grade 4 toxicities.
This study closed to enrollment effective April 15, 1999.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early. Interim analysis continues on the value of immunophenotype in ALL.
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Report Date: 2 October 2002 Work Unit # 1516-99
DETAIL SUMMARY SHEET

TITLE: CALGB 19801 - A Phase Il Study of 506U78 in Patients With Refractory or Relapsed T-lineage
Acute Lymphoblastic Leukemia (ALL) or Lymphoblastic Lymphoma (LBL)

KEYWORDS: refractory disease, investigational therapy, leukemia/lymphoma

PRINCIPAL INVESTIGATOR: Joseph Drabick, COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: C
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 24 November 1998

STUDY OBJECTIVE

To determine the complete and partial remission rates, as well as the remission duration, in patients with
refractory or relapsed T-lineage acute lymphoblastic leukemia or lymphoblastic lymphoma receiving
506U78 (1.5 gram/m2/day) on an alternate day schedule (days 1,3,5). To determine the safety and toxicity
associated with 506U78 administered on this schedule.

TECHNICAL APPROACH

All eligible patients will receive the investigational drug, 506U78, intravenously over 2 hours on Days
1,3,5. Their disease will be reevaluated after 21 days. If not in remission, an identical course of treatment
will be given. When remission occurs, consolidation therapy will be given. Two additional courses of the
same therapy will be given as consolidation. Patients who achieve a complete response would then be
candidates to receive a stem cell transplant. Those patients would be removed from this study, at that time,
for transplant.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There were no publications reporting any data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 1. The total number enrolled study-wide is 40, if multi-site study. Grade 4 toxicities
include 11 neutrophils/granulocytes, 1 leukocytes (total wbc), 2 hemoglobin, 1 lymphopenia, 6 platelets, 1
fatigue (lethargylmalaise), 1 infection without neutropenia, and 1 depressed level of consciousness.
Adverse events reported February 13, 2002. This study has met its” accrual goal and is closed effective
September 12, 2001. This study can be closed here at Walter Reed because the one patient enrolled is now
deceased.

Ref: Jun 02 CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 3 October 2002 Work Unit # 1517-99

DETAIL SUMMARY SHEET

TITLE: CALGB 119801 - Telephone Monitoring: Early Identification of Psychological Distress In Cancer
Patients 65 or More Years Old During Active Treatment

KEYWORDS: Advanced Cancer, psychosocial, telephone interview

PRINCIPAL INVESTIGATOR: Joseph Drabick, COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 24 November 1998

STUDY OBJECTIVE

To test whether telephone monitoring plus educational materials can reduce elderly cancer patient’s
psychological distress significantly more than the receipt of educational materials alone, through early
identification of psychological problem and referral to treatment. To develop psychosocial profiles of older
patients with advanced cancer who show the highest and lowest levels of psychological distress in, terms:
of medical, psychosocial, and sociodemographic characteristics.

TECHNICAL APPROACH

All eligible patients will be randomized to one of two groups. 1) Educational Materials Group: This group
will be given educational materials that provide information about emotional problems which cancer
patients may have and various agencies or services that are available to them. They will also be contacted
by phone, by a trained psycho-oncology interviewer, three times during one year to discuss emotional and
social issues. 2) Telephone Monitoring Group: This group, in addition to the educational materials, will
receive a phone call from the psycho-oncology interviewer once a month for six months. The calls will last
approximately 15 minutes each. Questions will ask about mood, social life issues, and physical problems.
If problems are identified, follow up will be done by WRAMC Oncology nurse, physician, social service,
or psychologist, depending upon the needs. A written questionnaire will be sent prior to the phone call
describing the questions that will be asked.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 6 and the total enrolled to date
at WRAMC is 17. The total number enrolled study-wide is 188, if multi-site study. This is a telephone
survey. This study has a partial closure effective 15 January 2002 to enrolling patients with prostate
cancer. It is still open to breast and/or colon cancer patients. Adverse event reported 28 November 2001.

Ref: June 2002 CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 31 October 2002 Work Unit # 1518-99

DETAIL SUMMARY SHEET

TITLE: CALGB 9865 - Tumor Replication Error (RER) Status and Outcome In A Colon Cancer Adjuvant
Chemotherapy Trial

KEYWORDS: Tissue block, Dukes C Stage, Mutations

PRINCIPAL INVESTIGATOR: COL Joseph Drabick, MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 15 December 1998

STUDY OBJECTIVE

To determine the relationship between disease free survival, overall survival, and tumor replication error
(RER) status for individuals who have received adjuvant chemotherapy for colon cancer. To develop a
database to study the relationship between family history, tumor RER status, and treatment outcome for
individuals who have received adjuvant chemotherapy for colon cancer.

TECHNICAL APPROACH

Phase | — All patients who were enrolled on CALGB 8896 for Dukes C Colon Cancer who have tissue
blocks available will have two tissue blocks submitted for RER analysis (one with tumor, one with normal
tissue). This will include patients who are deceased. The CALGB Pathology Coordinating office will
submit a list to the institution of potentially eligible cases for Phase Il. This phase involves obtaining
consent for completion of a family questionnaire. For deceased patients, a chart review may be obtained
and data collected to correlate treatment outcome, disease relapse and survival. The institution or the
patient will not receive the results of the RER analysis.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Since this protocol’s review one year ago, there have been additional abstracts submitted reporting data.

The number of subjects enrolled to the study since last APR at WRAMC is 3 and the total enrolled to date
at WRAMC is 5. The total number enrolled study-wide is 227, if multi-site study. This study closed to
accrual effective 30 August 2002.

Ref: June 2002 CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 29 January 2003 Work Unit # 1519

DETAIL SUMMARY SHEET

TITLE: CALGB 9192 - Comparison of Chemotherapy vs. Chemohormonotherapy in Premenopausal
Women with Stage 1l Receptor-Positive Breast Cancer

KEYWORDS: breast cancer, node-positive, receptor-positive
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 26 March 1991

STUDY OBJECTIVE

To compare the recurrence rates, disease-free intervals and hormone receptor-positive survival for
premenopausal women with lymph node-positive breast cancer given adjuvant therapy with cytoxan,
Adriamycin, and 5-fluorouracil (CAF) chemotherapy alone, or chemotherapy followed by Zoladex, or
chemotherapy followed by Zoladex and tamoxifen. To compare the relative toxicities of these three
regimens and to assess their effect on blood hormone levels.

TECHNICAL APPROACH

All eligible patients will receive a 6-month course (six cycles) of standard CAF therapy. Initially, they will
be randomized to receive an additional 5 years of Zoladex, receive an additional 5 years of Zoladex and
tamoxifen, or end therapy following CAF.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been a publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 13. The total number enrolled study-wide is 1330, if multi-site study. Grade 4 toxicities
include 23 leukopenia, 55 granulocytes/bands, 1 lymphocytes, 1 thrombocytopenia, 1 anemia, 1
hemorrhage, 1 infection, 1 nausea, 2 vomiting, 1 diarrhea, 1 stomatitis, 1 liver, 1 cardiac, 1 phlebitis, 1
local, 1 neuro-motor, 2 neuro-psych, 1 neuro-clinical, 1 metabolic, 1 coagulation, 2 diabetes, and 1 others.
Grade 5 toxicities include 1 infection, 1 pulmonary, 2 cardiac, and 1 neuro-psych. Adverse events reported
Sept 5, 96, Jul 11, 97, Jun 1, 98, Nov 30 99, and May 30, 02. This study closed to accrual effective
February 1, 1994.

Ref: CALGB Statistical Report

CONCLUSIONS
Analysis is ongoing. No conclusions have been reached.
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Report Date: 31 October 2002 Work Unit # 1519-99

DETAIL SUMMARY SHEET

TITLE: CALGB 9840 - A Phase 111 Study of Paclitaxel Via Weekly 1 Hour Infusion Versus Standard 3
Hour Infusion Every 3 Weeks with Herceptin (Trastuzumab) (NSC #688097) in the Treatment of Patients
with/without HER-2/NEU-Overexpressing Metastatic Breast Cancer

KEYWORDS:

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL, MC

ASSOCIATES:

DEPARTMENT: Medicine STATUS: O

SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 15 December 1998

STUDY OBJECTIVE

To determine if "dose dense™ treatment with paclitaxel via weekly 1-hour infusion significantly improves
the response rate as compared to “standard"” paclitaxel treatment for metastatic breast cancer. To evaluate
the time to progression and survival of patients with metastatic breast cancer treated with either "dose
dense™ or "standard" paclitaxel.

TECHNICAL APPROACH

Patients will be randomized to receive either paclitaxel, 175mg/m2 over 3 hours every 3 weeks or to
paclitaxel 100mg/m2 over 1 hour every week for the first 6 weeks with subsequent infusions of paclitaxel
at 80mg/m2 over 1 hour. Both regimens will be given until development of progressive disease, major
toxicity, or patient withdraws consent. Follow-up will be done until progression, initiation of non-protocol
therapy, or death, whichever occurs first.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this study or from studies with similar study design in
the literature.

The number of subjects enrolled to the study since last APR at WRAMC is 2 and the total enrolled to date
at WRAMC is 7. The total number enrolled study-wide is 433, if multi-site study. Grade 4 toxicities
include 6 WBC, 1 platelet, 19 granulocytes/bands, 21 lymphocytes, 3 infection, 2 anorexia, 2 other Gl, 1
bilirubin, 6 dyspnea, 1 PO2/PCO2, 1 pulmonary edema, 2 ARDS, 2 other pulmonary, 1 dysrhythmia, 1
hypotension, 1 phlebitis/thrombosis, 1 edema, 1 vision, 1 allergy, 1 malaise/fatigue, 4 hyperglycemia, 1
hypocalcemia, 1 hyponatremia, 1 hypokalemia, and 1 other miscellaneous. Adverse events reported March
13, 2001, and September 19, 2001.

Ref: June 2002 CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 28 February 2003 Work Unit # 1521-91

DETAIL SUMMARY SHEET

TITLE: CALGB 9194 - Comparison of Adjuvant chemotherapy with Concurrent or Delayed Tamoxifen
vs. Tamoxifen Alone in Postmenopausal Patients with Receptor Positive Stage Il Breast Cancer

KEYWORDS: postmenopausal, lymph node positive, receptor positive

PRINCIPAL INVESTIGATOR: COL Joseph Drabick MC

ASSOCIATES:

DEPARTMENT: Medicine STATUS: O

SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 30 April 1991
STUDY OBJECTIVE

To compare disease-free survival and overall survival of postmenopausal primary breast cancer patients
with involved axillary nodes and positive estrogen and/or progesterone receptors treated with standard
adjuvant therapy with long-term tamoxifen, or with chemo endocrine therapy with combined cytoxan,
Adriamycin, and 5-fluorouracil (CAF) followed by long-term tamoxifen, or with concurrent chemo
endocrine therapy with tamoxifen and CAF.

TECHNICAL APPROACH
For 5 years, six courses of CAF followed by tamoxifen for 5 years, or six courses of CAF with concurrent
tamoxifen for 5 years. Four addenda to this study were sent to the IRB and approved in the past year.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 3. The total number enrolled study-wide is 1539, if multi-site study. Grade 4 toxicities
include 1 abdominal pain, 4 anemia, 1 cardiac —-EF/CHF, 3 diarrhea, 403 granulocytopenia, 1 infection, 229
leukopenia, 1 local, 1 lymphopenia, 4 phlebitis/thrombosis/embolism, 1 prothrombin time increase, 7
stomatitis, 14 thrombocytopenia, and 1 vomiting. Grade 5 toxicities include 1 infection, 1 metabolic-other,
and 1 phlebitis/thrombosis/embolism. Adverse event reported Sept 15, 1997. Study closed to accrual
effective July 15, 1995.

Ref: CALGB Statistical Report

CONCLUSIONS
Analysis is ongoing.
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Report Date: 28 July 2003 Work Unit # 1522-84

DETAIL SUMMARY SHEET

TITLE: CALGB 8461 - Cytogenic Studies in Acute Leukemia - A Companion Study to CALGB 8011,
8323, 8321, and 8411

KEYWORDS: cytogenics, acute leukemia

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 September 1984

STUDY OBJECTIVE
To determine the incidence of specific chromosome abnormalities in adult acute non-lymphatic leukemia
(ANLL) and acute lymphatic leukemia (ALL).

TECHNICAL APPROACH
All eligible patients are registered to this companion to treatment protocols. A specimen of marrow and
blood is obtained at diagnosis and again at relapse.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no additional publications added but there were prior publications now listed.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMC is 104. The total number enrolled study-wide is 5025, if multi-site study. No
toxicities reported.

Ref: CALGB Statistical Report July 2003

CONCLUSIONS
Too early.

39



Report Date: 2 September 2003 Work Unit # 1523-91

DETAIL SUMMARY SHEET

TITLE: CALGB 9111 — A Trial of G-CSF vs. Placebo During Remission Induction and Consolidation
Chemotherapy for Adult Acute Lymphatic Leukemia

KEYWORDS: adult acute leukemia, G-CSF
PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 October 1991
New Anniversary Month: September

STUDY OBJECTIVE

To: 1) compare time to bone marrow recovery, infection incidence, days of hospitalization, and tolerance
of non-hematopoietic organs after intensive chemotherapy for acute lymphatic leukemia (ALL) in patients
given either granulocytes colony-stimulating factor (G-CSF) or placebo; 2) determine G-CSF’s effect on
CR rate and duration and mortality (during neutropenia) during intensive induction and intensification; and
3) compare doses that can be given to G-CFS vs. placebo patients.

TECHNICAL APPROACH

Eligible patients will be randomly assigned to receive subcutaneous injections of either G-CSF or placebo
starting 3 days after initial chemotherapy. Injections will continue until the white blood count is normal.
The pharmacist will be the only one who knows what the patients will be receiving. The study will remain
blinded until after the first month. After being unblinded, patients who received G-CSF will continue to
receive it during the next course of therapy. Those who did not will not receive any further placebo or G-
CSF. Patients will receive a series of five different cancer treatments in sequence; each uses combination
chemotherapy, and one involves radiation. Total treatment time is 24 months.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been a couple of publications reporting data since last APR.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 8. The total number enrolled study-wide is 198, if multi-site study. There was an adverse
event reported July 7, 1993 and September 16, 1996. Grade 4 toxicities include 238 WBC, 199 platelets,
57 Hgb, 231 grans/bands, 174 lymphocytes, 3 hemorrhage, 12 infection, 37 bilirubin, 3 transaminase, 2 Alk
Phos, 1 liver, 1 creatinine, 2 renal, 7 hypotension, 1 amylase, 7 hyperglycemia, 8 hypocalcemia, and 12
fibrinogen. Grade 5 toxicities include 1 hemorrhage, 3 infections, 1 renal, and 1 hypotension. This study
was closed effective July 30, 1993 — met accrual goal and CALGB 9311 would soon be open.

Ref: CALGB Statistical Report
CONCLUSIONS

This study has shown that treatment with G-CSF is effective during induction chemotherapy for ALL.
Other results are still undergoing analysis.
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Report Date: 1 May 2003 Work Unit # 1523-99

DETAIL SUMMARY SHEET

TITLE: CALG13 9862 - Molecular Genetic Features of Acute Lymphoblastic Leukemia

KEYWORDS:

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:

DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 22 June 1999

STUDY OBJECTIVE

To use PCR analysis to identify patients with p190 and p210 BCR-ABL positive ALL and to evaluate the
clinical significance of these fusion transcripts measured at time of diagnosis. To evaluate the clinical
significance of MDR as defined by BCR-ABL fusion transcripts in patients who have achieved a complete
response, using both qualitative RT-PCR and quantitative (Real Time) PCR in sequential samples of both
blood and bone marrow. To compare blood with bone marrow samples for the detection and quantitation of
BCR-ABL transcripts in diagnosis and sequential remission samples. To pilot PCR detection and
quantitation of WT-1 expression at diagnosis, remission, and at relapse in BCR-ABL positive and negative
ALL, and to determine the impact of this marker on clinical outcome.

TECHNICAL APPROACH

All patients enrolled on the CALGB Leukemia treatment study (currently 19802) will be offered
participation in this companion study. A total of 8 plus samples of blood and bone marrow will be
collected and sent to the CALG13 Leukemia Tissue Bank in Columbus, Ohio. The number of samples is
dependent upon response to therapy and if the disease returns after remission. The tests will only be drawn
at a time when diagnostic blood and bone marrow samples would ordinarily be taken.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been a couple of publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMC is 1. The total number enrolled study-wide is 108, if multi-site study. No toxicities
reported. No adverse events reported.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 July 2003 Work Unit # 1524-99

DETAIL SUMMARY SHEET

TITLE: CALGB 19802 Phase Il Study in Adults with Untreated Lymphoblastic Leukemia Testing Increased Doses
of Daunorubicin During Induction, and Cytarabine During Consolidation, Followed by High-Dose Methotrexate and
Intrathecal Methotrexate in Place of Cranial Irradiation

KEYWORDS: ALL, Dose escalation, High-dose methotrexate
PRINCIPAL INVESTIGATOR: Joseph Drabick, COL MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 31 August 1999
NEW ANNIVERSARY DATE: 31 July

STUDY OBJECTIVE: To evaluate the complete response (CR) rate and toxicity in patients < 60 years of age when
three days of daunorubicin are given at 60mg/m2/day in Module A and then, if tolerated, when doses of
daunorubicin are escalated to 80 mg/m2/day. To evaluate CR rate and toxicity in patients > 60 years of age when
three days of daunorubicin are given at 60 mg/m2/day during Module A without cyclophosphamide. To evaluate
the toxicity of three days of cytarabine at 2000 mg/m2/day 1V over three hours during post-remission therapy
(Module B). To measure the CNS relapse rate of ALL when prophylactic intrathecal and high dose intravenous
chemotherapy (Module C) replaces cranial irradiation. To target a specific serum methotrexate level at 30 hours
following initiation of IV methotrexate infusion.

TECHNICAL APPROACH: All eligible patients who continue to show a response to therapy will receive a seven-
course regimen of various chemotherapy agents. Doses of daunorubicin will be different for patients under 60 years
than for patients over 60 years. During Course three, high doses of methotrexate will be given in place of standard
cranial irradiation for CNS prophylaxis. Serum levels will be monitored to ensure adequate dosing. The seven-
course therapy will take 24 months to complete. Post therapy monitoring will be done every 3-6 months for three
years after treatment, then annually. Two additional companion studies are required for participation. These studies
have separate consent forms but do require submission of blood and bone marrow samples for correlative science
with response of the disease to therapy.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE Since this protocol’s review
last years, there have been a couple abstracts published. The number of subjects enrolled to the study since last APR
at WRAMC is 0 and the total enrolled to date at WRAMC is 1. The total number enrolled study-wide is 163, if
multi-site study.

This study closed on January 5, 2001 after meeting its accrual goals. Grade 4 toxicities include 123
neutrophils/granulocytes, 21 leukocytes, 1 hemolysis, 23 hemoglobin, 6 lymphopenia, 108 platelets, 3 transfusions:
platelets, 1 transfusion: pRBCs, 1 ventricular arrhythmia, 1 cardiac left ventricular func., 6 hypotension, 4 edema, 1
DIC, 3 fibrinogen for leukemia, 2 fatigue, 1 endocrine-other, 8 anorexia, 3 dysphagia/esophagitis/odyn, 1
stomatitis/pharyngitis, 1 pancreatitis, 1 constipation, 1 vomiting, 1 CNS hemorrhage/bleeding, 2
hemorrhage/bleeding with grade, 1 liver dysfunction/failure, 1 SGOT(AST), 2 SGPT (ALT), 6 bilirubin, 1 infection
without neutropenia, 1 catheter-related infection, 2 febrile neutropenia, 16 infection, 5 hypocalcemia, 1
hyponatremia, 2 hyperkalemia, 1 hypokalemia, 2 hypermagnesemia, 4 acidosis, 1 alkalosis, 1 bicarbonate, 4
hyperglycemia, 1 arachnoiditis/meningismus/radi, 1 leukoencephalothy associated, 1 pyramidal tract dysfunction, 2
speech impairment, 1 depressed level of consciousness, 2 ataxia, 1 confusion, 1 neuropathy-sensory, 1 neuropathy
cranial, 6 dyspnea, 2 pleural effusion, 1 pneumonitis/pulmonary infilt., 3 adult respiratory distress syn., 4 hypoxia, 2
creatinine, and 5 renal failure. Grade 5 toxicities include 1 CNS hemorrhage/bleeding, 1 hemorrhage/bleeding with
grade, 1 febrile neutropenia, 8 infection, 1 neurologic-other, and 4 pulmonary-other. Ref: CALGB Statistical
Report. One adverse event reported for this study (November 21, 2001).

CONCLUSIONS Too early.
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Report Date: 4 December 2002 Work Unit # 1527-92

DETAIL SUMMARY SHEET

TITLE: CALGB 9190: A Trial of Postoperative Interferon in Resected High Risk Melanoma

KEYWORDS: high-dose interferon, low-dose interferon, observation
PRINCIPAL INVESTIGATOR: COL Joseph J. Drabick MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 2 January 1992

STUDY OBJECTIVE

To establish the efficacy of interferon alfa-2b as an adjuvant in increasing the disease-free survival and
overall survival in patients at high risk for recurrence after definitive surgery for deep primary lesions or
after regional lymph node recurrence

TECHNICAL APPROACH

Eligible patients are randomized to receive one of three treatment plans: (1) high-dose interferon for
approximately 1 year; (2) low-dose interferon for approximately 2 years; or (3) observation-only frequent
follow-up for 2 years, then annually. Those patients randomized to receive interferon will be trained to
self-administer their subcutaneous injections at home.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Since this protocol’s review one year ago, there have been no publications reporting data on this or other
studies with similar study design.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 642, if multi-site study. Grade 4 toxicities
include 7 granulocytopenia, 1 vomiting, 2 diarrhea, 1 dehydration, 1 liver, 1 cardiac, 1 neurologic (motor),
2 neurologic (psycho), 2 fatigue, 1 metabolic, 1 hyperlipidemia, 5 myalgias, 1 arthralgia, and 1 anemia.
Grade 5 toxicities include 1 hemorrhage, and 1 cardiac. No adverse events reported. This study was closed
to accrual June 1, 1995.

Ref: CALGB Statistical Report

CONCLUSIONS
No conclusion as of yet.
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Report Date: 4 December 2002 Work Unit # 1528-92

DETAIL SUMMARY SHEET

TITLE: CALGB 9195 - A Trial of Adjuvant Chemoradiation vs. Observation After Gastric Resection of
Adenocarcinoma

KEYWORDS: post-gastrectomy, adjuvant therapy, observation
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 2 January 1992

STUDY OBJECTIVE

To compare overall and disease-free survival between patients treated with gastrectomy only, and those
treated with gastrectomy plus adjuvant therapy; to compare the incidence and patterns of disease failure
between these two groups of patients; and to assess patient tolerance of upper abdominal chemoradiation
after gastric resection.

TECHNICAL APPROACH

Eligible patients will be randomized to receive either adjuvant chemoradiation, consisting of five courses of
5-fluorouracil and leucovorin plus one course of radiation, or to observation only. This arm would consist
of close observation for symptoms of recurrence over a 2-year period, then annual follow-up thereafter.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications since this protocol’s last review.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 603, if multi-site study. Grade 4 toxicities
include 1 alk phos or 5’ nucleo inc, 1 cardiac-dysrhythmia, 1 circulatory (other), 1 creatinine increase, 8
diarrhea, 1 dyspnea, 67 granulocytopenia, 1 hyperglycemia, 1 hypertension, 1 hypotension, 1 ileus, 1
infection, 13 leukopenia, 1 lymphopenia, 1 somnolence/agitation, 5 stomatitis, 1 thrombocytopenia, 6
vomiting, and 1 wound infection. Grade 5 toxicities include 1 infection and 1 lung (other). No adverse
events reported. This study was closed effective July 15, 1998.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 2 October 2002 Work Unit # 1534-92

DETAIL SUMMARY SHEET

TITLE: CALGB 9191 - A Randomized Study of All-Trans Retinoic Acid vs. Standard Induction Therapy
for Acute Promyelocytic Leukemia

KEYWORDS: induction, consolidation, crossover

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 24 November 1992

STUDY OBJECTIVE

To compare the complete remission rate and disease-free survival of trans retinoic acid (TRA) to that
achieved with conventional induction chemotherapy, including Cytosine Arabinoside plus daunorubicin, in
patients with previously untreated acute promyelocytic leukemia; to compare the toxicities of TRA to those
of cytosine/daunorubicin as induction therapy; and to determine the value of maintenance therapy with
TRA.

TECHNICAL APPROACH

All eligible patients will be initially randomized to receive one of two induction treatments: 1) TRA orally
for 45-90 days; or 2) standard chemotherapy with cytosine and daunorubicin for 7 days total. Once a
complete response is achieved, consolidation therapy will be given for two courses with cytosine, one
course being high dose. If the response remains, the patient is randomized again to receive either
maintenance therapy with TRA or observation alone. If the leukemia returns after a response is achieved
and the patient was randomized to TRA, they will crossover to receive the second therapy.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There are some publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 401, if multi-site study. Grade 4 toxicities
include 164 WBC, 196 platelets, 11 hemorrhage, 14 infection, 1 vomiting, 5 stomatitis, 25 liver-clinical, 20
pulmonary, 5 cardiac, 1 motor, 3 skin, 4 metabolic, 2 coagulation, 1 pulmonary embolus, and 1 diarrhea.
Grade 5 toxicities include 20 hemorrhage, 10 infection, 1 liver-clinical, 4 pulmonary, and 2 cardiac.
Adverse event reported September 28, 2001. This study was closed to accrual effective Feb 1, 1995.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 2 October 2002 Work Unit # 1535-92

DETAIL SUMMARY SHEET

TITLE: CALGB 9222 - A Randomized Study of Intensification Therapy for Patients under Age 60 with
Acute Myelogenous Leukemia

KEYWORDS: post-remission, high-dose cytosine, sequential therapy

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 24 November 1992

STUDY OBJECTIVE

To compare two post-remission chemotherapy regimens: 1) intensification with single-agent high-dose
cytosine arabinoside; and 2) three courses of sequential, potentially non-cross-resistant treatment. To
confirm patient tolerance, and to continue to investigate the prognostic significance of cytogenetics and
immunophenotyping in-patients with acute myelogenous leukemia.

TECHNICAL APPROACH

All eligible patients will receive the same standard induction -- up to two times if necessary -- to achieve a
complete response. Responders will then be randomized to receive either 1) six high doses of cytosine
arabinoside repeated at 28-day intervals for a total of three courses, or 2) six sequential doses of high dose
cytosine, followed by a second cycle of cyclophosphamide and etoposide, and then a third cycle of
diaziquone and mitoxantrone with granulocyte colony-stimulating factor. Patients will then be followed for
relapse or survival.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 5. The total number enrolled study-wide is 474, if multi-site study. Grade 4 toxicities
include 348 WBC, 348 platelets, 75 hemoglobin, 346 granulocytes/bands, 303 lymphocytes, 4 other
hematologic, 8 hemorrhage, 53 infections, 1 nausea, 6 vomiting, 15 diarrhea, 11 stomatitis, 8
esophagitis/dysphag, 14 anorexia, 3 other GlI, 55 bilirubin, 1 other mucosal, 12 transaminase (SGOT), 2 alk
phos/5’ nucleot, 2 liver-clinical, 1 other liver, 5 creatinine, 5 hematuria, 13 renal failure, 2 other
kidney/bladder, 38 dyspnea, 14 O2/PC02, 12 pulmonary edema, 4 non-inf. Pneumonia, 16 ARDS, 11 other
pulmonary, 20 dysrhythmia, 4 cardiac function, 4 ischemia, 4 pericardial, 4 other heart, 2 hypertension, 24
hypotension, 2 skin, 8 fever w/o infection, 20 malaise/fatigue, 15 hyperglycemia, 2 hypoglycemia, 15
hypocalcemia, 5 hypomagnesemia, 3 hyponatremia, 6 hypokalemia, 1 other metabolic, 7 prothrombin time,
5 partial thromboplas, and 1 eye. Grade 5 toxicities include 1 platelets, 7 infections, 3 ARDS, 1 other
pulmonary, 1 cardiac function, and 1 cerebellar. Adverse events reported 1 December 1994, 20 June 1996,
10 October 1996, and 24 February 1997. This study was closed to accrual 31 December 1995.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 30 January 2003 Work Unit # 1541-93

DETAIL SUMMARY SHEET

TITLE: CALGB 9153 - A Trial of Cladribine in Advanced Stage, Low-Grade Non-Hodgkin’s Lymphoma
KEYWORDS: low-grade, lymphoma, advanced
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 30 March 1993

STUDY OBJECTIVE

To: 1) determine the percentage of patients with advanced, previously untreated, low-grade lymphomas
who respond with complete or partial remissions to treatment with Cladribine, 2) estimate the duration of
response for patients with partial and complete responses, and 3) describe the toxicity of Cladribine
treatment in this population.

TECHNICAL APPROACH

All eligible patients will be registered and will receive treatment with Cladribine intravenously as a 2-hour
infusion for 5 consecutive days, every 28 days. A maximum of six cycles will be given. All patients will
be reevaluated every two cycles for response.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

Since this protocol’s review one year ago, there have been no publications reporting data from studies with
similar study design in the literature. The objectives of this investigation have not been fulfilled by prior
studies.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 44, if multi-site study. Grade 4 toxicities
include 7 WBC, 1 hemoglobin, 13 granulocytes/bands, 19 lymphocytes, 1 hemorrhage, and 1 infection. No
adverse events reported. This study closed to accrual effective December 15, 1993.

Ref: CALGB Statistical Report

CONCLUSIONS
Analysis showed this therapy to have a level of antineoplastic activity. No conclusion has been reached.
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Report Date: 4 December 2002 Work Unit # 1547-94

DETAIL SUMMARY SHEET

TITLE: CALGB 9082 - Trial Study of High-Dose CPA/CDDP/BCNU and ABMS as Consolidation to
Adjuvant CAF for Patients With Operable Stage Il or Stage 111 Breast Cancer Involving > 10 Axillary
Lymph Nodes

KEYWORDS: breast, autologous, bone marrow transplant
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 25 January 1994

STUDY OBJECTIVE

To determine if adjuvant chemotherapy [four CAF cycles then high-dose combination CPA/CDDP/BCNU
with autologous bone marrow support (ABMS)] produces superior disease-free and overall survival
compared to adjuvant chemotherapy (four CAF cycles than standard dose CPA/CDDP/BCNU) in patients
with Stage Il or 111 breast cancer in 10 or more lymph nodes. Both arms contain Tamoxifen and radiation
therapy to chest walls. To compare toxicities experienced between the two programs.

TECHNICAL APPROACH

Patients entered into this study have pathologically-confirmed Stage Il or I11A breast cancer with >/= 10
lymph nodes involved. The patients are randomized to either of the two treatments. On 6-week schedule
they are re-evaluated to determine response to the therapy.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been literature reporting data on this study not previously reported which have now been
included (see pubs sect).

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 12. The total number enrolled study-wide is 864, if multi-site study. Grade 4 and Grade 5
toxicities addressed on attached sheets (12pages). Study closed effective May 29, 1998. Adverse events
reported Dec 12, 1994, Nov 14, 1995, Mar 28, 1996, Apr 17, 1996, Aug 12, 1996, Sept 24, 1996, Jan 31,
1997, Apr 4, 1997, Jul 30, 1997, Oct 3 1997, and Oct 9, 2002.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early
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Report Date: 4 December 2002 Work Unit # 1548-94

DETAIL SUMMARY SHEET

TITLE: CALGB 9395 - Phase Il Intergroup Study Prospectively Randomized Trial of Perioperative 5-FU
after Curative Resection, Followed by 5-FU/Leucovorin for Patients with Colon Cancer

KEYWORDS: colon cancer, chemotherapy, Dukes B3 or C
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 25 January 1994

STUDY OBJECTIVE

To determine if adjuvant therapy with 1 week of 5-fluorouracil given continuously within 24 hours of a
curative colon resection followed by 12 months of 5-FU/Levamisole is effective in prolonging disease-free
interval and increasing survival in patients with Dukes” B3 or C colon cancer, when compared to patients
who are treated with 5-FU/Levamisole only. Endpoints include treatment failure, as defined by recurrence
of local/regional or distant metastasis, and survival.

TECHNICAL APPROACH

All eligible patients will be randomized to receive or not receive 7 days of continuous 5-FU infusion
starting within 24 hours of their curative surgery for colon cancer. Those patients found to have evidence
of metastatic disease at the time of surgery will be removed from the study. Those patients who have
pathologic classification of Dukes’ B3 or C colon cancer will receive standard chemotherapy starting 35
days after their surgery; those with Dukes’ B1 or 2 will be followed for evidence of recurrence. In
December of this year, an addendum to the study was approved by the HUC to include CALGB 9667:
Biologic Correlates to Response and Survival in Colon Cancer as a companion to this study; the consent
form was modified to include this tissue block study.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this protocol since last years review.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 55. The total number enrolled study-wide is 854, if multi-site study. These toxicities were
listed as Life Threatening which include 7 leukopenia, 2 granulocytopenia, 3 anemia, 3 infection, 3 nausea,
8 vomiting, 19 diarrhea, 3 stomatitis, 1 liver, 4 pulmonary, 4 cardiac, 1 skin, 6 neuro-motor, 1 neuro-
sensory, 2 neuro-clinical, 1 metabolic, and 3 others. Lethal toxicities include 1 other. Adverse events
reported Oct 20, 1995, Sept 30, 1996, Jul 17, 1997, Sept 15, 1997, Sept 23, 1997, Sept 30, 1997, Oct 10,
1997, Nov 10, 1997, Dec 11, 1997, Jan 20, 1998, Feb 18, 1998, Apr 6, 1998, Jun 8, 1998, Jul 22, 1998,
Nov 23, 1998, Feb 8 1999, Oct 25, 1999, Nov 29, 1999, Mar 8, 2000, Jun 29, 2000, Jul 17, 2000, Sept 18,
2001, Mar 6, 2002, Apr 15, 2002, and May 14, 2002. This study was closed effective May 19, 2000.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 28 February 2003 Work Unit # 1554-94

DETAIL SUMMARY SHEET

TITLE: CALGB 9291 - A Randomized Study of Subtotal Nodal Irradiation vs. Irradiation Plus
Chemotherapy for Stages I-11A Hodgkin’s disease

KEYWORDS: radiation therapy, chemotherapy, early-stage disease

PRINCIPAL INVESTIGATOR: COL Joseph Drabick MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 26 April 1994

STUDY OBJECTIVE

To compare the progression-free and overall survival of non-laparotomized patients with clinical stage 1A
or IIEA Hodgkin’s disease treated with subtotal nodal irradiation (3,600 — 4,000 cGy) alone to three cycles
of doxorubicin and Vinblastine plus subtotal nodal irradiation.

TECHNICAL APPROACH

All eligible patients were randomized to receive one of two treatments. Treatment one was 8-9 weeks of
daily (x5) radiation therapy. Treatment two was chemotherapy by vein with two drug, doxorubicin and
Vinblastine, over 5-10 minutes, every 14 days x 6 doses. The second group received radiation therapy in
the same way that treatment one patients received it. All patients were asked to complete a quality-of-life
evaluation form before treatment and an additional eight times. The questionnaire took approximately 20-
45 minutes to complete. There was a change to the accrual goal, which was reported to the HUC in
addendum #8 approved in October 1995.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no new publications reporting data from this study or others with similar study design.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 8. The total number enrolled study-wide is 348, if multi-site study. Grade 4 toxicities
include 1 leukopenia, 25 granulocytopenia, 27 maximum grade any toxicity, 1 arrhythmia NOS, 1 dyspnea,
1 hyponatremia, 1 lung-other, 1 mood change, and 1 vomiting. Grade 5 toxicities include 1 pneumonitis, 1
resp inf w/o neut, 1 maximum grade any toxicity, and 1 resp inf with neut. No adverse events reported.
This study was closed to accrual effective April 20, 2000.

Ref: CALGB Statistical Report

CONCLUSIONS

The SWOG DSMC identified that the relapse rate in the chemotherapy plus radiation therapy arm was
lower than in the radiation therapy alone arm. However, overall survival was found to be about equal in
either arm. WRAMC IRB was informed of these findings in June 2000. This study was published in JCO,
November 2001.
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Report Date: 1 May 2003 Work Unit # 1557-94

DETAIL SUMMARY SHEET

TITLE: CALGB 9344 - Adjuvant High-Dose vs. Standard-Dose Cyclophosphamide, Adriamycin
with/without Taxol for Node-Positive Breast Cancer

KEYWORDS: breast cancer, node positive, adjuvant

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 June 1994

STUDY OBJECTIVE

To determine whether higher doses of doxorubicin used as an adjuvant with cyclophosphamide in patients
with early breast cancer will increase disease-free survival and overall survival. To determine whether the
use of taxol as single agent after the completion of four cycles of cyclophosphamide and doxorubicin in
combination will further improve disease-free and overall survival compared to the two previous drugs
alone.

TECHNICAL APPROACH

All eligible patients will be randomized to one of six treatments: 1) standard dose cyclophosphamide with
high-dose doxorubicin followed by taxol; 2) same two initial drugs without taxol; 3) standard
cyclophosphamide with moderate dose doxorubicin with taxol afterwards; 4) same two initial drugs without
taxol; 5) standard doses of cyclophosphamide and doxorubicin with taxol afterwards; or 6) standard doses
without taxol. If taxol is given, there will be four courses. Tamoxifen will be given afterwards to receptor
positives. The consent was revised to include new findings on leukemia risk with high-dose therapy.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been an additional publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMC is 16. The total number enrolled study-wide is 3170, if multi-site study. Grade 4
toxicities include 327 WBC, 74 platelets, 16 hemoglobin, 711 granulocytes/bands, 484 lymphocytes,
13 nausea, 28 vomiting, 4 diarrhea, 6 stomatitis, esophagitis/dysphasia, 1 anorexia, 1 bilirubin, 1
alkphos 5”NUC, 1 creatinine, 1 BUN, 1 renal failure, 3 dyspnea, 1 other pulmonary, 2 hypotension, 1
embolism, 1 edema, 2 cortical, 1 cerebellar, 2 mood, 1 pain, 1 other neuro, 1 allergy, 5 malaise/fatigue,
1 hyponatremia, 1 prothrombin Time, 1 other mucosal, 4 infection, 1 sensory, and 11 hyperglycemia.
Adverse events reported Oct 2, 1995, Mar 25, 1996, Apr 4, 1997, and Jun 16, 1999. This study was
closed to accrual effective April 15, 1997.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 July 2003 Work Unit # 1558-94

DETAIL SUMMARY SHEET

TITLE: CALGB 9394 - A Phase 111 Comparison of Two Schedules of Cyclophosphamide and
Doxorubicin for High-Risk Patients with Breast Cancer Involving 0-3 Axillary Lymph Nodes

KEYWORDS: primary breast cancer, high-risk, 0-3 positive nodes

PRINCIPAL INVESTIGATOR: Joseph Drabick, COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 30 August 1994

NEW ANNIVERSARY DATE: 30 July

STUDY OBJECTIVE

To compare disease-free survival, overall survival, and toxicity of high-risk primary breast cancer patients
with 0-3 positive axillary lymph nodes treated with adjuvant high-dose chemotherapy with doxorubicin plus
cyclophosphamide (AC) or high-dose sequential chemotherapy with doxorubicin followed by
cyclophosphamide (AC).

TECHNICAL APPROACH

All eligible patients will be randomized to one of the two treatment arms as described above. Treatment |
will consist of both drugs every 3 weeks times 6 cycles. Treatment Il will consist of 4 cycles of
doxorubicin at 21-day intervals followed by 3 cycles of cyclophosphamide at 14-day intervals. All post-
menopausal and hormone receptor-positive women will then receive Tamoxifen for five years following
completion of the chemotherapy.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been one abstract published that is reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 7. The total number enrolled study-wide is 3176, if multi-site study. This study closed to
accrual effective 1 May 1997 and met accrual goal. Grade 4 toxicities included 74 anemia, 2
anxiety/depression, 1 bilirubin increase, 4 cardiac-EF/CHF, 3 cardiac-dysrhythmia, 1 cardiac-other, 2
convulsions, 16 diarrhea, 4 dyspnea, 2 edema, 2 fever without infection, 1 GI, 1 gastritis/ulcer, 705
granulocytopenia, 5 hematologic-other, 1 hemorrhagic cystitis, 1 hypokalemia, 2 hypotension, 4 infection,
732 leukopenia, 355 lymphopenia, 1 mucositis-other, 1 pharynx/esophagitis, 3
phlebitis/thrombosis/embolism, 1 pneumonitis/effusions/infiltr., 1 renal failure, 1 respiratory infection, 1
skin rash/urticaria, 1 stomatitis, 141 thrombocytopenia, 1 transaminase (SGOT, SGPT), 1 vaginal bleeding,
96 vomiting, and 4 miscellaneous-other. Grade 5 toxicities include 1 infection, and 1 miscellaneous-other.

Adverse event memos sent June 9, 1997 and June 18, 1999.
Ref: CALGB Statistical Report

CONCLUSIONS
Analysis is in progress.
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Report Date: 28 July 2003 Work Unit # 1559-94

DETAIL SUMMARY SHEET

TITLE: CALGB 9351 - A Phase 1l Study of High-Dose Chemotherapy in Previously Untreated Non-
Hodgkin’s Lymphoma

KEYWORDS: aggressive disease, high-dose CHOP

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 27 September 1994

STUDY OBJECTIVE

To: 1) estimate the overall response rate and determine whether dose-intensified CHOP (high-dose CHOP)
chemotherapy with G-CSF can be administered with acceptable toxicity to low intermediate-, high
intermediate-, and high-risk patients; and 2) determine whether it is possible to identify with early restaging
gallium scans a subset of patients who are less likely to achieve a durable complete response.

TECHNICAL APPROACH

All eligible patients will receive chemotherapy with high doses of cyclophosphamide and doxorubicin and
standard doses of vincristine and prednisone. Four cycles will be given at three-week intervals for a total
treatment time of three months. G-CSF and an oral antibiotic will be given prophylactically for 14 days
after each treatment. The first three days of treatment will be in the hospital; the remainder will be done as
an outpatient.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been an abstract reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 4. The total number enrolled study-wide is 99, if multi-site study. Two subjects have died.
Grade 4 toxicities include 70 WBC, 65 platelets, 12 hemoglobin, 68 granulocytes/bands, 65 lymphocytes, 1
other hematologic, 1 hemorrhage, 2 infection, 2 diarrhea, 2 stomatitis, 1 esophagitis/dysphagia, 1 anorexia,
3 bilirubin, 1 other liver, 6 hematuria, 1 hemorrhagic cystitis, 3 dyspnea, 2 PO2/PC02, 1 Ards, 1
dysrhythmia, 1 pain, 2 skin, 1 local, 1 hyperglycemia, 2 hyponatremia, and 1 hypokalemia. Grade 5
toxicity includes 1 other miscellaneous. This study was closed to accrual effective July 31, 1996.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 May 2003 Work Unit # 1560-87

DETAIL SUMMARY SHEET

TITLE: CALGB 8642 - A Master Protocol to Study Single-Agent Chemotherapy vs. Standard
Chemotherapy for Advanced Breast Cancer

KEYWORDS: chemotherapy, cancer, breast

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 30 June 1987

STUDY OBJECTIVE
To evaluate ability of single Phase 11 agents to achieve responses in previously untreated metastatic breast
cancer patients.

TECHNICAL APPROACH

Randomized study in which all eligible patients receive standard cytoxan, Adriamycin and 5-fluorouracil
(CAF) therapy, or a Phase Il agent. Those randomized to receive a Phase Il agent are treated for two cycles
and then reevaluated for response or progression. If progression occurs, they are switched to CAF therapy.
The next Phase Il drug treatment arm, using alsamitrucin, was approved by the CALGB June 1992 for
limited institutions.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMOC is 18. The total number enrolled study-wide is 365, if multi-site study. Grade 4
toxicities include 62 leukopenia, 26 thrombo, 8 anemia, 5 infection, 6 nausea and vomiting, 1
pulmonary, 2 cardiac, 1 fever w/o infection, 1 local toxicity, 1 hyperglycemia, and 36 other. Grade 5
toxicities include 1 pulmonary. Adverse events reported April 17, 1992, September 7, 1993, March
26, 1996, and September 30, 1996. This study was closed to accrual effective December 31, 1993.

Ref: CALGB Statistical Report
CONCLUSIONS
This study concluded that in previously untreated metastatic breast cancer patients, the limited use of a

single phase Il agent prior to treatment with initial standard drugs does not result in any significant
increased toxicity, decreased overall response rate, or shortened survival.
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Report Date: 2 September 2003 Work Unit #1560-95

DETAIL SUMMARY SHEET

TITLE: CALGB 9491 — An Intergroup Study of Rectal Cancer Adjuvant Therapy, Phase 111
KEYWORDS: 5-Fluorouracil bolus, prolonged infusion, pelvic radiation

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 October 1994

New Anniversary Month: September

STUDY OBJECTIVE

To compare the effectiveness of 5-FU by bolus injection vs. 5-FU by prolonged infusion given prior to and
following combined pelvic radiation therapy plus protracted venous infusion vs. 5-FU by bolus injection
plus Leucovorin plus levamisole given prior to and following combined pelvic radiation plus bolus 5-FU
plus Leucovorin in the treatment of stage B2, B3, and C rectal cancer.

TECHNICAL APPROACH

All eligible patients will be randomized to receive one of three treatments: 1) 5-FU bolus for 5 consecutive
days, repeated in 4 weeks; 2) continuous 5-FU for 6 weeks intravenously through a portable pump; or 3) 5-
FU bolus, similar to treatment 1, but given with levamisole and Leucovorin. Radiation therapy to the
pelvis is given in all three treatments. Total treatment time is about 6 months.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this study or from studies with similar study design.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 1917, if multi-site study. Projected accrual was
for 2400 patients. Grade 4 toxicities include 15 cardiovascular, 2 dermatologic, 82 gastrointestinal, 279
hematologic, 11 infection, 1 lung, 3 metabolic, 1 musculoskeletal, 5 neurologic, 4 renal/bladder, and 1
secondary malignancy. Grade 5 toxicities include 3 cardiovascular, 2 gastrointestinal, 1 hemorrhage, 7
infection, and 3 lung. This study was closed to accrual effective August 1, 2000 — met accrual goals.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 2 September 2003 Work Unit #1561-95

DETAIL SUMMARY SHEET

TITLE: CALGB 9497 — Health Status and Quality-of-Life in Patients with Early Stage Hodgkin’s Disease;
A Companion Study to CALGB 9391

KEYWORDS: quality-of-life, early stage, Hodgkin’s

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 October 1994

New Anniversary Month: September

STUDY OBJECTIVE

To evaluate prospectively the health status and quality-of-life (QOL) of early-stage Hodgkin’s disease
patients receiving either subtotal nodal irradiation or short-course chemotherapy plus subtotal nodal
irradiation. To describe the short-term, acute effects of two treatments for early-stage disease on patient
reports of symptoms of QOL.

TECHNICAL APPROACH

All patients eligible for treatment on the treatment study CALGB # 9391 will be registered to this
companion study and complete questionnaires related to current health status and QOL. These
questionnaires will be completed prior to treatment and at eight specified time points during their treatment.
The results will be reviewed and analyzed by the Psycho-Oncology Committee at CALGB.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have not been any publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 8. The total number enrolled study-wide is 263, if multi-site study. This study was closed
to accrual effective April 20, 2000.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 2 October 2002 Work Unit # 1562-95

DETAIL SUMMARY SHEET

TITLE: CALGB 9343 - Evaluation of Lumpectomy, Tamoxifen, and Irradiation of the Breast Compared
with Lumpectomy plus Tamoxifen in Women 70 Years of Age or Older Who Have Carcinoma of the
Breast That Is Less Than or Equal to 4 Cm and Clinically- Negative Axillary Nodes

KEYWORDS: Tamoxifen, breast, lumpectomy

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 29 November 1994

STUDY OBJECTIVE

To determine the net value of radiation therapy in eligible patients with breast cancer, all of who receive
Tamoxifen. To assess whether radiation therapy decreases rate of recurrence and incidence of eventual
mastectomy. To estimate overall survival, disease-free survival, and breast cancer-specific morbidity for
the two groups.

TECHNICAL APPROACH

Eligible breast cancer patients will be randomized to receive either a lumpectomy followed by Tamoxifen,
or lumpectomy followed by radiation therapy (for approximately 6 weeks) plus Tamoxifen. Patients will
be followed closely for recurrence. In the event of mastectomy subsequent to initial lumpectomy, patients
will go off study and be followed for second primary and mortality.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Since this protocol’s review a year ago, there have been no publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 13. The total number enrolled study-wide is 647, if multi-site study. There have been no
toxicities reported on this study. This study was closed to accrual effective 26 February 1999. Adverse
events reported 4 April 1997 and 22 September 1998.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 November 2002 Work Unit # 1563-95

DETAIL SUMMARY SHEET

TITLE: CALGB 9312 - Phase 111 Comparison of Standard vs. Myeloablative Therapy for Previously
Untreated Symptomatic Multiple Myeloma

KEYWORDS: myeloma, transplant, interferon

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 20 December 1994

STUDY OBJECTIVE

1) To perform a randomized trial in newly diagnosed systemic myeloma (MM) patients, of standard
therapy vs. myeloablative therapy in order to examine whether intensive therapy translates into extended
survival and progression-free survival. 2) To randomize responding patients to interferon vs. no
maintenance to evaluate the role of interferon in MM.

TECHNICAL APPROACH

All eligible patients will receive standard chemotherapy (vincristine, doxorubicin, and dexamethasone) for
4 cycles. Responding patients will be randomized to receive autologous stem cell transplant with high dose
chemotherapy or standard chemotherapy for 12 months. All patients will initially receive high-dose
Cytoxan before transplant. After completion of transplant or chemotherapy, all patients will be randomized
to observation or maintenance with interferon. This study has been amended several times this year to
afford all patients the opportunity of bone marrow transplantation at some point in their treatment.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this study or from studies with similar study design.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 22. The total number enrolled study-wide is 899, if multi-site study. Grade 4 toxicities
include 15 cardiovascular, 4 dermatologic, 1 endocrine, 5 flu-like symptoms, 56 gastrointestinal, 503
hematologic, 4 hemorrhage, 1 immunological, 13 infection, 22 lung, 38 metabolic, 16 neurologic, 6 pain,
18 renal/bladder, 4 infection, 2 liver, 1 miscellaneous, 2 syndromes, and 1 secondary malignancy. Grade 5
toxicities include 4 ADR, 4 cardiovascular, 1 gastrointestinal, 2 hemorrhage, 22 infection, 7 lung, 3
renal/bladder, 9 infection, and 2 syndromes. Adverse events memo sent to Col Sjogren from Hem Onc ref.
SWOG Memo dated Sept 6, 1995 (microangiopathic renal failure). Additional memos sent from Hem Onc
dated Apr 2, 1996, Jun 4, 1996, Dec 2, 1996, Jan 2, 1997, Apr 17, 1996, Apr 23, 1997, Jun 25, 1997, Aug
11, 1997, Sept 22, 1997, May 19, 1998, Nov 3, 1998, Feb 23, 1999, Jun 23, 1999, Sept 9, 1999, Sept 29,
1999, Sept 11, 2000, Jan 9, 2001, and Aug 9 2001. This study was closed to accrual effective 1 October
2000.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 6 December 2002 Work Unit # 1564-95

DETAIL SUMMARY SHEET

TITLE: CALGB 9498 - A Phase I1l Randomized Trial of 5-FU/Levamisole/Flucovorin vs.5-
FU/Levamisole as Adjuvant Therapy for Colon Cancer

KEYWORDS: colon cancer, levamisole, leucovorin
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 31 January 1995

STUDY OBJECTIVE

To compare the effectiveness of bolus 5-FU/leucovorin/levamisole vs. continuous infusion 5-
FU/levamisole as adjuvant therapy for patients with Stage B2, C1, or C2 colon cancer. This will be
measured in terms of overall survival. Disease-free survival will be secondary endpoint.

TECHNICAL APPROACH

Eligible patients will be randomized to either bolus 5-FU/leucovorin/levamisole or to infusion 5-
FU/levamisole. In arm 1, cycles will be repeated at the end of 4 weeks, 8 weeks, and then every 5 weeks for
a total of 6 cycles; levamisole will continue for 6 months. In arm 2, following each of the initial 2-week
cycles, there will be a 1-week rest followed by a resumption of chemotherapy. Patients with progressive
disease or unacceptable toxicities will be removed from the study. All patients will be followed until death.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this study or from studies with similar study design in
the literature.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 1. The total number enrolled study-wide is 1135, if multi-site study. Grade 4 toxicities
include 5 cardiovascular, 1 clotting, 1 flu-like symptoms, 41 gastrointestinal, 115 hematologic, 3 infection,
1 liver, 2 lung, 3 metabolic and 4 pain. Grade 5 toxicity includes 2 infection. No adverse events reported.
This study closed December 15, 1999.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 July 2003 Work Unit # 1567-95

DETAIL SUMMARY SHEET

TITLE: CALGB 9511 - A Pilot Trial with Limited Pharmacokinetic Monitoring During Remission
Induction and Consolidation Chemotherapy for Adult Acute Lymphoblastic Leukemia

KEYWORDS: PEG-Asparaginase, pharmacokinetic, ALL

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 29 August 1995

STUDY OBJECTIVE
1) Determine toxicity profile for PEG-Asparaginase given as part of intensive multi-agent
chemotherapy in patients with previously untreated ALL;
2) Determine incidence and significance of neutralizing antibodies, and levels of asparaginase after
early treatment with PEG-Asparaginase; and
3) Obtain estimate of relationship of these to outcome in ALL.

TECHNICAL APPROACH

Eligible consenting patients with previously untreated ALL will receive aggressive chemotherapy that
includes PEG-Asparaginase in place of L-Asparaginase during induction and early intensification phases of
treatment (lasting 60 days), and standard chemotherapy for remaining phases of treatment (lasting 2 years).
Patients will be monitored weekly during maintenance therapy, every 3 months for the following year if the
patient is in remission, and every 6 months for 4 additional years.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been additional publications since last APR reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMOC is 6. The total number enrolled study-wide is 104, if multi-site study.

Study closed to accrual effective December 15, 1997, because it met its accrual goal. Grade 5
toxicities include 1 infection, 1 adult respiratory distress syndrome (ARDS), 4 infections, 1 hepatic, 1
pulmonary, 1 renal.

CONCLUSIONS
Too early.
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Report Date: 2 October 2002 Work Unit # 1569-96

DETAIL SUMMARY SHEET

TITLE: CALGB 9251 - A High Intensity, Brief Duration Phase Il Chemotherapy Trial in Small, Non-
Cleaved Lymphoma and L-3 Acute Lymphoblastic Leukemia (ALL)

KEYWORDS: high intensity, Phase I, chemotherapy

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 November 1995

STUDY OBJECTIVE

To determine: 1) response rate and disease-free survival of patients with category “J” NHL and L3 ALL,
not associated with HIV infection, when treated with high intensity, brief duration chemotherapy; and 2)
toxicity of this regimen in an HIVV-negative patient population.

TECHNICAL APPROACH

All eligible patients will receive the same therapy. All drugs have been used previously to treat these
diseases, but will be given at higher doses for a shorter time period. Course | (day 1-7) includes CPA (1V)
and prednisone (po). Course Il (day 8-12) includes IFF, Mesna, MTX, Leuco, VCR, Ara-C, Etop (IV), Dex
(po), and intrathecal combination chemotherapy (day 8 and 12). This therapy is repeated for Course VI
(day 50-54) and Course IV (day 92-96). Course Il (day 29-33) includes CPA, MTX, Leuco, VCR, Adr
(1V), Dex (po), and intrathecal combination chemotherapy (day 29 and 31). This is followed by cranial
radiation therapy on days 34 to 49 in Course Il1 only. Course 11l chemotherapy is repeated for Course V
(day 71-75) and Course VI (day 113-117). All patients will receive first three courses at full dose and on
time. In event of slow marrow recovery, later doses may be delayed.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There is one publication reporting data on this protocol.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 134, if multi-site study. Grade 4 toxicities
include 121 WBC, 108 platelets, 34 hemoglobin, 118 granulocytes, 113 lymphocytes, 6 other hematologic,
5 hemorrhage, 16 infection, 5 vomiting, 5 diarrhea, 35 stomatitis, 17 esophagitis/dysph, 11 anorexia, 2
other GI, 3 other mucosal, 12 bilirubin, 3 transaminase, 3 other liver, 1 creatinine, 2 hematuria, 3 BUN, 2
hemorrhagic cyst, 5 renal failure, 7 dyspnea, 1 PO2/PCO2, 6 pulmonary edema, 3 Ards, 5 other pulmonary,
5 dysrhythmia, 1 cardiac function, 1 other heart, 4 hypotension, 4 edema, 1 sensory, 4 motor, 2 cortical, 2
mood, 8 pain, 1 other neurologic, 1 skin, 1 local, 1 fever w/o infect, 1 myalgias/arthratg, 10 malaise/fatigue,
2 hyperglycemia, 1 hypoglycemia, 1 amylase, 2 hypercalcemia, 8 hypocalcemia, 1 hypomagnesemia, 2
hyponatremia, 3 hypokalemia, 1 fibrinogen, 2 prothrombin time, 7 partial thrombopl, 1 eye, and 5 other
misc. Grade 5 toxicities include 1 lymphocyte, 7 infections, and 1 other pulmonary, and 1 dysrhythmia.
This study closed to accrual effective 29 February 2000.

Ref: CALGB Statistical Report
CONCLUSIONS

Preliminary results show this therapy to be associated with a high response rate and durable remissions. No
final conclusions have been reached.
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Report Date: 4 December 2002 Work Unit # 1570-96

DETAIL SUMMARY SHEET

TITLE: Cancer and Leukemia Group B

KEYWORDS: grant, NIH, cancer
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 January 1996

Umbrella Study

STUDY OBJECTIVE

This is the NIH “umbrella” grant for all CALGB studies at WRAMC. CALGB brings together more than
two dozen academic institutions and their affiliates in order to conduct cancer treatment trials and related
research.

TECHNICAL APPROACH

At WRAMC, through the CALGB program, over thirty active protocols are available to eligible DOD
patients. All WRAMC protocol patients are followed by CALGB staff for life regardless of status of
protocol enrollment. Patients are treated per individual protocol.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

During this reporting period, WRAMC has maintained steady enrollment to active protocols, new protocol
submissions in many areas of oncology research, timely and complete patient follow-up, and up to date
continuing review on all open protocols. CALGB researchers’ at WRAMC continue to participate in
CALGB national meetings, serve on CALGB committees, publish in their fields, and provide appropriate
study information to the staff and patients at WRAMC. NNMC remains an affiliate of WRAMC.

Please see individual protocols.

CONCLUSIONS
CALGB continues to be a healthy and growing research organization at WRAMC aspiring to provide the
best study opportunities for our patients that desire them.
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Report Date: 28 August 2002 Work Unit # 1573-87

DETAIL SUMMARY SHEET

TITLE: CALGB 8762 - Molecular Subtypes in Acute Lymphatic Leukemia with Philadelphia
Chromosome

KEYWORDS: Philadelphia chromosome, ALL

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 27 October 1987

STUDY OBJECTIVE
To determine the incidence of pH positivity in patients with previously untreated acute lymphatic leukemia
(ALL).

TECHNICAL APPROACH

Non-randomized comparison study in which all eligible patients who consent allow a sample of blood and
bone marrow to be sent to a reference laboratory at the time of diagnosis, first intensification, and at
relapse.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 15. The total number enrolled study-wide is 393, if multi-site study. No grade 4 toxicities
reported. Adverse events reports sent September 16, 1996, and September 22, 1997. This study was closed
to accrual effective April 15, 1999.

Ref: CALGB Statistical Report
CONCLUSIONS

While final conclusions have not been reached, analysis is ongoing and has shown correlation between
chromosomal features and disease outcome and response to treatment.
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Report Date: 3 September 2003 Work Unit #1573-87

DETAIL SUMMARY SHEET

TITLE: CALGB 8762 — Molecular Subtypes in Acute Lymphatic Leukemia with Philadelphia Chromosome
KEYWORDS: Philadelphia chromosome, ALL

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 27 October 1987

New Anniversary Month: September

STUDY OBJECTIVE
To determine the incidence of pH positivity in patients with previously untreated acute lymphatic leukemia
(ALL).

TECHNICAL APPROACH
Non-randomized comparison study in which all eligible patients who consent allow a sample of blood and bone
marrow to be sent to a reference laboratory at the time of diagnosis, first intensification, and at relapse.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at
WRAMC is 15. The total number enrolled study-wide is 393, if multi-site study. No Grade 4 toxicities
reported. Adverse event reports sent September 16, 1996, and September 22, 1997. The study closed to accrual
effective April 15, 1999.

Ref: CALGB Statistical Report
CONCLUSIONS

While final conclusions have not been reached, analysis is ongoing and has shown correlation between
chromosomal features and disease outcome and response to treatment.
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Report Date: 3 March 2003 Work Unit # 1573-96

DETAIL SUMMARY SHEET

TITLE: CALGB 9334 - Sclerosis of Pleural Effusions by Talc Thoracoscopy vs. Talc Slurry: A Phase 111
Study

KEYWORDS: Pleural Effusion, Talc Slurry, Thoracoscopy
PRINCIPAL INVESTIGATOR: COL Joseph Drabick MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 23 April 1996

STUDY OBJECTIVE

To compare a proportion of patients with successful pleurodesis at 30 days post-treatment for malignant
pleural effusion (MPE) by talc slurry via chest tube or thorascospic talc insufflations. To compare the cost
of treating MPE patients with these methods. To compare treatments with respect to time to recurrence of
effusion, duration of drainage, extent of post treatment complications and toxicities, and patient quality-of-
life and pain.

TECHNICAL APPROACH

Eligible patients with MPE will be randomly assigned to receive either thoracoscopy with talc insufflations
or talc slurry via chest tube at the bedside. Patients will be closely monitored for medical and surgical
complications for 30 days, and actively followed for six months. Patients will complete quality-of-life
instruments before treatment and 30 days after treatment. Pain will be assessed 2x per day while patient
has a chest tube in place after procedure. Monthly follow-up visits with chest x-rays will be done for six
months.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been a publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 12. The total number enrolled study-wide is 501, if multi-site study. Grade 4 toxicities
include 2 WBC, 2 granulocytes/bands, 4 lymphocytes, 22 dyspnea, 4 PO2/PCO2, 4 pulmonary edema, 3
Ards, 4 other pulmonary, 3 dysrhythmia, 2 cardiac function, 1 ischemia, 2 hypotension, 1 cortical, 4
malaise/fatigue, 1 partial thromboplast, 1 other miscellaneous, and 22 maximum toxicity. Adverse events
reported Oct 21, 1996, Mar 6, 1997, May 7, 1998, Dec 29, 1998, Jan 7, 1999, Feb 22, 1999, Mar 1, 1999,
Mar 25, 1999, May 13, 1999, and Apr 26, 2000. Study closed to accrual effective September 30, 1999.

Ref: CALGB Statistical Report

CONCLUSIONS
Analysis ongoing. Too early.
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Report Date: 15 July 2003 Work Unit # 1573-96

DETAIL SUMMARY SHEET

TITLE: CALGB 9334 - Sclerosis of Pleural Effusions by Talc Thoracoscopy vs. Talc Slurry: A Phase 111
Study

KEYWORDS: Pleural Effusion, Talc Slurry, Thoracoscopy
PRINCIPAL INVESTIGATOR: COL Joseph Drabick MC

DEPARTMENT: Medicine STATUS: C
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 23 April 1996

STUDY OBJECTIVE

To compare a proportion of patients with successful pleurodesis at 30 days post-treatment for malignant
pleural effusion (MPE) by talc slurry via chest tube or thoracoscopic talc insufflations. To compare the
cost of treating MPE patients with these methods. To compare treatments with respect to time to
recurrence of effusion, duration of drainage, extent of post treatment complications and toxicities, and
patient quality-of-life and pain.

TECHNICAL APPROACH

Eligible patients with MPE will be randomly assigned to receive either thoracoscopy with talc insufflations
or talc slurry via chest tube at the bedside. Patients will be closely monitored for medical and surgical
complications for 30 days, and actively followed for six months. Patients will complete quality-of-life
instruments before treatment and 30 days after treatment. Pain will be assessed 2x per day while patient
has a chest tube in place after procedure. Monthly follow-up visits with chest x-rays will be done for six
months.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been a publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 12. The total number enrolled study-wide is 501, if multi-site study. Grade 4 toxicities
include 2 WBC, 2 granulocytes/bands, 4 lymphocytes, 22 dyspnea, 4 PO2/PCO2, 4 pulmonary edema, 3
Ards, 4 other pulmonary, 3 dysrhythmia, 2 cardiac function, 1 ischemia, 2 hypotension, 1 cortical, 4
malaise/fatigue, 1 partial thromboplast, 1 other miscellaneous, and 22 maximum toxicity. Adverse events
reported Oct 21, 1996, Mar 6, 1997, May 7, 1998, Dec 29, 1998, Jan 7, 1999, Feb 22, 1999, Mar 1, 1999,
Mar 25, 1999, May 13, 1999, and Apr 26, 2000. Study closed to accrual effective September 30, 1999.
CALGB is no longer collecting data on the study participants. WRAMC is closing this study.

CONCLUSIONS
Analysis is ongoing. Too early.
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Report Date: 28 August 2002 Work Unit # 1574-87

DETAIL SUMMARY SHEET

TITLE: CALGB 8763 - Immunoglobulin and T Cell Receptor Gene Rearrangement in Adult Acute
Lymphatic Leukemia

KEYWORDS: immunoglobulin, T-cell receptor, ALL

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 27 October 1987

STUDY OBJECTIVE
To determine the incidence of 1g and T-cell receptor gene rearrangements from samples of patients with
previously untreated adult acute lymphatic leukemia (ALL).

TECHNICAL APPROACH

Non-randomized companion study in which all eligible patients who consent allow a sample of bone
marrow and blood to be sent to CALGB reference laboratory at the time of diagnosis, prior to first
intensification, and at relapse.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been one published abstract reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 10. The total number enrolled study-wide is 370, if multi-site study. No grade 4 toxicities
reported. This study was closed to further accrual effective May 31, 1996 — met its objectives. Adverse
event reported September 16, 1996, and September 22, 1997.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 3 September 2003 Work Unit # 1574-87

DETAIL SUMMARY SHEET

TITLE: CALGB 8763 — Immunoglobulin and T Cell Receptor Gene Rearrangement in Adult Acute Lymphatic
Leukemia

KEYWORDS: immunoglobulin, T-cell receptor, ALL

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 27 October 1987

New Anniversary Month: September

STUDY OBJECTIVE
To determine the incidence of 1g and T-cell receptor gene rearrangements from samples of patients with
previously untreated adult acute lymphatic leukemia (ALL).

TECHNICAL APPROACH

Non-randomized companion study in which all eligible patients who consent allow a sample of bone marrow
and blood to be sent to CALGB reference laboratory at the time of diagnosis, prior to first intensification, and at
relapse.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
I have found no additional publications reporting any data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at
WRAMC is 10. The total number enrolled study-wide is 370, if multi-site study. No grade 4 toxicities
reported. Adverse events reported September 16, 1996 and September 22, 1997. Study was closed to accrual
effective May 31, 1996 (met its objective).

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 31 October 2002 Work Unit # 1577-80

DETAIL SUMMARY SHEET

TITLE: CALGB 8361 - Immunologic Diagnostic Studies in AML (Blood Drawing Phase; Previously
CALGB 7921); A Comparative Study of Three Remission Induction Regimens and Two Maintenance
Regimens for AML (Treatment Phase; Previously CALGB 8321)

KEYWORDS: immunology, oncology, leukemia

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 31 December 1981

STUDY OBJECTIVE

1) To determine the incidence of various markers in acute myelogenous leukemia (AML); 2) To correlate
the presence of these markers and the surface antigen phenotype they determine with the FAB histological
classification; and 3) To correlate the presence of the various markers with the initial and subsequent
clinical characteristics of the disease.

TECHNICAL APPROACH

All eligible patients are registered prior to the initial therapy. From the diagnostic bone marrow procedure,
2 cc of bone marrow and 7 cc of peripheral blood are collected and sent by express mail to the CALGB
reference laboratory for analysis and confirmation of classification. Samples are again obtained at relapse.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been literature published reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 65. The total number enrolled study-wide is 2405, if multi-site study. Study was closed to
accrual 30 May 1997 after meeting study objective.

Ref: CALGB Statistical Report
CONCLUSIONS

Immunophenotyping has provided useful in the stratification of some leukemia at high risk for relapse.
Analysis is ongoing.
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Report Date: 25 March 2003 Work Unit # 1579-96

DETAIL SUMMARY SHEET

TITLE: CALGB 9254 - Anti-B4-Blocked-Ricin (NSC #639185) Adjuvant Post-Autologous Bone Marrow
Transplant - A Phase 111 Study

KEYWORDS: ABB, ricin, NHL

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 May 1996

STUDY OBJECTIVE
To determine the effect on disease-free survival of Anti-B4-bR administered by 7-day continuous infusion
to patients in complete remission after ABMT for B-cell NHL.

TECHNICAL APPROACH

All eligible NHL patients who consent to this study will receive standard ABMT therapy. If they achieve
complete remission, they will be randomized to receive Anti-B4-Blocked-Ricin or observation. Patients
who receive ABB will receive a 7-day continuous infusion between 60 and 120 days post ABMT, and
another course 14 days later. Treatment is done on an outpatient basis with frequent (6 visits) clinic
monitoring. Lab studies are routine for ABMT patients with 1 extra tube for pharmacokinetic samples in
patients receiving drug treatment. Patients will be followed by clinic visits every 6 months for 3 years.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been a publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 511, if multi-site study. Grade 4 toxicities
include 1 WBC, 5 platelets, 3 granulocytes/bands, 21 lymphocytes, 2 dyspnea, 1 non-infect. pneumoni, 1
Ards, 1 dysrhythmias, 1 other heart, 1 hypotension, 2 edema, 1 pain, 1 skin, 1 malaise/fatigue and 1
hypocalcemia. No adverse events reported. This study closed to accrual effective March 18, 1997.

Ref: CALGB Statistical Report
CONCLUSIONS

Study closed because it would show no significant benefit to patients to continue to its original accrual
goal.
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Report Date: 3 June 2003 Work Unit # 1579-96

DETAIL SUMMARY SHEET

TITLE: CALGB 9254 - Anti-B4-Blocked-Ricin (NSC #639185) Adjuvant Post-Autologous Bone Marrow
Transplant - A Phase 111 Study

KEYWORDS: ABB, ricin, NHL

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: C
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 May 1996

STUDY OBJECTIVE
To determine the effect on disease-free survival of Anti-B4-bR administered by seven-day continuous
infusion to patients in complete remission after ABMT for B-cell NHL.

TECHNICAL APPROACH

All eligible NHL patients who consent to this study will receive standard ABMT therapy. If they achieve
complete remission, they will be randomized to receive Anti-B4-Blocked-Ricin or observation. Patients
who receive ABB will receive a seven-day continuous infusion between 60 and 120 days post ABMT, and
another course fourteen days later. Treatment is done on an outpatient basis with frequent (six visits) clinic
monitoring. Lab studies are routine for ABMT patients with one extra tube for pharmacokinetic samples in
patients receiving drug treatment. Patients will be followed by clinic visits every six months for three
years.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been a publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 2. The total number enrolled study-wide is 511, if multi-site study. Grade 4 toxicities
include 1 WBC, 5 platelets, 3 granulocytes/bands, 21 lymphocytes, 2 dyspnea, 1 non-infect. Pneumoni, 1
Ards, 1 dysrhythmia, 1 other heart, 1 hypotension, 2 edema, 1 pain, 1 skin, 1 malaise/fatigue and 1
hypocalcemia. No adverse events reported. This study closed to accrual effective March 18, 1997.
CALGB no longer requires any data collection from patients on this study. WRAMC is closing the study.

CONCLUSIONS
Study closed to accrual because it would show no significant benefit to patients to continue to its original
accrual goal.
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Report Date: 1 May 2003 Work Unit # 1584-96

DETAIL SUMMARY SHEET

TITLE: CALGB 9665 - The CALGB Leukemia Tissue Bank
KEYWORDS: leukemia, tissue bank

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 June 1996

STUDY OBJECTIVE
To collect and store specimens from every newly diagnosed patient with acute leukemia or myelodysplasia
syndrome (MDS) who is entered on a CALGB protocol for previously untreated patients.

TECHNICAL APPROACH

All consenting eligible patients with newly diagnosed leukemia or MDS entered on a CALGB treatment
protocol will have blood, bone marrow, and cell samples collected as follows: 1) pre-treatment - bone
marrow aspirate (5 cc), blood (8-10 cc), 2 buccal swab samples (by twirling special brush inside cheek for
30 seconds); 2) during remission - similar blood and bone marrow samples at intervals specified in
treatment protocol; and 3) at relapse - similar blood and bone marrow specimens x 1. All samples will be
sent per protocol to CALGB Tissue Bank at Roswell Park Cancer Institute for use in further studies (no
heritable genes).

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been several publications reporting data on this study. See attached sheets.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMOC is 30. The total number enrolled study-wide is 1922, if multi-site study. Thisisa
tissue banking study.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 4 December 2002 Work Unit # 1590-89

DETAIL SUMMARY SHEET

TITLE: CALGB 8852 - A Study of CHOPE in Diffuse Lymphomas

KEYWORDS: lymphoma, CHOPE, high-dose
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 31 January 1989

STUDY OBJECTIVE

To identify the maximum tolerated dose of cyclophosphamide, doxorubicin, vincristine, prednisone, and
etopsoside (CHOPE) in the treatment of lymphoma, and to assess the safety of giving multiple cycles of
high-dose CHOPE therapy

TECHNICAL APPROACH
Standard doses of CHOPE will be given to the first 20-25 patients enrolled. If tolerated, the doses will be
escalated for the next groups sequentially, until the maximum tolerated dose is reached.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no additional publications reported on this study (just consolidation of previously reported
literature).

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 5. The total number enrolled study-wide is 227, if multi-site study. Grade 4 toxicities
include 174 leukopenia, 64 thrombo, 203 granulocytopenia, 19 anemias, 13 infections, 3 GU, 3 hepatic, 5
nausea and vomiting, 7 other GI, 6 pulmonary, 1 cardiac, 2 neurologic cns, 1 skin, 1 allergy, 1 fever w/o
infection, 5 other-1, and 1 other-2. Grade 5 toxicities include 3 infection, 2 cardiac, 1 GU, 1 hepatic, and 1
cardiac. No adverse events reported. This study closed effective May 24, 1993.

Ref: CALGB Statistical Report

CONCLUSIONS
Analysis is in progress.
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Report Date: 6 December 2002 Work Unit # 1591-97

DETAIL SUMMARY SHEET

TITLE: CALGB 9583 - A Phase 111 Two-Arm Randomized Study Comparing Antiandrogen Withdrawal
vs. Antiandrogen Withdrawal Combined with Ketoconazole and Hydrocortisone in Patients with Advanced
Prostate Cancer

KEYWORDS: advanced, prostate cancer, ketoconazole
PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology Oncology INITIAL APPROVAL DATE: 28 January 1997

STUDY OBJECTIVE

To compare the response proportion and duration of response to antiandrogen withdrawal alone vs.
antiandrogen withdrawal combined with ketoconazole and hydrocortisone in patients with advanced
hormone refractory prostatic carcinoma

TECHNICAL APPROACH

All eligible, consenting men will be randomly assigned to #1 stop flutamide or Casodex or #2 stop
Flutamide or Casodex and start treatment with ketoconazole po tid and hydrocortisone po bid. Patients
entering this will also have a bone marrow biopsy done as part of companion study CALGB 9663
(consented separately). Treatment is outpatient with clinic visits every 4 weeks. Study treatment will
continue until there is clinical evidence that it is no longer effective.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no additional publications reporting data since last years report.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 4. The total number enrolled study-wide is 260, if multi-site study. Grade 4 toxicities
include 1 vomiting, 1 other mucosal, 3 dyspnea, 1 other pulmonary, 1 cardiac function, 1 pericardial, 1
other heart, 1 mood, 2 other neurologic, 1 hyperglycemia, 1 amylase, 1 hypercalcemia, 1 hypocalcemia and
1 prothrombintine. Adverse events reported Dec 6, 2000, Jan 12, 2001 and May 21, 2001. This study was
closed effective May 31, 2000.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 May 2003 Work Unit # 1594-97

DETAIL SUMMARY SHEET

TITLE: CALGB 9760 - Multidrug Resistance Studies in Acute Leukemia
KEYWORDS: resistance, multidrug, AML

PRINCIPAL INVESTIGATOR: LTC Joseph J. Drabick MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 24 June 1997

STUDY OBJECTIVE

To study Pgp antigen expression in MDR in patients with acute leukemia at diagnosis, relapse and
refractory disease. To correlate Pgp mediated MDR with pretreatment patient characteristics. To study
PSC-833 Pgp modulation. To study MDR mediated by other mediators including MRP and LRP. To
determine frequency of Pgp, MRP and LRP mediated MDR in adult leukemic cells, and correlate with
pretreatment characteristics and with treatment outcome.

TECHNICAL APPROACH

Bone marrow and/or peripheral blood samples as specified in the protocol are collected from consenting
patients with acute leukemia at the time of diagnosis (before treatment), and at time of relapse or diagnosis
of refractory disease. These samples at taken at times when the procedure is already being carried out for
standard diagnostic care. The laboratory results are then correlated with clinical outcome.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There was a publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMOC is 14. The total number enrolled study-wide is 907, if multi-site study. There have
been no adverse events reported.
Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 3 March 2003 Work Unit # 1595-89

DETAIL SUMMARY SHEET

TITLE: CALGB 8961 - RAS Mutations in Myelodysplasia
KEYWORDS: RAS gene, oncogenes, myelodysplasia

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 25 April 1989

STUDY OBJECTIVE
To determine 1) the prevalence of mutant RAS genes in myelodysplasia; 2) if the presence of such a
mutation predicts subsequent leukemic development.

TECHNICAL APPROACH
Non-randomized, non-treatment protocol in which all eligible patients are registered. Blood and bone
marrow samples and slides are obtained at entry and again, when acute leukemia develops.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
No change in publications reported.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 13. The total number enrolled study-wide is 308, if multi-site study. No grade 4 toxicities
reported. Adverse event reported May 3, 2002. Study was closed to accrual effective 30 September 1996.
Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 30 May 2003 Work Unit # 1596-97

DETAIL SUMMARY SHEET

TITLE: CALGB 9640 - A Comparison of Intensive Sequential Chemotherapy Using Doxorubicin Plus
Paclitaxel Plus Cyclophosphamide with High-Dose Chemotherapy and Autologous Hematopoietic
Progenitor Cell Support for Primary Breast Cancer in Women with 4-9 Involved Axillary Lymph Nodes
KEYWORDS: chemotherapy, breast, progenitor cell support

PRINCIPAL INVESTIGATOR: Joseph Drabick COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 29 July 1997

STUDY OBJECTIVE:

To compare induction chemotherapy followed by high dose chemo and autologous stem cell support vs.
intensive sequential chemo with G-CSF support with respect to disease free survival, toxicity and overall
survival in operable patients with 4-9 positive nodes.

TECHNICAL APPROACH

Eligible women will be randomly assigned to receive either 1) high-dose chemo with doxorubicin,
paclitaxel and cyclophosphamide over seventeen weeks with G-CSF support; or 2) standard dose chemo
over ten weeks, followed by higher dose chemo with cyclophosphamide, thiotepa, and carboplatin with
autologous stem cell collection after week ten, and reinfusion four days after completion of high dose
chemo. Both groups will be given radiation treatment 4-6 weeks post therapy, and tamoxifen therapy for
five years.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
Since this study’s last review there have been no publications reporting data on this protocol.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 1. The total number enrolled study-wide is 590, if multi-site study. Grade 4 toxicities
include 1 ARDS, 21 anemia, 1 dizziness/light headedness, 2 dizziness/vertigo, NOS, 3 dyspnea, 1
fatigue/malaise/lethargy, 5 febrile neutropenia, 2 GU-other, 2 infection w/o 3-4 neutropenia, 1 infection
with 3-4 neutropenia, 1 infection, unk ANC, 2 LVEF decrease/CHF, 353 leukopenia, 4 myalgia/arthralgia,
NOS, 368 neutropenia/granulocytopenia, 2 platelet transfusion, 1 pulmonary edema, 1 respiratory infect
wi/neutrop, 11 stomatitis/pharyngitis, 66 thrombocytopenia, 3 thrombosis/embolism, 8 vomiting, 1
confusion, 6 anorexia, 1 diarrhea w/o colostomy, 2 esophagitis/dysphagia, 1 fever w/o neutropenia, 1 fever,
NOS, 1 hyperglycemia, 1 hypertension, 1 hypocalcemia, 1 hypokalemia, 1 hypotension, 1 liver-other, 1
mood/consciousness chg, NOS, 2 renal failure, 1 SGOT (AST) increase, 1 second primary, 1
supraventricular arrhythmia, 1 thrombotic microangiopathy, 1 ventricular arrhythmia. Grade 5 toxicities
include 1 ARDS, 1 cardiovascular-other, 2 infections with 3-4 neutropenia, 1 infection w/o 3-4
neutropenia, 1 respiratory infect w/o neutrop, and 1 veno-occlusive disease. No adverse events reported.
This study was closed to accrual effective February 15, 2001.

Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 July 2003 Work Unit # 1597-97

DETAIL SUMMARY SHEET

TITLE: CALGB 9621 - Phase | Study of MDR Modulation with PSC-833 with a Pilot Study of
Cytogenetic Risk-Adapted Consolidation Followed by a Phase Il Pilot Study of Immunotherapy with rlL-2
in Previously Untreated Patients with AML < 60 Years

KEYWORDS: PSC-833, MDR Modulation, rlL-2

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 26 August 1997

STUDY OBJECTIVE

To determine the MTD for the intensive chemotherapy used in the study. To establish the feasibility and
toxicity of administering post remission therapy in a risk adapted fashion. To establish feasibility of
maintenance therapy with rlL-2.

TECHNICAL APPROACH

Eligible patients with AML will receive standard induction chemotherapy plus minus PSC-833 followed by
risk stratified therapy with either stem cell transplant or intensive chemotherapy, followed by
immunotherapy with rIL-2. Therapy duration is 24 weeks. Patients will be followed for life.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been several publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 10. The total number enrolled study-wide is 410, if multi-site study.

This study was closed to enrollment effective March 31, 2000. Grade IV toxicities include 2 hemorrhage,
30 infection, 2 vomiting, 13 diarrhea, 75 stomatitis, 57 esophagitis, 24 anorexia, 6 other Gl, 72 bilirubin, 2
other liver, 5 transaminase, 2 BUN, 38 dyspnea, 15 pulm. edema, 4 other pulmonary, 18 ARDS, 25
dysrhythmia, 2 ischemia, 25 hypotension, 1 cortical, 9 pain, 16 skin, 10 fever w/o infect., 28
malaise/fatigue, 3 hyperglycemia, 11 hypocalcemia, 7 hypokalemia, and 1 other metabolic. Grade V
toxicities include 3 hemorrhage, 18 infection, 1 other GI, 6 ARDS, 1 ischemia, 1 cortical, 1 other
metabolic, and 2 other pulmonary.

Adverse event memos have been sent to DCI on 3/23/98, 9/24/98, 4/21/00, 7/11/00, 9/15/00, 1/12/01,
11/28/01, 12/5/01, and 5/3/02.
Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 1 July 2003 Work Unit # 1598-89

DETAIL SUMMARY SHEET

TITLE: CALGB 8952 - Combination Chemotherapy for Advanced Hodgkin’s Disease, Phase 11l
KEYWORDS: chemotherapy, Hodgkin’s disease

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 29 August 1989

STUDY OBJECTIVE
To compare ABVD to the MOPP/ABYV hybrid as therapy for patients with Hodgkin’s disease in terms of complete
response rates, disease-free survival, failure-free survival, and both intermediate and long-term toxicities.

TECHNICAL APPROACH
Randomized study in which eligible patients receive either ABVD or the MOPP/ABYV hybrid combination for a
minimum of six cycles unless progression is documented.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There has been an additional publication reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at
WRAMC is 9. The total number enrolled study-wide is 856, if multi-site study. Grade IV toxicities include 212
whc, 38 platelets, 31 hemoglobin, 324 granulocytes/bands, 311 lymphocytes, 4 other hematologic, 1 hemorrhage, 11
infection, 10 vomiting, 2 diarrhea, 1 anorexia, 2 other Gl, 4 bilirubin, 6 transaminase, 1 alk phos/5’ nucleot, 1 liver-
clinical, 1 creatinine, 1 hematuria, 1 renal failure, 11 dyspnea, 7 po2/pco2, 2 dlco, 1 fibrosis, 1 pulmonary edema, 6
non-infect. pneumon., 6 ARDS, 3 other pulmonary, 3 dysrhythmia, 2 cardiac function, 1 ischemia, 4 other heart, 4
hypotension, 3 phlebitis/thrombosis, 1 edema, 1 sensory, 1 motor, 1 cortical, 3 mood, 1 constipation, 3 pain, 1 other
neurologic, 2 skin, 1 local, 2 fever w/o infection, 5 malaise/fatigue, 2 hyperglycemia, 2 hypoglycemia, 1
hyponatremia, 1 other metabolic, 2 fibrinogen, 3 prothrombin time, and 3 partial thromboplas. Grade V toxicities
include 9 infection, 1 ARDS, 9 other pulmonary, and 1 ischemia.

This study was closed to enrollment effective November 10, 1995, due to increased incidence of treatment-related
deaths and second malignancy reported in one arm of the study (none at WRAMC).

Adverse event memos sent to DCI on 4/18/96 and 4/22/96.
Ref: CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 28 August 2002 Work Unit # 1599-98
DETAIL SUMMARY SHEET

TITLE: CALGB 9581 Phase Il Randomized Study of Adjuvant Immunotherapy with Monoclonal
Antibody 17-LA vs. No Adjuvant Therapy Following Resection for Stage 11 (Modified Astler-Coller B2)
Adenocarcinoma of the Colon

KEYWORDS:

PRINCIPAL INVESTIGATOR: Drabick, Joseph COL MC

ASSOCIATES:

DEPARTMENT: Medicine STATUS: O

SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 October 1997

STUDY OBJECTIVE

1) To determine whether adjuvant treatment with MoAb 17-1A will improve the probability of overall and
disease-free survival, and increase disease-free intervals in patients who have undergone resection of a
stage Il colon cancer. 2) To evaluate a panel of prognostic markers, in order to correlate these measures
with survival and disease recurrence in these patients.

TECHNICAL APPROACH

Eligible patients with colon cancer will be randomly assigned after surgery to receive either adjuvant
treatment with MoAb 17-1A, or standard treatment-observation. Patients receiving adjuvant therapy will
receive doses of study 1V over 2 hrs in the outpatient clinic, every 4 wks for a total of 5 doses. Treated
group will have weekly clinic evaluations during treatment. Both groups will be followed g 6 months for 5

yrs.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this study or any study with similar study design in the
literature.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 4. The total number enrolled study-wide is 1656, if multi-site study. Grade 4 toxicities
include 1 lymphocytes, 1 vomiting, 6 diarrhea, 1 other GlI, 1 transaminase, 1 dyspnea, 1 dysrhythmias, 1
other heart, 3 allergy, and 1 malaise/fatigue. This study closed to enrollment effective 31 May 2002.
Antibody supply for this trial will expire in late August. Therefore, in order to ensure that all patients
enrolled will be able to complete their therapy by that time.

Ref: June 02 CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 3 September 2003 Work Unit #1599-98

DETAIL SUMMARY SHEET

TITLE: CALGB 9581 - Phase Il Randomized Study of Adjuvant Immunotherapy with Monoclonal
Antibody 17-LA vs. No Adjuvant Therapy Following Resection for Stage 11 (Modified Astler-Coller B2)
Adenocarcinoma of the Colon

KEYWORDS:

PRINCIPAL INVESTIGATOR: Joseph P. Drabick COL MC

ASSOCIATES:

DEPARTMENT: Medicine STATUS: O

SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 28 October 1997

New Anniversary Month: September

STUDY OBJECTIVE

1) To determine whether adjuvant treatment with MoAb 17-1A will improve the probability of overall and
disease-free survival, and increase disease-free intervals in patients who have undergone resection of a stage
Il colon cancer. 2) To evaluate a panel of prognostic markers, in order to correlate these measures with
survival and disease recurrence in these patients.

TECHNICAL APPROACH

Eligible patients with colon cancer will be randomly assigned after surgery to receive either adjuvant
treatment with MoAb 17-1A, or standard treatment-observation. Patients receiving adjuvant therapy will
receive doses of study 1V over 2hrs in the outpatient clinic, every 4 wks for a total of 5 doses. Treated group
will have weekly clinic evaluations during treatment. Both groups will be followed q 6 months for 5 yrs.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no publications reporting data on this study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at
WRAMC is 4. The total number enrolled study-wide is 1656, if multi-site study. Grade 4 toxicities include 1
lymphocytes, 1 vomiting, 6 diarrhea, 1 other GlI, 1 transaminase, 1 dyspnea, 1 dysrhythmia, 1 other heart, 3
allergy, and 1 malaise/fatigue. Adverse event reported January 22, 2003. This study closed to enroliment
effective May 31, 2002.

Ref. CALGB Statistical Report

CONCLUSIONS
Too early.
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Report Date: 7 May 2003 Work Unit # 1605

DETAIL SUMMARY SHEET

TITLE: Hemapheresis for Collection of Platelets for In Vitro Study of Platelet Cryopreservation

KEYWORDS: platelets, apheresis, storage, freezing, platelet induced clot retraction, thromboelastograph,
protein phosphorylation, dynein, kinesin, nitric oxide, permeability coefficient, membrane phase transition,
DMSO, blood storage bags — physical and thermal properties, dynamic mechanical analysis, glass
transition temperature

PRINCIPAL INVESTIGATOR: Reid, Thomas COL MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: C
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 24 June 1997

STUDY OBJECTIVE

To study the effects of storage (freezing, 4°C, 20-24°C) on in vitro platelet function. To study the
intracellular mechanisms (e.g. contractile proteins, membrane integrity, activation) of damage during
storage. To study the biochemical mechanism of platelet induced clot retraction (PICR) and platelet
activation.

TECHNICAL APPROACH

Fresh platelets are stored at 22°C for five days and tested for in vitro platelet function, emphasizing PICR.
Fresh, stored, or processed platelets and “platelet substitutes™ are compared using in vitro function testing.
Phosphorylated proteins identified with PAGE with 32P or MoAb against serine-P. Post translational
modifications are identified using MoAb directed against modification. Using NO donors and various
platelet agonists, platelets are tested for their ability to induce clot retraction and effect [Ca]i and [cGMP];.
Platelets are incubated with fluorescein diacetate. Platelest damaged during storage with a loss of
membrane integrity can be identified by the release of fluorescein. The phase transition (T, liquid
crystalline = gel) is evaluated using Fourier transform infrared spectroscopy (FTIR), nuclear magnetic
resonance (NMR), differential scanning calorimetry (DSC), and electron paramagnetic resonance (EPR).

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

One hundred six potential donors have been screened. Five were considered ineligible for donation, none
in the past year. Forty-five participants have withdrawn from the study since its inception due to leaving
the area. Seventeen individuals are available and eligible for apheresis (25%). Two hundred three
apheresis procedures have been performed. All but two were successful (99 %). None were unsuccessful
in the past year. Platelet membrane integrity is damaged on cooling or freezing without cryoprotectants.
The platelet T,, is approximately 15-18°C; DMSO appears to increase the T,,. Model membrane studies are
in the preliminary stages. To date, there has been on direct benefit to patients. The glass transition
temperature and tensile module of several blood storage bags were studied.

The number of subjects enrolled to the study since the last APR at WRAMC is 0 and the total enrolled to
date 99.

CONCLUSIONS
Polyolefin bags appear ideal.
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Report Date: 4 October 2002 Work Unit # 1689

DETAIL SUMMARY SHEET

TITLE: Chemoprevention of Prostate Cancer with Finasteride (Proscar) vs. Placebo
KEYWORDS: prostate cancer, finasteride, prevention

PRINCIPAL INVESTIGATOR: Schenkman, Noah LTC MC

ASSOCIATES:
DEPARTMENT: Medicine STATUS: O
SERVICE: Hematology-Oncology INITIAL APPROVAL DATE: 30 November 1993

STUDY OBJECTIVE
To determine if the medication “finasteride” can prevent prostate cancer. The effect of this treatment on
the quality-of-life of the participants will also be determined.

TECHNICAL APPROACH

A total of 40-60 men aged 55 or greater who are in good health will be enrolled in the study over one to
two years. The digital rectal exam (DRE) must be normal, and the prostate specific antigen (PSA) must be
three or less for all participants. There will be an annual visit, a 6-month visit and two phone contacts each
year for seven years. At the annual blood visit a blood sample will be taken for PSA determination and a
physical exam including DRE will be done. A six-month supply of placebo or finasteride will be
dispensed. Quality-of-life information will be obtained at each contact.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The study stopped accrual on 6 December 1996. Sixty-three men were randomized to the clinical trial at
WRAMC. Since the beginning of the study, three have transferred in and five transferred out. Five have
withdrawn consent. Two subjects have died, one of pancreatic cancer and one during vascular surgery.
Five have developed prostate cancer, two of those were found at the end-of-study prostate biopsy. The last
patient to develop prostate cancer was active on study drug for only 6 months at the beginning of the study.
He elected surgery and has been treated. Thirty-five of the 55 men have completed the seven-year study.
The remaining 20 men will complete the study over the next two years. No patients withdrew from the
study in the past year. There were no serious adverse events caused by the study drug here at Walter Reed
or at other centers during the last year. Addendum 11, which allowed follow-up of each man after the 7
years is completed, was approved. To date no one has enrolled in this sub-study. Most of the men have
elected to enroll in SELECT, the follow-on study.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 63. The total number enrolled study-wide is 18,882. There will be no literature published
until the end of the trial.

CONCLUSIONS
There have been no conclusions to date.
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Report Date: 12 March 2003 Work Unit # 1903-98

DETAIL SUMMARY SHEET

TITLE: Development of New Leishmania Diagnostic and Prognostic Indicators
KEYWORDS: leishmaniasis, nitric oxide, PCR

PRINCIPAL INVESTIGATOR: Aronson, Naomi COL MC
ASSOCIATES: Wortmann, Glenn LTC MC, Weina, Peter LTC MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Infectious Disease INITIAL APPROVAL DATE: 26 May 1998

STUDY OBJECTIVE
Obtain patient samples to identify new diagnostic and prognostic indicators for leishmania diagnosis.

TECHNICAL APPROACH

Patient with suspected leishmaniasis and normal controls will be followed prospectively and have blood
drawn before therapy (or day 0 for controls) and at days 7,14 and 20 at 6-8 weeks. Urine will be collected
for days 0-7 for measurement of nitrates. Skin biopsies from suspected patients will be used for PCR,
leishmania culture and histopathology. Serum is obtained for measurement of soluble exoantigen and
nitrates.

PRIOR AND CURRENT PROGRESS

The number of subjects enrolled to the study since last APR at WRAMC is 6 and the total enrolled to date
at WRAMC is 29. Interim literature review does not suggest any new information that would impact on
this study. To date, twenty-one cases and eight controls have enrolled. Two controls were terminated for
non-adherence to protocol requirements. There have been no adverse events identified. A change in two
collaborating investigators was made due to retirement of prior collaborators.

CONCLUSIONS
No results are available to date. Serum and urine samples are being collected to be run in aggregate.
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Report Date: 24 May 2003 Work Unit # 1905-98

DETAIL SUMMARY SHEET

TITLE: Evaluation of the Clinical Efficacy of Antiretroviral Resistance Testing (CERT)
KEYWORDS: HIV, antiretroviral resistance

PRINCIPAL INVESTIGATOR: Aronson, Naomi COL MC
ASSOCIATES: Wortmann, Glenn LTC MC; Hawkes, Clifton LTC

DEPARTMENT: Medicine STATUS: O
SERVICE: Infectious Disease INITIAL APPROVAL DATE: 07 July 1998

STUDY OBJECTIVE

To determine the impact of genotypic and phenotypic antiretroviral resistance on the effectiveness of
clinical care of HIV-1 infected subjects. To determine the feasibility of GeneChip HIV PRT assay and
Antivirogram assays within clinical practice.

TECHNICAL APPROACH

Local HIV patients are randomized to receive monitoring with genotypic, phenotypic (Antivirogram assay)
or control (Roche Amplicor ultra sensitive PCR) viral load testing. All patients receive their viral loads at
4-month intervals. Those randomized to phenotypic or genotypic resistance testing arms, which have
detectable viral loads > 1000 viral copies/ml will also have resistance testing done. Clinical changes in
medications and the clinician use or non-use of the results of resistance testing to guide changes is
information collected. An addendum (March 99) allows Virco therapeutic drug level monitoring for HIV
drug levels in previously enrolled patients. An addendum (May 01) permits P450 polymorphism testing of
cohort who enrolled and were taking the antiretroviral efavirenz.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

As of 15 May 2002, all patients have been terminated and the data analysis is in final review after a year of
revisions. 455 persons total (with 80 at WRAMC) were enrolled in this long-term study to evaluate the
clinical efficacy of resistance testing. At the WRAMC site there were 14 serious adverse events, one death
due to homicide, and 13 hospitalizations. No SAEs were assessed as related to this protocol.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 80. The total number enrolled study-wide is 455, if multi-site study.

CONCLUSIONS

There were no differences in demography between study arms at baseline. Median time of follow-up was
525 days. Median times to endpoint were 478 days, 521 days, and 574 days for the no-resistance testing,
phenotypic, and genotypic arms, respectively. A KM analysis of time to endpoint stratifying by study arm
and CDC stage showed a delayed time to endpoint for the resistance testing arms as compared to viral load
only arm (Log rank p=.00035) at 600 days of follow-up. There was no difference between the phenotypic
and genotypic arms.
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Report Date: 1 October 2002 Work Unit # 1976

DETAIL SUMMARY SHEET

TITLE: Cytokine Expression in Leishmaniasis Patients Treated with Sodium Stibugluconate (Pentostam)
Therapy

KEYWORDS: leishmaniasis, Pentostam, cytokines

PRINCIPAL INVESTIGATOR: Aronson, Naomi COL MC
ASSOCIATES: Wortmann, Glenn LTC MC, Ockenhouse, Chris LTC MC

DEPARTMENT: Medicine STATUS: O
SERVICE: Infectious Disease INITIAL APPROVAL DATE: 30 November 1993

STUDY OBJECTIVE

To describe and characterize cytokine expression of patients infected with Leishmania when receiving sodium
stibogluconate or amphotericin. Based on cytokine expression, host immune responses will be classified as T-
helper 1 or T-helper type CD4 subsets. Change in TH1 and TH2 responses will be described during therapy for
insight into disease pathogenesis and therapy. Specific cytokine measurements will be performed and correlated
to onset of pancreatitis.

TECHNICAL APPROACH

Patients will be followed prospectively and have blood drawn before therapy and at days 7, 14, and 20 during
therapy and at 6 weeks post-treatment. Serum is obtained for measurement of soluble CD4, IL-1B and TNF-a.
Peripheral blood mononuclear cells will be obtained for RNA isolation and cell culture with phorbol ester
simulation. Enzyme immunoassay for specific cytokine measurement will be performed on serum and
supernatant of cell cultures. Specific cytokine expression will be detected by reverse transcriptase polymerase
chain reaction using specific cytokine primers. Addenda 8/99 to change assays to ELISPOT and ELISA for
gamma interferon, IL4, IL 10, IL 12 and use Leishmania specific stimulation with various antigens and a control
of Pentostam. Addenda 6/00 to allow Leishmania TAQman PCR of forty samples of banked PBMC pretreatment
and, if positive, at subsequent collection time points. Addenda 2/02 allowed for up to twenty pre- and post-PBMC
samples to be studied using an Affymetrix gene chip to assess immune responses elicited through profiling of
signature patterns of gene expression.

PRIOR AND CURRENT PROGRESS

Recent medical literature was surveyed using a Pubmed search engine. We have enrolled 45 cases and 10
controls. Enrollment has been stopped due to meeting target number. There have been no withdrawals. There are
no reported adverse events. There is one protocol deviation. One amendment was submitted and approved since
last APR. This allows for the study of twenty subjects using pre- and post-PBMC with the Affymetrix gene chip
to assess immune responses during treatment. This is a laboratory study and there is no direct benefit for the
participants. Serologic cytokine measurements on collected samples have been done. The white blood cells
(PBMC) were found to be nonviable and this mitigated against doing many of the assays proposed. The
Leishmania TAQman PCR of PBMC on forty patients were all negative. Data analysis of the results obtained
form cytokine assays is ongoing. The number of subjects enrolled to the study since last APR at WRAMC is 0
and the total enrolled to date at WRAMC is 55.

CONCLUSIONS

Pentostam produced elevations in the pancreatic enzymes during treatment of Leishmaniasis and this does not
seem to be clearly related to measured cytokine expression. TH2 associated cytokines were negatively associated
with early measures of amylase and lipase. Transient increases in nitric oxide with treatment correlated with a
successful outcome. TAQman PCR for Leishmania was negative using PBMC from forty patients.
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Report Date: 12 October 2002 Work Unit # 1984

DETAIL SUMMARY SHEET

TITLE: The Long-Term Efficacy of BCG Vaccine - A 56-Year Follow-Up
KEYWORDS: BCG, vaccine, tuberculosis

PRINCIPAL INVESTIGATOR: Aronson, Naomi COL MC
ASSOCIATES: Santosham, Mathuram MD; Harrison, Lee MD, Dana Mazo, Lewellys Barker MD,
Lawrence Geiter DrPH

DEPARTMENT: Medicine STATUS: O
SERVICE: Infectious Disease INITIAL APPROVAL DATE: 05 December 1995

STUDY OBJECTIVE

The primary objective of this study is to determine the duration of BCG vaccine efficacy in a Native
American placebo-controlled trial with vaccination in the time period 1935-1942. Other related objectives
are to describe the chronic disease morbidity and mortality, and to assess risk of malignancy in this group.
Addendum 2/02 to allow for study in those who got TB...was there a difference BCG vs. Placebo in the
severity of the TB using already collected information.

TECHNICAL APPROACH

A total of 3,287 study participants are located, and Indian Health Service medical records reviewed. Death
certificates are requested for all deceased. State tuberculosis and cancer registries are reviewed. Interviews
are done for medical history for those without reviewed medical records.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

No withdrawals. No serious or unexpected adverse events. Data collection is completed. Literature
review shows that the study remains a unique observation. Statistical analysis continues and a manuscript
has been completed. The number of subjects enrolled to the study since last APR at WRAMC is 0 and the
total enrolled to date at WRAMC is 3,287. The total number enrolled study-wide is n/a if multi-site study.

CONCLUSIONS

The incidence of TB was 66 and 138 cases per 100,000 person years in the BCG and placebo arms,
respectively, for a vaccine efficacy since 1948 of 52% (95 CI: 27-69%, p=.0003). Adjusting for age at
vaccination, tribe, receipt of booster BCG, chronic medical illness, subsequent INH use, and BCG strain
had little effect on the risk of TB. There was a trend of greater waning of effect in males as compared to
females.
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Report Date: 7 April 2003 Work Unit # 1990

DETAIL SUMMARY SHEET

TITLE: Sodium Stibugluconate (Pentostam) Pharmacokinetics Protocol
KEYWORDS: pharmacokinetics, Pentostam, leishmaniasis

PRINCIPAL INVESTIGATOR: Aronson, Naomi COL MC
ASSOCIATES: Wortmann, Glenn LTC MC

DEPARTMENT: Medicine STATUS: C
SERVICE: Infectious Disease INITIAL APPROVAL DATE: 11 June 1997

STUDY OBJECTIVE:

To provide therapy with the drug Sodium stibugluconate (Pentostam) to patients with the confirmed
diagnosis of leishmaniasis. To obtain pharmacokinetic data for patients varying in weight to provide
information about the safety and appropriateness of daily dosing of sodium stibugluconate (Pentostam) at
20 mg/kg/d. A sub-objective will be to assess if daily dosing should be on the total or lean body weight.

TECHNICAL APPROACH:

Blood and urine samples are obtained before, during and after pentostam (sodium stibugluconate) therapy
as specified in the protocol. Serum and urine antimony levels are determined by two assays at Ft. Detrick
and Yale University. No modifications or addenda to protocol have occurred.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE:

Nine patients have been enrolled at WRAMC. There have been no withdrawals; all nine completed the
protocol. One adverse event occurred during the entire protocol, and was a vaso-vagal episode in one
volunteer post blood draw. Serum and urine antimony levels have been assayed. Pharmacokinetic
modeling has been completed. Clinical correlation of toxicity and efficacy information is being correlated
with the antimony levels. A draft manuscript is in progress. Data from other sites is not available to the PI.
Literature review shows no new studies on similar information. There is no benefit to participants.

The number of subjects enrolled to the study since the last APR at WRAMC is 0, and the total enrolled to
date at WRAMC is 9. The total number enrolled study-wide is not known, if multi-site study.

CONCLUSIONS:

Pharmokinetic modeling has been completed. The WRAMC participants in this CDC directed study
provided information up to 16 hours after infusion that is a unique observation. In addition, we were able
to provide detailed information from our frequent monitoring for toxicity that will be unique to our site
(e.g. pancreatic enzymes and clinical pancreatitis). Data from this study may lead to changes in
recommendations as to best dosing and treatment regimens with sodium Stibogluconate, the drug of choice
for many forms of leishmaniasis.
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Report Date: 15 April 2003 Work Unit # 2080-99

DETAIL SUMMARY SHEET

TITLE: Alteration in Colonic Motility Secondary to Inflammatory Bowel Disease
KEYWORDS: radiotherapy, prostate cancer

PRINCIPAL INVESTIGATOR: Whiteman, Sunny CPT MC
ASSOCIATES: Terez Shea-Donohue, Ph.D., Steve Lawson CPT MC, Christopher Swiecki, MD, Scott Rehrig, MD,
Aiping Zhao, MD, Sherry Fleming, Ph.D., Daniel Otchy, MD

DEPARTMENT: Surgery STATUS: C
SERVICE: General Surgery INITIAL APPROVAL DATE: 20 April 1999

STUDY OBJECTIVE
To examine the neuronal control of smooth muscle and mucosal function in inflammatory bowel disease through the in
vitro changes and the contribution of nitric oxide.

TECHNICAL APPROACH

There have been no new modifications. Contractions were assessed in mucosa-free muscle strips from human colon
(UC, n=5, control, n=5) suspended in organ baths. Responses to acetylcholine (ACH) and nerve stimulation (EFS)
were measured in the presence and absence of nitric oxide synthase inhibitor (L-NNA) or the o and B adrenergic
antagonists, phentolamine and propranolol (P + P). Mucosal permeability and epithelial cell secretion was measured
by mounting muscle-free segments of bowel on an Ussing chamber to access short circuit current. The role of nerves
was assessed by comparing responses to ACH and substance P (SP) in the presence and absence of TTX.

PRIOR AND CURRENT PROGRESS

Ulcerative colitis (UC) is a chronic inflammatory disease characterized by severe diarrhea. Extrinsic and intrinsic
nerves control colonic function. Ablation of sympathetic nerves (extrinsic) reduces inflammation in models of UC.
The role of enteric (intrinsic) nerves in the altered smooth muscle and mucosal function in UC patients is unknown.

As previously reported in the last addendum, we have shown that, when compared to tissue taken from healthy
controls undergoing resection of colon for cancer or adenoma, smooth muscle obtained from surgical resection of
patients with ulcerative colitis exhibit an increase in the frequency of spontaneously occurring contractions. In
addition, the muscle also shows a decreased responsiveness to nerve stimulation and to the neurotransmitter
acetylcholine. This latter effect can be attributed in part to an up-regulation of inhibitory sympathetic neural input to
the colon. In patients with ulcerative colitis, there is an increased permeability of the epithelium and markedly
reduced secretion in response to neurotransmitters substance P and acetylcholine.

There has been no progress since the last addendum was submitted. From the review of this protocol, seven enrolled
patients’ consent forms could be located, which were submitted to DCI. The remainder of the previously recruited
patients’ consent forms was unable to be located and thus have not been able to be used as part to the study. No new
patients were enrolled. There have been no adverse events. We are requesting that this study be discontinued.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at WRAMC
is 7. The total number enrolled study-wide is N/A, if multi-site study.

CONCLUSIONS

We conclude that increases in frequency of contractions and mucosal permeability and inhibition of intrinsic neural
control of colon smooth muscle and mucosal function contribute to the severe diarrhea in UC. Upregulation of the
“sympathetic brake” in UC acts to slow colonic motility in an effort to compensate for the loss of control by intrinsic
nerves. These effects may be central to the maintenance of abnormal motility in inflammatory bowel disease.
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Report Date: 14 February 2003 Work Unit # 2130-99
DETAIL SUMMARY SHEET

TITLE: Does Protease Gene Expression Vary by Location in the Lower Extremity in Patients with Primary
Varicose Veins or Chronic Venous Insufficiency as Compared to Controls?

KEYWORDS: MMP, varicose veins

PRINCIPAL INVESTIGATOR: Gillespie, David LTC MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Peripheral Vascular Surgery INITIAL APPROVAL DATE: 2 February 1999

STUDY OBJECTIVE
1. Compare the expression of MMP-1, MMP-3, MMP-7, MMP-13, and tryptase in varicose veins as
compared to non-varicose veins.
2. To quantify and localize these protein levels comparing the upper thigh vein to lower leg vein.
3. To compare their enzymatic activity

TECHNICAL APPROACH

In this study, segments of greater saphenous vein are obtained from patients undergoing CABG or varicose
vein surgery. These veins are processed and both total RNA and total protein isolated. The RNA is then
reverse transcribed using the First Strand cDNA Synthesis Kit (Boerhinger Mannheim, Indianapolis, IN)
using primers specific for MMP-1, 3, 7, 13, and tryptase. RT-PCR product is then separated over 2%
agarose gel containing ethidium bromide (0.5 &g/&ml) and visualized by UV irradiation and will be
photographed using a Polaroid documentation system.

Western blots are performed using monoclonal mouse anti-human antibodies MMP-1, MMP-3, MMP-7,
MMP-13, and tryptase as the primary antibodies (Oncogene Science, Cambridge, MA). Goat antimouse
horseradish peroxidase coupled antibodies will be used as secondary antibodies. Scanning densitometry is
then performed (NIH imager v.1.57) to quantify the amount of these proteins in each sample. Activity of
these enzymes is then analyzed.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

We are currently working under an amendment to the original protocol. In this amendment we were
approved to perform RT-PCR, Western Blot analysis and zymography for MMP-1, 3, 8,13, and tryptase, on
15 additional control patients. Prior to taking specimens of their greater saphenous vein we plan to obtain a
preoperative air plethysmography (APG) on the patient’s leg that is to be used for vein harvest.

The number of subjects enrolled to the study since last APR at WRAMC is 5 and the total enrolled to date
at WRAMC is 27. The total number enrolled study-wide is 27, if multi-site study.

CONCLUSIONS

We are in the process of completing the RT-PCR, and Western Blot analysis for MMP-1, 3, 8,13, and
tryptase, on 15 additional control patients.
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Report Date: 5 March 2003 Work Unit # 2335-99

DETAIL SUMMARY SHEET

TITLE: Initial Evaluation of Excimer Laser Keratorefractive Surgery in US Army Personnel
KEYWORDS: Refractive surgery, laser, excimer laser, lamellar, photorefractive keratectomy, contrast

PRINCIPAL INVESTIGATOR: LTC Kraig Bower MC
ASSOCIATES: LTC Jeff Rabin MC, MAJ Prem Subramanian MC, MAJ Robert Bauer MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Ophthalmology INITIAL APPROVAL DATE: 20 April 1999

STUDY OBJECTIVE

The objective of this study is to conduct a prospective clinical trial to evaluate the safety and efficacy of the
VISX Excimer Laser System for the treatment of naturally occurring low to moderate myopia, with or
without low levels of astigmatism, in U.S. Army personnel.

TECHNICAL APPROACH
Master protocol modifications approved. Separate sub-protocols approved:
a. Night Vision Goggle and Night Firing Range Performance After Myopic Excimer Laser
Keratorefractive Surgery in U.S. Army Personnel
. Prospective Evaluation of Keratorefractive Surgery in Army Aviator Trainee
c. Operational Assessment of Refractive Surgery for Rated Army Aviators: A Prospective
Evaluation

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

There are three DCl-approved sub-protocols under this Master Protocol. APRs are reported separately.
Briefly, there are 19 patients treated under the Master protocol. Their results are being evaluated in detail.
No adverse events are noted in that group. Under the NVVG sub-protocol (WU # 01-2335-99a), we have
treated a total of 20 patients with no adverse events. Most have been followed through their 3-month
postop visits. Enrollment of the remaining subjects as well as the control group is delayed due to
unavailability of soldiers as they deploy or prepare to deploy for the war effort. We have not yet enrolled
any subjects under the Aviator trainee sub-protocol (WU # 01-2335-99b); we are making final revisions
required by HSRRB and then final written approval before we proceed as planned. Under the Rated aviator
sub-protocol (WU # 01-2335-99c), we have enrolled and treated a total of 14 patients. There have been no
adverse events from that sub-protocol. Consideration is under way to submit a modification of that sub-
protocol to allow us to drop the PRK arm of the study and proceed only with LASIK subjects. The
justification for considering this option is covered under separate APR.

The number of subjects enrolled to the study since last APR at WRAMC is 34 and the total enrolled to date
at WRAMC is 53. The total number enrolled study-wide is N/A, if multi-site study.

CONCLUSIONS

We will continue to enroll subjects under the NVG sub-protocol once they are available to comply with the
treatment and follow-up schedule as specified in the protocol. We are working on finalizing the HSRRB-
required revisions to the Aviator trainee sub-protocol. We will seek guidance from DCI on modification of
the Rated aviator sub-protocol.
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Report Date: 29 January 2003 Work Unit # 2565

DETAIL SUMMARY SHEET

TITLE: Auditory Processing and Sensorineural Hearing Loss
KEYWORDS: hearing loss, active mechanism

PRINCIPAL INVESTIGATOR: Summers, Van Ph.D, DAC
ASSOCIATES: Leek, Marjorie Ph.D, DAC

DEPARTMENT: Surgery STATUS: O
SERVICE: Army Audiology and Speech Center INITIAL APPROVAL DATE: 14 March 1997
(Umbrella Study)

STUDY OBJECTIVE

This work unit is a grant proposal; submitted to the National Institute of Health to obtain funding. The grant
involves a physiological process in the inner ear referred to as the active mechanism. The research examines 1) a
possible psychoacoustic means of evaluating active mechanism status in individual listeners and 2) the role of the
active mechanism in improving signal detection and speech recognition in selected competing sounds.

TECHNICAL APPROACH

Each of the proposed experiments involves auditory testing of normally hearing and hearing-impaired listeners.
The basic task of the subjects is similar to procedures used clinically to evaluate hearing. Subjects listen to
sounds (both speech and non speech) over earphones while seated in a sound-treated booth. They make responses
indicating their detection or identification of these sounds by touching specific areas on a touch screen terminal.

PRIOR AND CURRENT PROGRESS

Three experimental studies described in the NIH grant have been completed under individual work unit numbers.
No patients have been or will be enrolled under this work unit number for these three experiments. An addendum
to this work unit number was approved by the Human Use Committee on 20 June 2000 which allows the
remaining experiments described in the NIH grant to be carried out under this work unit number (experiments 5-8
in the grant). A revised consent form appropriate to these experiments was approved at that time. We have now
completed data collection for experiment 7 that examines how presentation level influences speech recognition
performance in the presence of continuous and fluctuating background sounds. We have completed a manuscript
describing the results that is presently being circulated for in-house reviews. The manuscript will be submitted
for publication in February of 2003. The number of subjects enrolled under this work unit number since last APR
at WRAMC is 21 and the total enrolled to date at WRAMC is 25.

CONCLUSIONS

The results supported previous studies in indicating that normal-hearing listeners had much less difficulty in
recognizing speech masked by a fluctuating background signal (either a single competing talker or the same
competing signal played backwards) than by continuous noise with little amplitude modulation. For these
listeners, the difference in performance between the fluctuating and continuous background conditions was level
dependent: the performance difference was reduced at high presentation levels. This result is consistent with the
idea that the cochlear active mechanism contributes to the difference in speech recognition performance for
fluctuating vs. continuous maskers. The influence of the active mechanism is reduced with increases in
presentation level that may partially account for similar performance across the two-masker types at high levels.
Hearing-impaired listeners showed only small differences in performance for across masker types and
presentation levels. These results may reflect the loss of active processing associated with the cochlear hearing
loss.
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Report Date: 25 June 2003 Work Unit # 2570

DETAIL SUMMARY SHEET

TITLE: Hearing Loss and the Perception of Complex Sounds
KEYWORDS: hearing impairment, frequency resolution, time perception

PRINCIPAL INVESTIGATOR: Leek, Marjorie PhD

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Army Audiology & Speech Center INITIAL APPROVAL DATE: 26 August 1997

STUDY OBJECTIVE

Patients with hearing loss have difficulty understanding speech in noise because of much functional
impairment within the ear, including reductions in the ability to carry out precise spectral and temporal
analyses of sound. Studies in this program of research explore these analytic abilities in hearing-impaired
and in normal hearing people, with the ultimate goal of increasing the benefits derived by hearing-impaired
patients through the use of hearing aids.

TECHNICAL APPROACH

All of the experimental techniques used in these studies involve earphone presentation of sounds to a
subject, who indicates his perception through the use of a touch-screen terminal. Experiments often require
listeners to detect a low-intensity sound buried in noise or ask listeners to judge whether two sounds are the
same or different. Acoustic stimuli are generated to test specific hypotheses concerning functional effects
of hearing loss.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

This is an NIH grant that contains a number of experiments. | requested and was granted a two-year
extension of this work unit in August of 2002. During the past year, we have initiated data collection on
one additional experiment that measures discrimination of glides in both frequency and amplitude by
normal-hearing and hearing-impaired subjects.

The number of subjects enrolled to the study since last APR at WRAMC is 9 and the total enrolled to date
at WRAMC is 52. There have been no adverse reactions and no patients have withdrawn from these
studies. There is no direct benefit to patients who participate in this study.

CONCLUSIONS

Preliminary results of the glide study indicate that glides sweeping upwards in frequency support better
discrimination when their amplitudes are decreasing rather than increasing. There appear to be no
differences due to amplitude contour in glide discrimination for downward frequency sweeps.
Discrimination is poorer for all stimuli in the frequ4ncy region of 3200 Hz, relative to performance at
frequencies near 1600 Hz. These results suggest that dynamic changes in amplitude and frequency, such as
are found in speech sounds, are discriminated differently for upward and downward sweeps, and these
differences might be related to shifts of the peak of the traveling wave on the basilar membrane. These
conclusions should be viewed with caution, as data collection is still ongoing.
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Report Date: 25 July 2003 Work Unit # 2591-99

DETAIL SUMMARY SHEET

TITLE: Complex Sound Analysis by Persons with Impaired Hearing (Application for NIH NRSA Post Doctoral
Fellowship)

KEYWORDS: hearing loss, complex sounds, sound segregation

PRINCIPAL INVESTIGATOR: Leek, Marjorie, PhD DAC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Army Audiology & Speech Center INITIAL APPROVAL DATE: 14 September 1999

STUDY OBJECTIVE

The perception of specific sounds in a complex background of sounds is an important aspect to communication.
Often times we communicate in the midst of a rich acoustic environment in which many sounds are present with
vastly different temporal and spectral characteristics. It is well-known that a healthy auditory system has the ability
to distinguish different sound sources from one another and attend to a particular sound source amid multiple sound
sources, but less is known regarding the abilities of a damaged auditory system to make use of the prevalent cues in
a complex acoustic scene. The main goal of this research protocol is to assess the abilities of hearing-impaired
listeners to segregate sounds in a 2-source environment and compare their abilities with those of normal-hearing
listeners. We will assess whether the damage to the cochleas in hearing-impaired listeners limits their ability to
distinguish one sound from another using certain cues.

TECHNICAL APPROACH

Listeners will hear four short, multi-tonal stimuli presented over headphones. The first two sounds will be played
simultaneously. Next, the two sounds will be played again, but one of those sounds will have different spectral
characteristics. The listener is asked to indicate on a touch-screen terminal which sound (the third sound or the
fourth sound) was changed. Depending on the characteristics of the sounds, listeners will hear the first two
simultaneously-presented sounds as either one sound or two sounds. If the listeners hear the two sounds as if they
were one, the task will be extremely difficult to do. However, if the listeners hear the two sounds separately, they
will easily distinguish which sound changes across the presentations. Different aspects of the sounds will be changed
to evaluate when the two sounds are heard as a single sound or heard as two sounds. In some experiments, the onset
times of the two sounds will be varied. Sensitivity will be measured as a function of onset time difference. In other
experiments, the sounds will be modulated at different rates, and sensitivity will be measured as a function of
modulation rate difference.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

We have now completed data collection on the onset asynchrony portion of this study. This part measures the
ability of hearing-impaired listeners to use differences in the onset of different spectral regions of complex sounds in
order to better hear those frequencies. We have initiated data analysis on this study. The number of subjects
enrolled to the study since last APR at WRAMC is 7 and the total enrolled to date at WRAMC is 11. There have
been no adverse reactions and no subjects have withdrawn from the study. There is no benefit to the subject.

CONCLUSIONS

Onset differences within a complex sound do not assist hearing-impaired listeners to hear out certain frequency
regions when the sound bandwidth is narrow. However, for wide bandwidth sounds, there is a small advantage for
onset differences less than about 50-100 ms between frequency regions. The advantage, however, is too small to
suggest a practical application to assist speech understanding by altering the onset relationships among frequency
regions.
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Report Date: 22 April 2003 Work Unit # 2635-99

DETAIL SUMMARY SHEET

TITLE: Monitoring for Donor-Specific Hyporesponsiveness Following Renal and Pancreatic Allotransplantation
KEYWORDS: Kidney Transplant

PRINCIPAL INVESTIGATOR: Allen Kirk, M.D. Ph.D., NIDDK
ASSOCIATES: S. John Swanson, COL, MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Organ Transplant INITIAL APPROVAL DATE: 22 June 1999

STUDY OBJECTIVE:

Primary Protocol Objective:

The primary objective of this protocol is to develop methods of evaluating patients after transplantation that detect
donor-specific immune hypo-responsiveness or tolerance.

Secondary protocol objectives include:

1. To monitor patients clinically and generate base-line data on donor specific immune responses that occur
following transplantation with conventional immunosuppression. These observations will be used as a comparison
for future trials using novel immunomodulatory regimens.

2. To correlate long-term patients and graft outcome with findings from the techniques developed. While this study
is not powered to clinically correlate these techniques, it is hoped that pilot data can be obtained during assay
development indicating that immune hypo-responsiveness to donor antigen results in improved graft survival.
Formal study of this will involve subsequent protocol development.

TECHNICAL APPROACH:

An unlimited number of transplant patients will be enrolled. In addition, up to 20 normal, non-uremic volunteers
will be enrolled to establish a normal baseline for peripheral blood assays. Samples received from transplant
patients prior to transplant will serve as uremic controls.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE:

Open to accrual. The number of subjects enrolled to the study since last APR is 0. Total enrolled to date at
WRAMC is 0. A total of 187 patients have been enrolled in this protocol, 19 since last Continuing Review. Of the
patients enrolled to date, 106 are healthy volunteers, 23 are long-term post transplant patients transplanted
elsewhere. 57 are patients who proceeded to renal transplantation at the clinical center. One-year graft survival
remains at 100% for patients transplanted on this protocol at the clinical center. Two grafts have been lost after the
first year (one kidney and one pancreas) secondary to rejection.

This study has provided the Transplantation and Autoimmunity Branch of NIDDK and Army investigators with
important information on the natural history of allotransplant function, immune function, and intragraft histology
under the standard of care, and, as such, has served as a reference point for contemporaneous investigational agent
protocols. This trial has also provided tissue allowing the investigators to develop a novel real-time polymerase
chain reaction assay for characterization of the transcriptional events occurring as a result of allograft reperfusion
and immune attack. This assay has served as the topic of a Cooperative research and Development Agreement
(CRADA) with Applied Biosystems. Additional information has been obtained through the analysis of cytokine
gene polymorphisms. Correlates between outcome and polymorphism have aided to the design of investigational
protocols. This protocol has also been used to evaluate the transcriptional profile of reperfusion injury. NIDDK
investigators outside of the Transplantation and Autoimmunity Branch have enrolled these patients in multiple renal
pathophysiology trials, thus this protocol has provided NIH with a patient population (renal transplant recipients)
unavailable elsewhere in the clinical center.
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There have been 14 Serious Adverse Events reported since the last CR as noted below.
= Bilateral avascular necrosis of the hips — left femur fracture

Would infection following orthopedic procedure

Elevated blood sugars

Urinary tract infection

Human papillomavirus associated with genital warts

Fever of unknown origin

Hernia repair

Bowel obstruction

Death

Transitional cell carcinoma of the bladder

Steroid resistant acute rejection

Death

Tertiary hyperparathyroidism

Ventral hernia repair

There was one unexpected serious adverse event (4 December 2002 - transitional cell carcinoma of the bladder)
during this reporting period. A 42-year-old white male who underwent a living unrelated donor renal transplant on
15 October 2002 did well postoperatively. Following removal of his urinary catheter he had difficulty completely
emptying his bladder. He was taken to the operating room for cystoscopy and probable bladder neck incision.
However, a pedunculated tumor was discovered at the bladder neck, and excised. Given the immediate onset of
symptoms with voiding and the size of the polyp at exploration, it is likely that this lesion was present
postoperatively, and is not the result of the operative procedure or immunosuppression. Rather, it is likely that re-
establishment of renal function allowed for this lesion to be detected and excised early in its growth.

There have been four deaths associated with this protocol. Two deaths have occurred since the last CR. The first
patient, a recipient of a kidney-pancreas allograft, died three years post transplant of a narcotics overdose. A
toxicology screen at autopsy showed toxic levels of Oxycodone Hydrochloride, Mirtazapine, and Doxepin
Hydrochloride. The coroner determined the death to be “accidental”. The second patient died secondary to
congestive heart failure, pneumonia, and hemorrhage post bronchoscopy during an acute pulmonary episode. Both
deaths occurred outside of the clinical center in patients with functioning allografts.

There have been no subject withdrawals during this CR period. Seventeen relevant publications and abstracts have
resulted from this research. Two amendments were made to the protocol and standard consent form since the last
CR.

We wish to report on a patient who completed their treatment course under the special exception protocol 01-DK-
9970 An Open Label Comparative Protocol for the Emergency Use of Voriconazole (UK109,496) in Patients With
Life-Threatening Invasive Mycoses Who Are Failing on Current Available Antifungal Agents during this CR period
while participating in 99-DK-0119. The patient completed their course of VVoriconazole without problems. The
patient’s fungal infection clinically resolved. All study paperwork and safety reporting was completed and
submitted to Pfizer Central Research who managed the trial.

CONCLUSIONS:

This protocol needs to be maintained to continue to provide biopsy and peripheral blood samples for transcriptional
and polymorphism studies. It is also necessary to provide a reference point for graft outcome to which
investigational therapies can be compared.
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Report Date: 2 April 2003 Work Unit # 2636-99

DETAIL SUMMARY SHEET

TITLE: Live Donor Renal Donation for Allotransportation
KEYWORDS: Kidney Donor

PRINCIPAL INVESTIGATOR: Allen Kirk, MD, PhD
ASSOCIATES: S. John Swanson, COL, MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Organ Transplant INITIAL APPROVAL DATE: 22 June 1999

STUDY OBJECTIVE:

This protocol is designed to identify candidates for renal donation and provide donor kidneys for patients
undergoing renal transplantation as part of protocol related studies at the NIH Clinical Center. This protocol will
also be used to facilitate the procurement of donor blood and bone marrow in support of transplant studies involving
the evaluation of donor specific immune reactivity.

TECHNICAL APPROACH:

The eligible population will be adults without preexisting renal disease who are willing to donate a kidney to a
family member or close friend who is enrolled in a clinical transplant protocol at the NIH Clinical Center. Patients
will be considered providing they are in good general health. While each patient is evaluated individually,
symptomatic cardiac disease, cerebrovascular disease, or peripheral vascular disease will generally lead to the
exclusion of the candidate. Also, most contagious infectious diseases contraindicate donation, although this is
dependent in large part on the infectious status of the recipient. For example, an individual with Hepatitis C would
not be acceptable for general donation but might be able to donate to another individual with the same strain of
hepatitis C virus.

Patients will not be selected according to race and gender. However, because some of the disorders under study
have different demographic characteristics, the patient populations will not be expected to be evenly balanced (e.g.
refractory hypertension). By international convention, children are not allowed to be used as living organ donors
regardless of whether their guardians consent. For this reason, only adults will be considered for donation.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE:

Protocol is currently open to accrual. The number of subjects enrolled to the study since last APR at WRAMC is 0
and the total enrolled to date at WRAMC is 0. A total of 111 patients have been enrolled n this protocol study-wide
— 28 since the last Continuing Review. Of the patients enrolled, twelve have proceeded to renal donation, and
sixteen have been medically excluded. All patients remain alive and well with good renal function.

Patients accrued to this protocol have proceeded to donation have all done well post operatively. However, two
patients have experienced Serious Adverse Events as described below. These events were reported at the time of
their occurrence. All kidneys from this protocol have functioned well post transplantation. Eleven of twelve grafts
transplanted during this enrollment period functioned immediately, while one graft had delayed function that was
attributable to a correctable technical issue in the recipient. This was unrelated to the status of the donor graft. No
kidney from this protocol has been lost to rejection or technical failure.

#1 — A 5-year-old white female underwent a donor nephrectomy for a protocol renal transplant recipient on 22
October 2002. Her procedure was technically unremarkable. Anti-thromboembolism prophylaxis was used as is our
standard practice including systemic heparinization during the vascular manipulations of the procurement,
application of sequential compression devices, and anti-embolism stockings from the pre-operative period until the
patient was ambulating freely post operatively, and early post operative ambulation (<24 hours post op). Her peri-
operative course was unremarkable. She returned home by plane one week following donation. On 2 November
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2002, the patient experienced shortness of breath, and sudden left sided pain. She went to her local emergency room
and was hospitalized for a presumed pulmonary embolus. A chest radiograph was reported to be suggestive for
pulmonary embolus. No VQ scan was performed. Her local physician on clinical grounds made the diagnosis of a
pulmonary embolus. The patient was stable throughout her course and was heparinized, converted to coumadin, and
discharged to home.

Pulmonary embolism can occur following any major operative procedure. Its incidence is reduced by the use of
anti-embolism prophylaxis, and in this case, all methods reported to be appropriate were employed. The risk of
pulmonary embolism is specifically detailed in the protocol consent. Pulmonary embolism can also occur as a result
of air travel or other sedentary activities.

#2 — A 38-year-old white male who underwent a donor nephrectomy for a protocol renal transplant performed on 18
June 2002. Both his peri-operative course and that of his recipient were unremarkable. The patient was admitted on
4 December 2002 for complaints of pain over his incision site. He reported that the pain began “about a month”
prior and had worsened. He denied any fever or Gl symptoms. A CT scan was performed at his local hospital
showing a fluid collection in the operative bed and a possible foreign body. On admission to the NIH, a plain film
of the abdomen revealed a retained operative sponge. On 5 December 2002, the patient underwent a surgical
exploration. The patient was found to have a 4x8 sponge in the operative site associated with a sterile (by gram
stain) reactive fluid collection. The patient was put on antibiotics until intraoperative cultures returned negative.
The patient recovered well post operatively, remained afebrile after withdrawal of antibiotics, and was discharged to
home on 11 December 2002.

This is clearly a technical error. Review of the operative record showed that the sponge and instrument counts were
reported to the operative surgeon as correct at the time of closure. The operative team and the operating room staff
have reviewed this incident, and a formal Occurrence Report has been generated. A root cause analysis performed
on 14 February 2003 determined this to be caused by nursing error.

CONCLUSIONS

Living related and unrelated kidney donation provides over 50% of the organs for renal transplant protocols at the
Clinical Center, and remains an invaluable source of organs for tolerance protocols. It also is an irreplaceable
source of normal renal tissue and normal, uni-nephric individuals for the study of ischemia reperfusion injury and
allo-independent aspects of renal transplantation. Living donation is preferred for experimental transplantation, as it
eliminates many of the variables that confound transplant protocol interpretation.
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Report Date: 20 November 2002 Work Unit # 2801

DETAIL SUMMARY SHEET

TITLE: Establishment of a Serum Bank for the Future Detection of New Prostate Cancer Markers in
Serum of Patients with Prostate Cancer, Benign Prostate Conditions and No Prostate Disease

KEYWORDS: serum, prostate, future

PRINCIPAL INVESTIGATOR: COL J. Moul, MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 6 December 1994

STUDY OBJECTIVE
Primarily: to establish a serum bank. Serum will be obtained from patients with prostate cancer, benign
prostate disorders and no prostate disease to use in the evaluation of new markers of disease.

TECHNICAL APPROACH
Thirty ccs of blood will be drawn and spun down, and the serum will be frozen for use in the future.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
There have been no adverse events since the last APR. No patients have withdrawn from the study since the
last APR. There are no new literature findings to report.

This study was granted an exception to policy 4 January 2002 for a one-year extension, through 31
December 2002. A new Master Serum Protocol has been submitted and is currently scheduled for the
December 2002 CIC and the January HUC. Therefore, we are submitting along with this APR a request for
exception to DCI policy to keep this protocol open until the new protocol is approved. On 22 March 2002
the PI for this protocol was changed. On 5 November approval was received for adding DeWitt as a site to
this protocol.

The number of subjects enrolled to the study since last APR at WRAMC is 303 and the total enrolled to
date at WRAMC is 2038. The total number enrolled study-wide is N/A, if multi-site study.

CONCLUSIONS
None at this time.
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Report Date: 6 December 2002 Work Unit # 2804

DETAIL SUMMARY SHEET

TITLE: Medical Therapy in Benign Prostate Hyperplasia - Full-Scale Trial
KEYWORDS: prostate, medical therapy, BPH

PRINCIPAL INVESTIGATOR: Schenkman, Noah LTC MC

ASSOCIATES: David McLeod, Judd Moul, Robert Dean, Kevin Gancarczyk, Mark Gibbons, Greg Griewe,
Edmund Paquette, Stephen Brassell, Burkhardt Zorn, Kimberly Peay, Maria Rueda, Thomas Esther, Rayford
Petrowski, Stacy Koff, Inger Rossner

DEPARTMENT: Surgery STATUS: C
SERVICE: Urology INITIAL APPROVAL DATE: 31 January 1995

STUDY OBJECTIVE

To determine the effectiveness of medical therapy (finasteride and/or doxazosin) to treat, delay or prevent the
symptomatic progression of benign prostatic hyperplasia (BPH) and to assess differences over time between
treatment groups. To investigate prognostic indicators and biologic parameters regarding response to therapy. To
gain insight into biologic and physiologic natural history of prostate growth.

TECHNICAL APPROACH

The study is multi-center, placebo-controlled, double-masked clinical trial in which patients who have been
diagnosed with symptomatic BPH are randomly assigned to either of three drug treatment arms or a placebo
control once all entrance criteria have been fulfilled. All patients are monitored closely and will undergo follow-
up evaluation quarterly for efficacy, adverse events and overall mortality. The protocol was approved 5 May
1995 and addenda were approved 28 June 1995, 29 October 1996, 28 October 1997, 5 February 1998, 28 April
1998 and 20 July 2001.

PRIOR AND CURRENT PROGRESS

Enrollment started December 1995 and ended January 1998. A total of 165 participants were randomized in the
full-scale trial and 24 in the pilot study at WRAMC. Enrollment study wide was 3047. The following is a
breakdown in status of the enrollees at WRAMC: Twenty-four participants were enrolled n the pilot study. There
were two deaths, eight other inactives, four subjects off both medications, and four had progression of BPH. Five
men crossed over to invasive therapy, and two developed prostate or bladder cancer during the entire study. One
hundred sixty-five subjects were enrolled in the full-scale trial. There were six deaths, eight other inactives, nine
progression of BPH, twenty-two developing prostate or bladder cancer, and sixteen crossing over to invasive
therapy. Twenty-one patients were off both medications and seven were off one of the study medications. In the
past year there have been no serious adverse events because the study was closed for data collection 30 November
2001. All patients were unblinded in June and July at their last study visit. They were given a copy of the
conclusions of the study and graphs of their PSA, BPH Symptom Score results, and their Uroflow results over the
seven-year course of the study. In addition, they were given printed information of the actual medications that the
patient was taking while enrolled. All patients on study drug at the end of the study were given the option of
remaining on study medication until their unblinding visits.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date at
WRAMC is 189. 24 were on pilot study. 165 were on full-scale study. The total number enrolled study-wide is
3047.

CONCLUSIONS

The study proved that the two drugs together are more effective for treating BPH than either alone. The results
were presented at the American Urological Association (AUA) in Orlando on 28 May 2002. The Medical
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Therapy of Prostatic Symptoms (MTOPS) Trial found that compared to placebo, the 5 a-reductase inhibitor
finasteride and a-1 receptor blocker doxazosin together reduced the risk of BPH progression by 67%. The risk of
progression was reduced by 39% with doxazosin alone and by 34% with finasteride alone. Physicians at
seventeen medical centers treated about 3000 men age 50 and up for an average of 4.5 years. The men all had
BPH and were evenly divided into four groups that took either 5 mg finasteride, 4 mg or 8 mg doxazosin, both
drugs, or a placebo. The aim of the trial was to prevent BPH progression, defined primarily as either a significant
worsening of symptoms, recurring urinary tract infection, urinary retention, incontinence, or invasive therapy such
as surgery. Compared to placebo, the risk of urinary retention was reduced by 79% with combination therapy, by
67% with finasteride, and by 31% with doxazosin (not significantly different from placebo). The risk of invasive
therapy was reduced by 69%, with the combination by 64%, with finasteride by 8%, and with doxazosin no
significant percent from placebo.
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Report Date: 26 June 2003 Work Unit # 2809

DETAIL SUMMARY SHEET

TITLE: Multicenter Prospective Cohort Study to Evaluate the Safety and Effectiveness of the American
Medical Systems (AMS) Ambicor ™ Inflatable Penile Prostheses

KEYWORDS: Ambicor, implant, prostheses

PRINCIPAL INVESTIGATOR: McLeod, David COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 29 August 1995

STUDY OBJECTIVE

To evaluate the ability of the AMS penile prosthesis to provide an erection suitable for sexual intercourse
(device function) as determined by PE and patients self report. Safety will be evaluated by measuring rates
of complications and the occurrence of medical conditions associated with the device.

TECHNICAL APPROACH

After patients have made a decision to have an Ambicor ™ implant, they are informed about the study.
Pre-study/screening lab work must be completed prior to surgery. After surgery, the patient cannot use the
device for sexual intercourse for six weeks. Follow-up exams will be at 6 weeks, 6 months, 1 year, and 18
months post-implant. Patients will complete questionnaires at these visits. Complications, associated
medical conditions, and other adverse effects will be followed for 18 months.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to
date at WRAMC is 19. The total number enrolled study-wide is 140, if multi-site study.

CONCLUSIONS
None at this time.
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Report Date: 30 September 2002 Work Unit # 2812

DETAIL SUMMARY SHEET

TITLE: A Randomized, Double-Blind Comparative Trial of Bicalutamide (Casodex) vs. Placebo in
Patients with Early Prostate Cancer

KEYWORDS: prostate cancer, Casodex

PRINCIPAL INVESTIGATOR: McLeod, David COL MC
ASSOCIATES: Moul, Judd COL MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 28 November 1995

STUDY OBJECTIVE

The primary objective is to compare 2 years of adjuvant bicalutamide 150 mg monotherapy with placebo in
terms of clinical progression and overall survival. The secondary objectives are to compare 2 years of
adjuvant bicalutamide 150 mg monotherapy with placebo in terms of time to treatment failure and
tolerability and to investigate the association of serial measurement of serum PSA and treatment outcome
following 2 years of adjuvant bicalutamide therapy vs. placebo.

TECHNICAL APPROACH
This is a double blind, randomized clinical trial evaluating bicalutamide (Casodex) 150 mg monotherapy
vs. placebo as adjuvant therapy with early prostate cancer.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

Enrollment was completed in August of 1997. 3,292 patients were enrolled in this study nationwide.
Twenty-four (24) patients were enrolled at WRAMC. We have received no new adverse reports from other
sites. All serious unexpected adverse events from WRAMC have been reported. Twenty-two (22) patients
have completed the active part of the study and are being followed for survival and disease progression per
protocol. Five (5) patients have started on second line therapy as a result of disease progression. One (1)
patient has voluntarily withdrawn from the study and is lost to follow-up and one (1) patient was lost due to
death.

CONCLUSIONS
Study is ongoing. No conclusions at this time.
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Report Date: 24 December 2002 Work Unit # 2813

DETAIL SUMMARY SHEET

TITLE: A Phase Il Study to Determine the Effects of Finasteride and Flutamide on Patients with Rising
PSAs Who Have Had Radical Prostatectomy, Radiation or Cryoablation Treatment for Localized Primary
Prostate Cancer

KEYWORDS: finasteride, flutamide, prostate

PRINCIPAL INVESTIGATOR: Moul, Judd COL MC
ASSOCIATES: McLeod, David COL MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 27 February 1996

STUDY OBJECTIVE

To determine in patients with Stage A, B, C, or D1 cancer of the prostate: 1) the likelihood of response in
order to assess whether daily finasteride and daily flutamide should be advanced to other studies; 2)
toxicity of daily finasteride with daily finasteride; and 3) the likelihood of potency maintenance in patients
who were potent before the study.

TECHNICAL APPROACH

Patients will receive flutamide and finasteride daily and will be followed for two years. If the patient
remains responsive to the study drugs, they will remain on the lower dose and be followed for five years. If
a patient has three consecutive rises in the PSA, the flutamide will be increased to full dose and the patient
will be followed for survival data for five years.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

Enrollment was completed in August 1997. All patients have completed the (2) two-year trial and are in
the (5) five-year survival phase. Twelve (11) patients have continued to respond to low dose hormonal
therapy, two (2) patients have advanced to full dose hormonal therapy, (8) patients have discontinued
therapy due to inability to tolerate drug for expected side effects, twelve (14) patients have discontinued
due to progression with rising PSA or other medically required issues, one (1) patient is lost to follow-up,
and (3) patients died.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 39. The total number enrolled study-wide is 200, if multi-site study.

CONCLUSIONS

Combination of flutamide and finasteride appears to be well tolerated and effective in short-term reduction
of serum PSA for a majority of men with serologic recurrence after prior local therapy. Further study is
needed to determine long-term efficacy of this combination of low dose hormonal therapy.
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Report Date: 27 November 2002 Work Unit # 2827

DETAIL SUMMARY SHEET

TITLE: A Phase Il Study to Determine the Effects of Flutamide on Patients with Rising PSAs Who Have
Had Radical Prostatectomy, Radiation, or Cryoablation Treatment for Localized Primary Prostate Cancer

KEYWORDS: prostate, cancer, flutamide
PRINCIPAL INVESTIGATOR: Moul, Judd COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 28 January 1997

STUDY OBJECTIVE

To determine whether or not the use of low dose flutamide alone in patients with PSA — only recurrent
prostate cancer should be advanced to the other studies; mainly a phase I11 randomized trial. This study is
also designed to determine the toxicity of 250 mg flutamide and to determine the likelihood of those
patients who were potent upon enrolling into the study to maintain their potency.

TECHNICAL APPROACH
Patients receive flutamide daily and are followed for two years.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

Thirty (30) patients have been enrolled in this study at WRAMC. All adverse events have been reported.

A total of seventeen (17) patients have been dropped from the study: seven (7) for diarrhea (an expected
side effect), four (4) had progression of the disease and were advanced to full hormonal therapy, one (1) for
anxiety, one (1) died, three (3) have moved, and one (1) for other health concerns. All patients have
experienced gynecomastia (also an anticipated side effect). The thirteen (13) patients remaining on the
study are tolerating the drug and continue to respond. Eight (8) patients have completed the two-year study
period and will be followed for survival for five (5) years per protocol. Due to the research drug going
generic, the sponsor has closed the study because of lack of funding; subsequently, the principle
investigator has closed this protocol to new enrollment.

The number of subjects enrolled to the study since last APR at WRAMC is 1 and the total enrolled to date
at WRAMC is 30.

CONCLUSIONS
None to date.
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Report Date: 1 October 2002 Work Unit # 2834

DETAIL SUMMARY SHEET

TITLE: Retrospective Review of Three-Dimensional (3D) Computerized Tumor Volume Determination in
Radical Prostatectomy Specimens From Black and White Patients

KEYWORDS: prostate, computerized, tumor volume

PRINCIPAL INVESTIGATOR: Moul, Judd COL MC
ASSOCIATES: McLeod, David COL MC, Bauer John MAJ MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 25 November 1997

STUDY OBJECTIVE
The goal of this study is to compare tumor volume and characteristics of whole-mount radical
prostatectomy specimens between black and white prostate cancer patients.

TECHNICAL APPROACH

This is a retrospective study of the CPDR Prostate Cancer Database examining the tumor volume
measurements and tumor locations derived from our whole-mount radical prostatectomies performed by
AFIP since April 1993.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

There are no new literature findings to report, and there have been no amendments or modifications to the
research since the last review. There have been no adverse events. No patients have withdrawn from the
study.

This study is ongoing. In the last year, we have examined the effect of tumor volume as a prognostic factor
for recurrence after radical prostatectomy in black and white patients. Using multivariable analysis tumor
volume was examined with other traditional prognostic factors.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 310.

CONCLUSIONS

Tumor volume is an important prognostic factor for recurrence for black and white men. An additional
publication is being prepared to report these new findings.
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Report Date: 12 September 2002 Work Unit # 2836

DETAIL SUMMARY SHEET

TITLE: Three-Dimensional Ultrasonic Visualization Prostate Cancer
KEYWORDS: ultrasound, 3-D modeling, prostate

PRINCIPAL INVESTIGATOR: Moul, Judd COL MC
ASSOCIATES: McLeod, David COL MC

DEPARTMENT: Surgery STATUS: C
SERVICE: Urology INITIAL APPROVAL DATE: 25 November 1997

STUDY OBJECTIVE

The general objective is to validate current, biopsy-based results indicating that power spectrum analysis of
radio-frequency (RF) ultrasonic echo signals from the prostate can distinguish cancerous from non-
cancerous prostate tissue in three dimensions (3-D) over the full volume of the prostate. The specific
objective is to correlate whole-mount histology obtained from radical prostatectomy specimens with 3-D
tissue-typing images derived from RF echo signals obtained immediately prior to prostatectomy.

TECHNICAL APPROACH

Patients enrolled in this study will already be scheduled for radical prostatectomy. These examinations will
use standard TRUS instrumentation and procedures to acquire RF-echo signal data within a week of
surgery. RF echo-signal data will be acquired using a currently available B&K Medical systems transrectal
prostate scanner. This scanner will be interfaced with a data-acquisition computer using an interface
module and digital hardware identical to current units currently utilized in Riverside Research Institutes’
(RRI) collaborative study with MSKCC. The examining urologist will acquire RF data from approximately
20, evenly spaced, parallel transverse scan planes for each patient. Sectioning of prostatectomy specimens
will be performed by pathologists at AFIP in planes corresponding to the scan planes of the pre-surgical
TRUS examination. The pathologist will demonstrate lesion boundaries directly on digital images of each
whole-mount section using available image-manipulation software. RRI will process RF data using RRIs
current off-line method to generate color-encoded, volume renderings of the prostate. The volume
renderings will be compared with whole-mount histology performed on excised glands. Comparisons will
be made between computer-generated depictions of lesions and lesion properties determined from
histology. This comparison will be based on tumor borders demarcated by the pathologist on images of
each section and will assess tumor shape, volume, number of foci, etc. In addition, staging based on lesion
features depicted by the 3-D images will be compared to clinical and pathological staging; relative
performance will be expressed as ROC curves.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
The study was unable to be completed due to technical difficulties with the equipment from the
collaborators from MSKCC. Therefore, the protocol was terminated.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 0. The total number enrolled study-wide is N/A, if multi-site study.

CONCLUSIONS
There were no conclusions.
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Report Date: 06 December 2002 Work Unit # 2837

DETAIL SUMMARY SHEET

TITLE: NPCP 2200 - A Comparison of Leuprolide with Leuprolide and Flutamide in Previously Untreated
Patients with Clinical Stage D2 Cancer of the Prostate

KEYWORDS: leuprolide, flutamide, prostate cancer

PRINCIPAL INVESTIGATOR: McLeod, David COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 26 February 1985

STUDY OBJECTIVE
To try to determine if the antiandrogen flutamide will increase the efficacy of leuprolide.

TECHNICAL APPROACH
Patients are randomized to receive leuprolide and flutamide or leuprolide and placebo. At the time of
progression, the blind is broken, and patients not receiving flutamide will be given drug.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 24. The total number enrolled study-wide is 600, if multi-site study. We are currently
following two patients for survival, both of whom are still living.

CONCLUSIONS:
It was concluded that in patients with advanced prostate cancer, treatment with leuprolide and flutamide is
superior to treatment with leuprolide alone.
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Report Date: 29 July 2003 Work Unit # 2837

DETAIL SUMMARY SHEET

TITLE: NPCP 2200 - A Comparison of Leuprolide with Leuprolide and Flutamide in Previously Untreated
Patients with Clinical Stage D2 Cancer of the Prostate

KEYWORDS: leuprolide, flutamide, prostate cancer

PRINCIPAL INVESTIGATOR: McLeod, David COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: C
SERVICE: Urology INITIAL APPROVAL DATE: 26 February 1985

STUDY OBJECTIVE
To try to determine if the antiandrogen flutamide will increase the efficacy of leuprolide.

TECHNICAL APPROACH
Patients are randomized to receive leuprolide and flutamide or leuprolide and placebo. At the time of
progression, the blind is broken, and patients not receiving flutamide will be given drug.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 24. The total number enrolled study-wide is 600, if multi-site study. We were following
two patients for survival, both of whom are deceased.

CONCLUSIONS:
It was concluded that in patients with advanced prostate cancer, treatment with leuprolide and flutamide is
superior to treatment with leuprolide alone.
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Report Date: 17 December 2002 Work Unit # 2840-98

DETAIL SUMMARY SHEET

TITLE: Agent Orange Exposure in Vietnam Veterans and the Risks of Prostate Cancer
KEYWORDS: Agent Orange, prostate, cancer, Vietnam

PRINCIPAL INVESTIGATOR: McLeod, David COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: C
SERVICE: Urology INITIAL APPROVAL DATE: 10 February 1998

STUDY OBJECTIVE

Using a case control design, this study will evaluate the relationship between exposure to Agent Orange
and other herbicides and the risk of prostate cancer among the Vietnam veterans who served in the Army.
This study also will be able to determine risk based on the level of exposure to Agent Orange.

TECHNICAL APPROACH

This is a case controlled study — Subjects will be identified through the CPDR multi-center database (those
patients with prostate cancer) and a registry of Vietnam vets maintained at the DVA (controls). Once the
study population is identified, a computer assisted telephone survey (CATI) will be conducted. A dietary
questionnaire will be mailed to those individuals who complete the telephone survey.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

Interviews began in August 1999. 962 interviews have been completed, 214 cases and 748 controls. 800
dietary questionnaires have been mailed to study participants, with 500 of the questionnaires completed and
returned by the study participants.

Due to logistical problems with the questionnaires and monetary issues, it was decided to close this
protocol even though the data has not been analyzed.

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 962. The total number enrolled study-wide is N/A, if multi-site study.

CONCLUSIONS
None.
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Report Date: 06 December 2002 Work Unit # 2854-98

DETAIL SUMMARY SHEET

TITLE: ECOG EST 3886 - Randomized Phase 111 Evaluation of Hormonal Therapy vs. Observation in
Patients with Stage D1 Adenocarcinoma of the Prostate Following Pelvic Lymphadenectomy and Radical
Prostatectomy

KEYWORDS: Zoladex, orchietectomy, adenocarcinoma/prostate

PRINCIPAL INVESTIGATOR: McLeod, David COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 05 February 1998

STUDY OBJECTIVE

To determine the time to progression and survival in patients with histologically confirmed Stage D1
prostate cancer following radical prostatectomy and pelvic lymphadenectomy treated with no immediate
hormonal therapy compared to those treated immediately with hormonal therapy.

TECHNICAL APPROACH

This is a multicenter randomized Phase Il trial. Patients can be randomized to hormonal therapy or
observation. Those patients randomized to observation may be registered to receive hormonal therapy if
their disease progresses. All patients that progress on hormonal therapy will be followed off study drug.
This study was closed to enrollment in 1993.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 1. The total number enrolled study-wide is 87, if multi-site study. One patient is followed
for survival data. He receives his care at Walter Reed and continues to receive Zoladex off protocol.

CONCLUSIONS
None at this time.
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Report Date: 27 March 2003 Work Unit # 2857-98

DETAIL SUMMARY SHEET

TITLE: Multicenter Prostate Cancer Database for the Center for Prostate Disease Research (CPDR) with Patterns of
Care, Outcome and Prognostic Analysis

KEYWORDS: CPDR, prostate, cancer

PRINCIPAL INVESTIGATOR: Moul, Judd COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 26 May 1998

MASTER PROTOCOL

STUDY OBJECTIVE

To maintain an accurate, reliable, secure relational database so as to demonstrate and coordinate longitudinal
prostate cancer data collection as part of a multi-center DOD prostate cancer repository at USUHS. To use the
database to analyze patterns of care, prognostic factors and intermediate and long-term outcomes for prostate cancer.
The CPDR database is suitable for analyzing epidemiological features of prostate cancer and treatment efficacy, and
monitoring the quality of life of our patients. Our long-term goal is to have 20,000 patients followed for twenty
years.

TECHNICAL APPROACH

Our goals and objectives will be achieved by: Retrospectively collecting standardized data on all prostate cancer
patients treated at specified military medical centers during the period 1960-1997 (under WU#2898). Prospectively
by colleting standardized date on all prostate cancer patients treated at specified military centers beginning in 1998.
Prospective data collection will be with consent.

On 15 July 2002 exception to policy was approved to increase enrollment for the protocol from 5,000 patients to
8,000 patients. On 10 January 2003 addendum 27 was approved. This allows the entering of the date of death for
those in the database that gave verbal consent under the original database protocol and never signed a consent form.
Under this protocol we are allowed to keep those patients but cannot enter any data from after 1998.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

Main protocol: The database has archived 445,740 clinical records on 17,817 men. The number of TRUS, biopsy,
medical history, primary staging, radical prostatectomy, and necropsy records were 21698, 20692, 15195, 13469,
6205, 3453, respectively.

The number of subjects enrolled to the study since last APR at WRAMC is 412 and the total enrolled to date at
WRAMC is 5413. The total number enrolled study-wide is 17,817, if multi-site study.

Conclusions: Radical prostatectomy is currently the most common treatment modality for military men with
prostate cancer. More than two-thirds of patient mortality is due to non-prostate causes. Disease free survival in
patients who underwent radical prostatectomy is improved.

WU# 2857-98 (01, 21, 24) STATUS: O
TITLE: Retrospective Review of the Changing Face of Prostate Cancer in the 1990s.

STUDY OBJECTIVE
To explore trends in the military health-care experience with prostate cancer in the 1990s.
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TECHNICAL APPROACH

(01) Our objectives will be achieved by collecting the following data for the calendar years 1990 thru 1997:
The number of patients diagnosed with prostate cancer between.
Taking the number of new stage D patients (D1 and D2) diagnosed and dividing that number by total number of
cases to provide a percentage of stage D per year.
The percentage of cases stratified by Gleason score (Sum): 2-4, 5-6, 7, and 8-10.
The percentage of patients who were diagnosed with clinical T1c disease.
The number of patients with: Clinical stage a + B (T1 and T2), Clinical stage C (T3), Clinical stage D (Tang N
+and/or M +).
The median age at diagnosis of the patients diagnosed.
The percentage of patients having primary treatment: radical prostatectomy alone; radiation therapy (external
and brachytherapy) alone; primary hormonal therapy alone; watchful waiting (no treatment); combination
treatment (i.e. NHT + RP and NHT + XRT).
The mean, median, and range of PSA values at the time of diagnosis for patients diagnosed.
The racial composition of patients.

(21) The following additions were made with this amendment:
Include data from 1988-1998.
Patients” most recent follow-up date.
Patients’ date of consent.
If patient died, date of death and cause of death.
Pathologic stage of patients undergoing radical prostatectomy: a) seminal vesicle status b) margin status c)
capsule status d) Gleason sum in radical prostatectomy specimen €) tumor grade in radical prostatectomy
specimen f) volume of tumor in radical prostatectomy specimen g) number of tumors in radical prostatectomy
specimen.
Date of recurrence of prostate cancer after primary treatment.
Tumor grade, on biopsy, or all patients diagnosed between 1988 and 1998.

(22) The following additions were made with this amendment:
To broaden the epidemiological data from the PSA era, which started in 1988, data from 1988 through 2000
will be used.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
A literature search was performed and no new relevant articles were found.

The most important finding of this study is the significantly increased five-year disease-specific survival, and overall
survival, when comparing early, mid, and later PSA era patients. This parallels the work of Gilliland et al. who
showed improved survival during a period of PSA screening in New Mexico using the SEER (Surveillance,
Epidemiology and End Results Program of the National Cancer Institute) data. The SEER give-year relative cancer
survival rates for patients diagnosed in the following year groups: 1974-1976, 1980-1982, and 1989-1995 were
67%, 73%, and 92%; each of these changes were statistically significant (p<0.05). The critics of PSA testing argue
that the benefits of screening are merely a result of lead-time bias. However, Etzioni et al. have determined that the
improved survival is not due simply to PSA testing, even if one considers a very short lead-time of three years.
Other factors such as increased public awareness and the increased use of hormone therapy in patients with
metastatic disease may also be affecting survival and mortality. The percentage of deaths due to prostate cancer has
decreased in the more recent year groups. This effect emphasizes the improved survival of patients diagnosed in
more recent year groups, and suggests that patients diagnosed in the PSA era are more likely to live longer and die
of other causes, rather than dying of prostate cancer. Unfortunately, only after the results of ongoing screening trials
become validated, will the survival benefits of PSA testing become truly evident.

We have demonstrated a significant stage migration. Most strikingly, the percentage of patients presenting with
metastatic disease decreasing from 14.1% and 19.8% in 1988 and 1989, respectively, to 3.3 % in 1998. Before a
survival benefit, a decrease in metastatic disease should be evident; which is clearly being shown on a national level
by several studies. These findings are more impressive in light of the fact that no curative treatment exists for
patients with metastatic disease. Similarly, there was a statistically significant decrease in the incidence of clinical
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T3 and T4 disease. PSA-testing is reclassifying many of these tumors as T1c, which is associated with decreased
recurrence rates, and increased disease-specific survival, when compared to other clinical stages.

The percentage of tumors that have a clinical stage of T1la and T1b has decreased. This is most likely a result of
medical management of benign prostatic hyperplasia (BPH) and the use of PSA screening. Patients with BPH, and
an elevated PSA, will undergo a transrectal ultrasound (TRUS) and biopsy of the prostate, prior to transurethral
resection of the prostate (TURP). This often results in the discovery of T1c cancers, and subsequent stage
reclassification. A recent comprehensive review of TURP shows that the chance of discovering cancer on TURP is
6%, down from over 20% prior to the PSA era.

CONCLUSIONS

Data from this study indicates that during the PSA era there has been a statistically significant improvement in
survival which is most likely secondary to a clinical stage migration from metastatic disease to disease that is
amenable to curative treatment. In addition the chance of a patient dying of prostate cancer had decreased
dramatically over the thirteen years of the study (1988-2000). Continued follow-up of these patients is mandatory to
further delineate the improvements in patient outcomes that have been achieved during the PSA-era.

Comparing 1988-89, with 1998-99: The percentage of African American (AA) men with extracapsular extension
(ECE) decreased from 100%, to 34.8% (p=0.007), and for Caucasians from 56.9%, to 43.2% (p=.269). The
percentage of AA men with positive margins decreased from 100%, to 26.1% (p<0.001), and for Caucasians from
41.2%, to 27.0% (p=0.021). Mean age at surgery decreased from 66.6 to 59.9 years for AA (p<0.001), and from
65.9 to 61.1 years for Caucasians (p<0.001). Mean PSA level (1990 to 1999) decreased from 16.5 to 6.5 ng/dl for
AA men (p<0.001), and from 10.1 to 6.6 ng/dl for Caucasians (p<0.001).

We believe that the striking decrease in ECE and positive margins in AA men is due to PSA testing, coupled with
improved public awareness, and equal access to care. It appears reasonable to recommend PSA testing in AA men,
who have historically experienced poor outcomes from prostate cancer. This amendment has broad objective and
the intention is to continue to track changes in trends.

WU# 2857-98 (05) STATUS: O
TITLE: Erectile Dysfunction in Patients with Prostate Cancer

STUDY OBJECTIVE

Research on the side effects of prostate cancer treatment has been largely focused upon the absolute number of side
effects (incontinence, impotence or bladder neck contracture) of surgery or radiation therapy, but has not evaluated
the effectiveness of the treatments rendered. The widespread availability of prostheses, infection therapy and oral
medications create new dilemmas in the proper treatment of post-prostate cancer erectile dysfunction. All of these
treatments incur additional costs for the care of prostate cancer patients. In most health care reimbursement systems,
these costs are not covered by the health care plans. Collection data on the pre- and post-treatment rates of erectile
dysfunction and comparing the effectiveness of various treatments may give clinicians valuable insight into the most
effective treatment options. This information will assist clinicians and patients in making these very important
decisions, and the cost-effectiveness created by avoiding treatments with low likelihood of success will provide
increased resources throughout the health care system.

TECHNICAL APPROACH

The following data points will be collected and analyzed: Unique patient identifier, age, date of birth, diagnosis
date, pathology, primary treatment, pre-treatment potency, follow-up dates, follow-up potency. Erectile
Dysfunction (ED) treatment used, Effectiveness of the ED treatment.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

A literature search was performed and no new relevant articles were found. Current progress: no significant
difference was noted in the post treatment erectile function between patients treated with radical prostatectomy of
external beam radiation (10% vs. 15%). Patients selecting watchful waiting heavy the lowest risk of erectile
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dysfunction. Clinical stage and race were significant predictors of the development of erectile dysfunction in the
watchful waiting and external beam radiation treatment groups

CONCLUSIONS

Erectile dysfunction develops in greater that 80% of patients treated for prostate cancer. External beam radiation
has the same risk for erectile dysfunction as radical prostatectomy. We want to assess Viagra and other treatments
for impotence outcomes next

WU# 2857-98 (07) STATUS: C
TITLE: The Utility of Computed Tomography and Bone Scan to Identify Residual Disease in Patients with an Elevated
Serum Prostate Antigen After Radical Prostatectomy

STUDY OBJECTIVE

Radical prostatectomy is a common treatment for localized prostate cancer. Approximately 15% of patients with
pathologically localized prostate cancer and 50% of patients with locally extensive disease will have a rising
prostate specific antigen (PSA) with-in ten years. A bone scan and abdominopelvic CT are commonly performed to
attempt to classify patients as locally recurrent disease vs. metastatic disease. This study will attempt to define the
usefulness of these radiographic studies in this clinical situation. It is suspected that the studies are of low utility,
and many patients may be spared the cost and inconvenience of having them performed.

TECHNICAL APPROACH

A retrospective analysis of the CPDR database will be performed identifying all patients who underwent RP
between 1988 and 1998 who have suffered a PSA recurrence. The patients will be entered into a database and
CHCS will be queried to determine if they underwent a bone scan and/or a CT. The results of those studies will be
obtained and entered into a database. The likelihood of the radiographic studies being positive and the nature of the
abnormality will be analyzed. The following data will be collected: 1) Name, Initials or SSN; 2) Ethnicity; 3) Age
at diagnosis; 4) PSA at diagnosis; 5) Grade at diagnosis; 6) Clinical stage; 7) Date of surgery; 8) Pathologic stage; 9)
Pathologic Grade; 10) Date of PSA recurrence; 11) PSA values and dates — most recent three prior to hormonal
therapy; 12) Clinical recurrence; 13) Bone scan results: Positive, negative, equivocal — if positive site of
abnormality; 14) CT scan results: Positive, negative, equivocal for local or distant Cap recurrence — if positive site
of recurrence 15) Type of adjuvant therapy: XRT, HT, observation, other.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
A literature search was performed and no new relevant articles were found.

To define the utility of bone scan and computed tomography (CT) in the evaluation of patients with biochemical
recurrence after radical prostatectomy. A retrospective analysis of the Center for Prostate Disease Research database
was undertaken to identify patients who underwent radical prostatectomy between 1989 and 1998. Patients who
developed biochemical recurrence (two prostate-specific antigen [PSA] levels greater than 0.2 ng/mL) and
underwent either bone scan or CT within three years of this recurrence were selected for analysis. The preoperative
clinical parameters, pathologic findings, serum PSA levels, follow-up data, and radiographic results were reviewed.
One hundred thirty-two patients with biochemical recurrence and a bone scan or CT scan were identified. Of the
127 bone scans, 12 (9.4%) were positive. The patients with true-positive bone scans had an average PSA at the time
of the bone scan of 61.3 +/- 71.2 ng/mL (range 1.3 to 123). Their PSA velocities, calculated from the PSA levels
determined immediately before the radiographic studies, averaged 22.1 +/- 24.7 ng/mL/mo (range 0.14 to 60.0).
Only two patients with a positive bone scan had a PSA velocity of less than 0.5 ng/mL/mo. Of the 86 CT scans, 12
(14.0%) were positive. On logistic regression analysis, PSA and PSA velocity predicted the bone scan result (P
<0.001 each) and PSA velocity predicted the CT scan result (P = 0.047). Patients with biochemical recurrence after
radical prostatectomy have a low probability of a positive bone scan (9.4%) or a positive CT scan (14.0%) within
three years of biochemical recurrence. Most patients with a positive bone scan have a high PSA level and a high
PSA velocity (greater than 0.5 ng/mL/mo).
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CONCLUSIONS

Patients with biochemical recurrence after radical prostatectomy have a low probability of a positive bone scan
(9.4%) or a positive CT scan (14.0%) within three years of biochemical recurrence. Most patients with a positive
bone scan have a high PSA level and a high PSA velocity (greater than 0.5 ng/mL/mo).

WU# 2857-98 (08) STATUS: O
TITLE: Review of the Prostatic Intraepithelial Neoplasia (PIN) in Prostatectomy Specimens Pre-Treated with
Neoadjuvant Hormonal Therapy (NHT)

STUDY OBJECTIVE

The goal of this study is to:

a) Determine how often PIN is present and how extensive it is in patients treated with hormonal therapy prior to
surgery versus those treated with surgery alone; b) Compare the histologic features of the PIN to that of the
coexisting invasive carcinoma, particularly with respect to the extent of treatment effect; c) Determine, by
immunohistochemistry, if PIN is still capable of progression utilizing the standard monoclonal antibody MIB-1
which is a routine marker of used proliferative activity d) Evaluate the presence of neuroendocrine cells in the
detectable carcinomas and PIN by immunohistochemistry (chromogranin, a standard routine non-investigational
stain).

TECHNICAL APPROACH

Retrospective data on all AFIP-referred RP patients who were treated at WRAMC and NMCSD between 1993 and
1998 will be studied. The following information will be gathered: 1) AFIP Accession Number; 2) Race; 3) Age at
diagnosis; 4) Start and stop date for hormonal therapy (LHRH start and stop dates, Antiandrogen start and stop
dates, Orchiectomy date); 5) Surgery date; 6) Clinical Stage and TNM clinical stage: A, B, C; T1, T2, T3; 7) Total
number of tumors in radical prostatectomy specimen; 8) Total tumor volume in radical prostatectomy specimen (as
performed in WU#2834); 9) Pre-treatment PSA value (ng/ml); 10) Surgical Margin status: Positive, Negative; 11)
Benign Glands in Margin: Yes, No; 12) Path Gleason Score: 2-10 (worst Gleason sum in radical prostatectomy); 13)
WHO differentiation: Well, Moderate, Poor; 14) Nuclear Grade: I, I-11, I1-111, 1Il; 15) PSA Recurrence: Yes, No; 16)
Date PSA Recurrence; 17) Clinical Recurrence: Yes, No; 18) Date Clinical Recurrence; 19) Last Follow-up Date;
20) Last PSA Value and Date.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

In 9 of 26 prostatectomy specimens, PIN was detectable. In two patients, both PIN and tumor exhibited no
appreciable proliferative activity, in three both tumor and PIN had a high proliferation rate. In three patients the
tumor had a higher proliferation index than the PIN.

Of the nine prostate specimens with PIN, only one retained high proliferative activity of the PIN following
treatment. In six of the nine patients, tumor and PIN showed the same proliferation rate following androgen
ablation. PIN was recognizable in three of the four patients with high proliferative activity in the tumors. But in
two of these, the proliferative activity was low or minimal in the PIN. These findings may indicate a greater
sensitivity of PIN to androgen blockade.

CONCLUSIONS
None at this time.

WU# 2857-98 (13) STATUS: O
TITLE: Can Seminal Vesicle Invasion of CaP Predict Disease Progression

STUDY OBJECTIVE

It has been observed that patients who have Seminal Vesicle (SV) invasion have a worse prognosis. This study will
look at the extent of SV invasion within the CPDR database to see if the magnitude has any bearing on recurrence of
disease within the patient population.
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TECHNICAL APPROACH

The surgical pathology reports and PSA post radical prostatectomy data will be reviewed to determine how many
people have SV invasion. After defining who has SV invasion, the data will be analyzed to determine if prostate
cancer disease progression can be predicted according to the amount of SV invasion that is present.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
A literature search was performed and no new relevant articles were found.

505 prostatectomies obtained from 1993-1999 sectioned at 2.2mm intervals were processed as whole-mounts. All
tumors with pathologic stage 3b and four were reviewed for the pattern of SVI as reported by Ohori et al. The
pattern and extent of SVI were correlated with tumor grade, surgical margin status, vascular invasion and post-
operative biochemical progression.

Three of 53 patients showed SVI along the ejaculatory ducts (type 1). In 34 cases SVI occurred through the capsule
with or without ejaculatory duct involvement (type Il or type | and type Il). In 16 cases, SVI occurred with our
direct connections to the main tumor (type I11). Vascular invasion was observed in 22 patients. Surgical margins
were positive in 35 patients. In 41 patients, extraprostatic extension was present in other sites that SVI. All but four
patients had poorly differentiated elements that exceeded 25% of the tumor in 21 patients. In 12 patients, SVI did
reach the attachment site. None of the patients with type | SVI recurred. Seventeen of 34 patients with type Il or |
and I, SVI recurred. Six of these showed vascular invasion. Of the 16 patients with type 11 SVI, six recurred. 33%
of patients with SVI up to the attachment site recurred vs. 46.3% extending into the free part of the SV. We found
no difference with respect to progression considering the presence of vascular invasion.

CONCLUSIONS

When SV is invaded from the prostate, progression appears to be lower than when it is due to capsular penetration of
“metastatic” spread. We did not observe any difference in progression rate when comparing type Il or I and 111 to
type Il invasion.

WU# 2857-98 (14) STATUS: O
TITLE: Time to NADIR of Serum Prostate Specific Antigen (PSA) for Patients with Prostate Cancer Treated with
Radiotherapy

STUDY OBJECTIVE

Several surrogate endpoints have been proposed for patients with CaP after definitive therapy because of the long
natural history of the disease in most cases. PSA nadir values have received most attention, but no time to nadir has
been proposed as a surrogate that better incorporates kinetics of PSA half-life. Some studies have reported that
patients who ultimately fail therapy reach higher nadir values earlier than patients who remain without evidence of
disease (NED); other reports state that time to nadir is not related to outcome.

TECHNICAL APPROACH

The following data from all curative radiotherapy patients (excluding: post prostatectomy; if hormonal therapy was
provided before radiation therapy) between 1 January 1992 and 31 December 1994 will be analyzed: age; stage;
grade; PSA date and value closest to XRT therapy start date, all PSA values and date post-XRT; XRT treatment date
(dose, # fractions, # days, technique, date therapy was completed); date of last follow-up; date of hormonal
treatment; date of death.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
A literature search was performed and no new relevant articles were found.
The multicenter data query is pending while the data holes are identified and filled.

CONCLUSIONS
None at this time.
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WU# 2857-98 (15) STATUS: O
TITLE: Prostate Specific Antigen (PSA) Response After Combined Temporary Androgen Suppression and External
Beam Radiotherapy

STUDY OBJECTIVE

The American Society for Therapeutic Radiology and Oncology (ASTRO) Consensus Panel definition for
biochemical failure following external beam radiation therapy for prostate cancer is three consecutive increases in
PSA. Inrecent years, temporary androgen suppression has been combined with external beam radiotherapy as
curative therapy for localized prostate cancer. There is almost always an excellent PSA response with this
combination, but it is not uncommon for the PSA to rise to some degree once androgen suppression has been
stopped. The purpose of this study is to test the validity of the ASTRO definition of biochemical failure in patients
treated with combined androgen suppression and radiotherapy.

TECHNICAL APPROACH

The following data from all patients treated with curative intent for prostate cancer with temporary androgen
suppression and external beam therapy (excluding: post prostatectomy; if the androgen suppression therapy was >
12 months which does not exclude patients who subsequently fail and were then placed on long term hormonal
therapy) between 1 January 1986 and 31 December 1996 will be analyzed: Age at Diagnosis; Clinical stage
(AJCC); Tumor grade (Gleason score); PSA date and value prior to any therapy (pretreatment PSA), All PSA dates
values after radiotherapy; Radiation therapy treatment (Total dose, Technique, # fractions and # of days, date
therapy was started and completed); Dates and type of hormonal therapy(dates and dose, 1 or 3 months, of LHRH
agonist injections; start and end dates of antiandrogen (flutamide, Casodex)); Date and site of clinical failure (i.e.
bone scan, re-biopsy, etc.); date and type of subsequent therapy; Date of last follow-up; Date of death.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
A literature search was performed and no new relevant articles were found.
The multicenter data query is pending while the data holes are identified and filled.

CONCLUSIONS
None at this time.

WU# 2857-98 (20) STATUS: O
TITLE: Comparison of Disease Free Survival and Overall Survival of Patients with Carcinoma of the Prostate Treated
with Radical Prostatectomy of Radiation Therapy in the PSA Era

STUDY OBJECTIVE

The CPDR database is unique, in that it contains longitudinal data on patients treated for CaP from 1988-1999 in the
military health care system at 10 different medical facilities. The goal of this protocol is to retrospectively examine
patients that were primarily and solely treated with RP or XRT between 1988-1994. The subjects will be stratified
for tumor grade, Gleason sum, clinical stage, ethnicity, age, pre-biopsy and/or pre-treatment PSA to determine if
there is a statistically significant difference in DFS, development of distant metastasis, and/or death from CaP
between these two groups (XRT and RP) with a minimum of a five year follow-up (1995-1999). The study will also
determine if margin status, in those patients that underwent RP, is an independent predictor for PSA recurrence,
DFS, distant metastasis, and mortality. The study will examine the dose of radiation given to see if that is an
independent predictor of DFS, distant metastasis or mortality. The results of this study will help inform clinicians
on how to counsel patients, with various pre-treatment criteria, on which from of treatment, XRT or RP, may be best
suited to them.

TECHNICAL APPROACH

This study will use multivariate Cox regression analysis to determine significant pre-treatment variables for both
XRT and RP for DFS, development of distant metastasis, and death from CAP. Also, regression analysis will be
used to determine if age, medical history, margin status, pathologic stage, and particularly primary treatment (XRT
or RP) are an independent predictor of DFS, development of distant metastasis, and death.
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PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
A literature search was performed and no new relevant articles were found.

Between 1988 and 1994, 969 patients were treated with either radical prostatectomy or conventional dose external
beam radiation at WRAMC. 915 (94.4%) of these patients had adequate information available for analysis.
Retrospective review of follow-up data from patient charts, the hospital clinical computer system, and the CPDR
database was performed. After treatment was administered, follow-up occurred at a frequency determined by the
patient's individual physician. PSA recurrence was defined by the ASTRO criteria for RT patients and as a PSA ~!
0.4 for the RP patients. Hormone therapy for clinical or biochemical progression was instituted at physicians'
discretion and bone scans were obtained when directed by the physician. Average length of follow-up in this study
was 113 months in the RT group and 114 months in the RP group.

CONCLUSIONS — Preliminary:

RESULTS: Four hundred eighty (52.3%) patients received RT while 435 (47.7%) underwent RP. Two hundred
thirty-five (49%) of the RT patients and 176 (40.5%) of the RP patients experienced biochemical recurrence with an
average time to recurrence of 28.8 months (range 1.3-98. 1) and 3 8.3 months (range 0.7-152.0), respectively.
Thirty-five (29.4%) low-risk RT patients and 35 (20.3%) low-risk RP patients had biochemical recurrence with an
average time to recurrence of 34.8 months (range 5.0-68.5) and 40.7 months (range 1.8-94.9), respectively. Two
hundred (55.4%) high-risk RT patients and 141 (53.6%) high-risk RP patients recurred at an average of 27.7 months
(range 1.3-98. 1). Our data suggest that RP is a better treatment option than conventional dose RT for patients
whether they are low or high-risk. We use a mature database depicting patients undergoing similar treatment at a
single institution with similar follow-up in the PSA era with long follow-up times. This study serves as a valid basis
for RT protocols employing dose escalation even for low risk patients and consideration of neoadjuvant or adjuvant
hormonal therapy approaches. To determine whether these approaches will result in outcome equivalence to RP will
require further study.

WU# 2857-98 (23) STATUS: O
TITLE: Retrospective Review of Prostate Needle Biopsy Site to Predict Radical Prostatectomy Margin Status

STUDY OBJECTIVE

Surgery is often preferred therapy for young patients with early stage prostate cancer (CaP) because of relatively
higher rate of biochemical disease-free survival than after radiotherapy. Unfortunately, the effect of young age on
outcome after therapy for CaP has been infrequently reported on the surgical literature and even less frequently
reported in the radiotherapy literature. This protocol will document outcomes after radiotherapy in young men;
specifically defined as </= 59 years old at diagnosis. Subset analysis will be reported for men </= 55 years, and if
sufficient data exists, </= 50 years. These will be compared with surgical outcomes once patients are matched by
pretreatment Gleason score, pretreatment clinical stage, and pretreatment PSA.

TECHNICAL APPROACH

Data will be analyzed for relationships between location of positive biopsy and location of positive margin on RP
specimens, impact of nerve sparring and its relationship to positive biopsy location, margin status and number of
biopsies, margin status and size of prostate gland, margin status and Gleason score and margin status and pre-tx
PSA. Data will then be analyzed by a statistician using a univariate and multivariate regression analysis.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE
A literature search was performed and no new relevant articles were found.
The multicenter data query is pending while the data holes are identified and filled.

CONCLUSIONS
The study is ongoing and there are no conclusions at this time.
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Report Date: 06 December 2002 Work Unit # 2859-98

DETAIL SUMMARY SHEET

TITLE: SWOG 8894 - A Comparison of Bilateral Orchiectomy With or Without Flutamide for the
Treatment of Patients with Histologically Confirmed Stage D2 Prostate Cancer

KEYWORDS: cancer, prostate, orchiectomy

PRINCIPAL INVESTIGATOR: McLeod, David COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 05 February 1998

STUDY OBJECTIVE
To test the hypothesis that total androgen blockade (orchiectomy plus flutamide) may be better than
orchiectomy alone.

TECHNICAL APPROACH (Describe the methodology and note any modifications.)
This is a prospective, randomized, double blind, placebo controlled study.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 35. The total number enrolled study-wide is 1387, if multi-site study. Two patients are
being followed for survival data. One patient is receives his care at WRAMC and is living with metastatic
prostate cancer, the other patient receives his care at a civilian clinic and is disease-free at this time.

CONCLUSIONS
The combined androgen blockage (CAB) benefit is clinically negligible.
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Report Date: 06 December 2002 Work Unit # 2861-98

DETAIL SUMMARY SHEET

TITLE: ECOG P-Z887 - A Phase I Study of Intravesical Tumor Necrosis Factor in the Treatment if
Superficial Bladder Cancer

KEYWORDS: intravesical, tumor necrosis factor (TNF), bladder cancer

PRINCIPAL INVESTIGATOR: McLeod, David COL MC

ASSOCIATES:
DEPARTMENT: Surgery STATUS: C
SERVICE: Urology INITIAL APPROVAL DATE: 05 February 1998

STUDY OBJECTIVE

To determine: 1) safety of TNF instilled into the bladder as an intravesical form of therapy for superficial
bladder cancer; 2) the scope and severity of toxicity of the TNF in patients with bladder cancer; 3) the dose
limiting toxicities and maximum tolerated dose of TNF; 4) any systematic effects of the TNF on other
organ systems and to determine systemic pharmacokinetics.

TECHNICAL APPROACH

Three patients will be treated at each dose level (200-250 mcg.) Each patient will receive all treatments of
TNF in a single dose level. If DLT is seen in more than one patient, an additional three patients will be
entered at this dose level. If a total of three of these six patients exhibit a DLT, then dose escalation will
end all subsequent patient will be entered at this dose level.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 3. The total number enrolled study-wide is unavailable, if multi-site study. Per ECOG
correspondence dated 06 Jun 02, patients will no longer be followed for survival data. The study was
closed by ECOG in 1991 due to poor accrual. We are following two patients for survival, both of whom
are currently living. The third patient died.

CONCLUSIONS
None at this time.
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Report Date: 06 December 2002 Work Unit # 2864-98

DETAIL SUMMARY SHEET

TITLE: ECOG EST 9887 - A Phase Il Trial of Treatment of Pathologic Stage C Carcinoma of the
Prostate with Adjuvant Radiotherapy

KEYWORDS: prostate, cancer, adjuvant radiotherapy

PRINCIPAL INVESTIGATOR: Moul, Judd COL MC
ASSOCIATES: McLeod, David COL MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 05 February 1998

STUDY OBJECTIVE

To compare in a randomized study, the disease-free survival rates in completely resected patients with
pathologic Stage C (T3Noh10) carcinoma of the prostate assigned to be treated with adjuvant external
beam radiotherapy to that in patients assigned to receive no adjuvant therapy. To assess the qualitative and
quantitative toxicities of patients with pathologic Stage C carcinoma of the prostate when treated with
eternal beam radiotherapy.

TECHNICAL APPROACH

After prostatectomy with pelvic lymphadenectomy and no evidence of regional lymph node or metastatic
disease, the patient is randomized to receive adjuvant radiation therapy or no adjuvant therapy. All patients
are off treatment 1 year after randomized or at disease progression.

PRIOR AND CURRENT PROGRESS and REVIEW OF RECENT LITERATURE

The number of subjects enrolled to the study since last APR at WRAMC is 0 and the total enrolled to date
at WRAMC is 4. The total number enrolled study-wide is unavailable, if multi-site study. This ECOG
protocol has been closed to enrollment since 1996 due to poor accrual nationwide. We are currently
following 2 patients for survival status. Two patients live outside of the Walter Reed health care system
and receive their care elsewhere. They are contacted yearly for survival information and are both in
excellent health at this time. The remaining two patients have died.

CONCLUSIONS
None available at this time.
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Report Date: 4 June 2003 Work Unit # 2871-98

DETAIL SUMMARY SHEET

TITLE: Creation of a Tissue Library for the Molecular Biologic Study of Patients with Prostate Cancer

KEYWORDS: prostate, cancer, tissue
PRINCIPAL INVESTIGATOR: Moul, Judd COL MC

DEPARTMENT: Surgery STATUS: O
SERVICE: Urology INITIAL APPROVAL DATE: 21 July 1998
MASTER PROTOCOL.:

STUDY OBJECTIVE

To create a tissue library for the molecular biologic study of prostate cancer.

Develop a primary and immortalized cell cultures from prostate cancer specimens.

Define the role that oncogenes and tumor suppressor genes play in the progression of prostate cancer.

Analyze genetic susceptibility factors for prostate cancer such as androgen receptor CAG repeats and HPCI
mutations.

Correlate RNA and DNA molecular biology assays to the ongoing clinical database (WU # 2898). Create a 3-
dimension