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Animal Studies
Cardiac Response to Semistarvation and Refeeding. (C)

Flow Cytometric Analyses of Guinea Pig Dorsal Root Ganglion
Cells. (T)

Physiologic, Anesthetic, and Mechanical Effects on Neurogenic
Motor Evoked Potentials in a Porcine Model. (C

Bronchoalveclar Lavage as a Diagnostic Tool in Bacterial
Pneumonia of Young Piglets. (C)

Study of Feral Domestic Cats (Felis domestica) for Lyme
Spirochetes at Fort Sam Houston and Camp Bullis, Texas. (C)

Development of Adenocarcinoma of the Colon with a Two-Stage
Vesico-Colonic Anastomosis. (T)

Botulinum Toxin Detection by Mouse Bioassay. (O)

Production of Mouse Positive and Negative Control Slides for
Use in Rabies FRA Test. (O)

Clinical Investigation on the Biodegradation of Lactide-Base
Polymers in Rabbits. (0O)

Biosynthesis of Polyclonal Anti-peptide Antibodies in Rabbits.
(0)

An Evaluation of Neurogenic Motor Evoked Potentials (NMEP) and
Spinal Cord Protection in the Swine Model. (0)

Hemodynamics Effects of Dobutamine in a Porcine Hemorrhagic
Shock Model. (0)

Maintenance of Mouse Bladder Tumor Cell Line and Assessment of
Karyotype of MBT-2 Cells versus Time. (O)

Evaluation of Antitumor Activity of Cimetidine When Used in

Conjunctions with BCG Immunotherapy of Bladder Cancer in a
Murine Model. (O)

High Frequency Ventilation Rescue of Venous Air Embolism. (T)
Fascia Augmentation: A Comparison Between Autologous Fascia

and Injectable Collagen. (O)
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T-1-88
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T-2-90

T-92-1

What are the Effects of Hemorrhagic Shock on Myocardial
Contractility and Function? (0O)
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308

Alkalinization of Lidocaine and its Effect on Plasma Levels in 306

Guinea Pigs. (O)

The Effect of Epidurally Administered Local Anesthetics on
Differential Sensorimotor Neural Blockade using Near-Field
Cortical and Spinal Evoked Responses in Rabbits. (O)

Nasal Tip Fixation: A Comparison of Suture Materials. (O)

Effect of Typically Applied Crystalline L-Lysine. (O)

Effects of Desflurane on Neurogenic Motor Evoked Potentials
in Swine. (0)

Effect of Nitric Oxide Synthetase Inhibition in a Porcine
Septic Shock Model. (0O)

The Effect of Slow Calcium Channel Blockade on Citrate
Toxicity During Simulated Massive Transfusion in Swine. (0O)

The Effects of Desmopressin on Myocardial Contractility
in Swine. (0)

Orthopaedic Microsurgery - A Training Protocol. (O)

Supervised Basic Abdominal and Vascular Surgical Experience.
(0)

Microsurgery Training Protocol for Plastic Surgery Staff,
Residents and Rotators. (O)

Swine Model for Technical Procedure Training of Emergency
Medicine Residents. (O)

Abdominal Surgical Experience - Gynecology Service. (O)
Canine Utilization for Rigid Endoscopic Training. (O)

Oculoplastic Seminar and Laboratory and Wound Closure. (O)

Pediatric Intubation Training Utilizing the Feline Model. (0)

Urologic Microsurgery — A Training Protocol. (0O)

Sensormedice Model 3100 High Frequency Oscillatory Ventilator
Training Using a Swine Model.
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SWOG 7808
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Pediatric Endotracheal Training Utilizing the Ferrel Model. 326
A Field Anesthesia Machine and the OHMEDA PAC Drawover 327
Vaporizer
Emergency Medicine Trauma Skills Laboratory Using the Goat. 328
Southwest Oncology Group
Adjuvant Chemotherapy with 5-Fluorouracil, Adriamycin and 329

Mitomycin-C (FAM) vs Surgery Alone {or Patients with Locally
Advanced Gastric Adenocarcinoma. (O)

Combination Modality Treatment for Stage III and IV Hodgkin‘’s 330
Digsease MOPP 6. (O)

Combined Modality Therapy for Breast Carcinoma, Phase III. 331
{0)

Comparison of BCG Immunotherapy and Adriamycin for Superficial 332
Bladder Cancer, Phase III. (O)

Combined Modality Therapy for Multiple Myeloma, VMCP-VBAP for 333
Remission Induction Therapy: VMCP + Levamisole ve Sequential
Half-Body Radiotherapy + Vincristine-Prednisone for Maintenance
or Consolidation. Phase II. (0O)

Evaluation of Adjuvant Therapy and Biological Parameters in 334
Node Negative Operable Female Breast Cancer, (ECOG EST-1180),
Intergroup, Study (Observation Only) (Patients Randomized to

CMFP Chemotherapy). (O)

Treatment of Limited Non-Small Cell Lung Cancer: Radiation vs 335
Radiation plus Chemotherapy (FOMi/CAP), Phase III. (O)

Autologous Marrow Transplantation for the Treatment of 336
Non-Hodgkin‘’s Lymphoma, Phase II. (O)

Megestrol Acetate and Aminoglutethimide/Hydrocortisone in 337
Sequence or in Combination as Second-Line Endocrine Therapy of
Estrogen Receptor Positive Metastatic Breast Cancer, Phase III.

(c)

Multiple Drug Adjuvant Chemotherapy for Patients with ER 338
Negative Stage II Carcinoma of Breast, Phase III. (0O)
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SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

SWOG

8326

8393

8406

8417

8501

8507

8509

8515

8516

8520

8573

8590

8591

8598

Evaluation of Combination Chemotherapy Using High Dose Ara-C
in Adult Acute Leukemia and Chronic Granulocytic Leukemia in
Blastic Crisis, Phase III. (0O)

MEL 82 323, National Intergroup Protocol for Intermediate
Thickness Melanoma 1.0 to 4.0 mm - Evaluation of Optimal
Surgical Margins (2 ve 4 cm) Around the Primary Melanoma and
Evaluation of Elective Regional Lymph Node Dissection. (O)

Evaluation of Esorubicin in Malignant Lymphoma, Phase II. (O)

Evaluation of Two Consolidation Regimens in the Treatment of
Adult Acute Lymphoblastic Leukemia, Phase III. (C)

Intraperitoneal Cis-Platinum/Intravenous Cyclophosphamide vs
Intravenous Cis-Platinum/Intravenous Cyclophosphamide in
Patients with Non-Measurable (Optimal) Disease Stage III
Ovarian Cancer, Phase III Intergroup. (C)

Maintenance versus No Maintenance BCG Immunotherapy of
Superficial bladder Cancer, Phase III. (O)

Evaluation of Menogaril in Adenocarcinoma of the Prostate,
Phase II. (O)

Evaluation of Menogaril in Non~Hodgkin’s Lymphoma, Phase II.
(0)

A Phase III Comparison of CHOP vs m-BACOD vs ProMACE-CytaBOM
ve MACOP-B in Patients with Intermediate or High-Grade
Non-Hodgkin’s Lymphoma. (O)

Cis-Diammnedichloroplatinum II: Methotrexate and Bleomycin in
the Treatment of Advanced Epidermoid Carcinoma of the Penis,
Phase II. (0)

Treatment of Limited Small Cell Cancer with Concurrent
Chemotherapy Radiotherapy and Intensification with High Dose
Cyclophosphamide. (0)

Phase II Study to Determine the Effect of Combining
Chemotherapy With Surgery and Radiotherapy for Resectable
Squamous Carcinoma of the head and Neck. (O)

NCI Intergroup #0035, An Evaluation of Levamisole Alone or
Levamisole plus 5-Fluorouracil as Surgical Adjuvant Treatment
for Resectable Adenocarcinoma of the Colon. (0O)

Prospective Trial for Localized Cancer of the Esophagus:
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Comparing Radiation as a Single Modality to the Combination of
Radiation Therapy and Chemotherapy, Phase III Intergroup. (O)

A Randomized Investigation of High Dose versus Standard Dose 353
Cytosine Arabinoside with Daunorubicin in Patients with Acute
Non-Lymphocytic Leukemia, Phase III. (0O)

Chemo~Hormonal Therapy of Postmenopausal Receptor-Positive 354
Breast Cancer, Phase III. (O)

A Phase III Randomized Trial of Combination Therapy for 355
Multiple Myeloma. (C)

Therapy in Premenopausal Women with Advanced, ER Positive or 356
PgR Positive Breast Cancer: Surgical Oophorectomy vs. the
LH-RH Analog, Zoladex, Phase III, Intergroup. (O)

A Comparison of Pentostatin and Alpha-Interferon in 357
Splenectomized Patients with Active Hairy Cell Leukemia. (C)

Phase III Combination Chemotherapy of Predominantly Hormone 358
Insensitive Metastatic Breast Cancer: An Evaluation of CAF

versus Rotating Regimens of CAF and TSAVBH Induction Therapy
Followed by observation or Maintenance Therapy with CMF(P)TH

or CMFH Intergroup. (C)

Trial of Cystectomy Alone versus Neoadjuvant M-VAC + 359
Cystectomy in Patients with Locally Advanced Bladder Cancer,
Phase IIl. (O)

A Study of Reproductive Function in Patients with Testicular 360
Function. (O)

Evaluations of Didemnin B or Ifosfamide/Mesna in Endocrine 362
Resistant Prostate Cancer and of Ifosfamide/Mesna in Patients
without Prior Endocrine Manipulation, Phase II. (0O)

Evaluation of Amonafide in Esophageal Cancer. (C) 363
Evaluation of Operable Bladder Cancer Patients with 364
Preoperative Irradiation + 5-FU Alone, Phase II, A Pilot Study

for Patients Ineligible for SWOG 8710. (O)

Treatment of Localized Non-Hodgkin‘’s Lymphoma: Comparison of 366
Chemotherapy (CHOP) to Chemotherapy plus Radiation Therapy.

(0)

Phase III AZQ 24-Hour Infusion Versus BCNU for Adult High (O) 368
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8809
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Pilot Study to Examine Cytogenetic Abnormalities in Patients 369
with Acute Leukemia, Ancillary. (O)

Phase III Evaluation of "High Dose" versus "Standard Dose" 370
Cisplatin Combined with Bleomycin and VP-16 for Advanced
Metastatic Testicular Cancer. (C)

A Randomized Study of Etoposide + Cisplatin and Etoposide + 3N
Carboplatin (CBDCA) in the Management of Good Risk Patients
with Advanced Germ Cell Tumors. (C)

A Randomized Trial of Adjuvant Intraperitoneal Recombinant 372
Interferon Alpha-2 in Stage 111 Ovarian Carcinoma in Patients

Who Have No Evidence of Disease After Surgery and Chemotherapy.
()

Phase III Study of Alfa-nl (Wellferon®) as Advanced Treatment 373
for Resectable Renal Cell Carcinoma. (O)

Randomized Phase III Evaluation of Hormonal Therapy versus 374
Observation in Patients with Stage D1 Adenocarcinoma of the
Prostate Following Pelvic Lymphadenectomy and Radical
Prostatectomy. (O)

Treatment of Pathologic Stage C Carcinoma of the Prostate with 375
Adjuvant Radiotherapy. (O)

Randomized Prospective Comparison of Bacillus Calmette-Guerin 376
and Mitomycin-C Therapy and Prophylaxis in Superficial
Transitional Cell Carcinoma of the Bladder, with DNA Flow
Cytometric Analysis, Phase III. (O)

Combination Chemotherapy foe Advanced Hodgkin’s Disease, 377
Phase III, Intergroup. (C)

Neoadjuvant Cisplatin and VP-16 plus Concurrent Chest and 378
Optional Brain Irradiation for Patients with Stage III
Non-Small Cell Lung Carcinoma, A Phase II Pilot. (C)

A Phase III Study of Alpha Interferon Consolidation Following 379
Intensive Chemotherapy with ProMACE-MOPP (Day 1-8) in Patients
with Low Grade Malignant Lymphomas. (O)

Six Courses of 5-Fluorouracil and Cis-Platinum with Correlation380
of Clinical Cellular DNA Parameters in Patients with Advanced,
Untreated and Unresectable Squamous Cell Carcinoma of the Head
and Neck, Phase III. (O)

Treatment of Limited Small Cell Lung Cancer with Concurrent 381
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Chemotherapy, Radiotherapy, with or without GM-CSF and
Subsequent Randomization to Maintenance Interferon or no
Maintenance. (C)

Phase III Comparison of Adjuvant Chemoendocrine Therapy with 383
CAF and Concurrent or Celayed Tamoxifen to Tamoxifen Alone in
Postmenopausal Patients with Involved Axillary Lymph Nodes and
Pogitive Receptors. (0O)

Study of 1l3-cis Retinoic Acid (Accutane) plus rIFN-alpha A 384
(Roferon-A) in Mycosis Fungoides, Phase I1I. (O)

Central Lymphoma Repository Tissue Procurement Protocol. (0) 385

A Phase II Study of Continuous Infusion Recombinant 386
Interleukin-2 in Patients with Malignant Melanoma. (C)

A Phase I Trial of Carboplatin (CBDCA) in Relapsed or 387
Refractory Acute Myeloid Leukemia. (O)

Phase Il Investigation of Chlorambucil and Fludarabine 388
Monophosphate in Relapsed or Refractory Chronic Lymphocytic
Leuker:ia. (C)

A Phase II Evaluation of Fazarabine in Central Nervous System 389
Tumors. (C)

Intraperitoneal Mitoxantrone vs. Intraperitoneal FUdR in 390
Ovarian Cancer Patients with Minimal Residual Disease After
Second-Look Surgery. A Randomized Phase II Pilot. (O)

Dihydroxyazacytidine in Malignant Mesothelioma, Phase II. (O) 391

Phase III Comparison of Combination Chemotherapy (CAF) and 392
Chemohormonal Therapy (CAF + 2Zoladex or CAF + Zoladex +

Tamoxigen) in Premenopausal Women with Axillary Node-Positive
Breast Cancer ~ Intergroup. (O)

Prognostic Value of Cytometry Measurements of Breast Cancer 393
DNA from Postmenopausal Patients With Involved Nodes and

Receptor Positive Tumors: A Companion Protocol to SWOG 8814.

(0)

A Flow Cytometry Companion Protocol to All Southwest Oncology 394

Group Head and Neck Cancer Protocols Utilizing Chemotherapy as
Initial Treatment. (O)
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Page

Alternating Cisplatin/VP-16 with Continuous CAV and 395
Consolidation Chemotherapy for Extensive Small Cell Lung Cancer
with PCl for Complete Responders. (O)

DNA Flow Cytometric Analysis In Patients with Prostate Cancer. 396
(C)

Evaluation of Quality of Life in Patients with Clinical 397
Stage A2 or B Adenocarcinoma of the Prostate Enrolled on SWOG
8890. (O)

Radical Prostatectomy Versus Radiation Therapy for 398
Clinical Stage A and B Adenocarcinoma of the Prostate. (C)

Low~Grade Glioma Phase III: Surgery and Immediate 399
Radiotherapy vs Surgery and Delayed Radiotherapy. (O)

A Study of Radiotherapy with or without Concurrent Cis- 400
platin in Patients with Nasopharyngeal Cancer, Phase III. (Oj

A Comparison of bilateral Orchiectomy with or without 401
Flutamide for the Treatment of Patients with Histologically
Confirmed Stage D, Prostate Cancer. (O)

A Phase II Siudy of the Role of Cricopharyngeal Myotomy in the 402
Treatment of Dysphagia Following Head and Neck Surgery. (O)

Phase III Protocol for Surgical Adjuvant Therapy of Rectal 403
Carcinoma: A Controlled Evaluation of A: Protracted Infusion
S-Fluorouracil as a Radiation Enhancer and B: A 5~FU Plus
Methyl-CCNU Chemotherapy. (O)

Phase III Comparison of Adjuvant Chemotherapy with or without 404
Endocrine Therapy in High-Risk, Node Negative Breast Cancer
Patients, and a Natural History Follow-up Study in Low-Risk,

Node Negative Patients (Intergroup). (O)

A Prospectively Randomized Trial of Low-Dose Leucovorin Plus 406
5-FU, High-Dose Leucovorin Plus 5-FU, or Observation Following
Curative Resection in Selected Patients with Duke’s B or C

Colon Cancer. (0O)

A Phase II Pilot of BAD and BAD/Verapamil for Refractory 407
Myeloma. (C)

Clinical Trial of the Most Active Drugs Selected hy 408
Clonogenic Assay to be Administered by the Intrahepatic

Arterial Route for Colorectal Cancer Metastatic to the

Liver. (0O)
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8905

8906

8910

8911

8913

8915

8917

8921

8925

8929

8930

8931

8936

8942

8947

Phase II/III Study of Fluorouracil (5FU) and Its Modulation
in Advanced Colorectal Cancer. (O)

Evaluation of Merbarone in Hepatoma, Phase II. (C)

Evaluation of Low Dose Continuous 5-Fluorouracil (5-FU) and

Weekly Cis~Platinum (CDDP) in Advanced Adenocarcinoma of the

Stomach. (O)

Evaluation of Piroxantrone in Refractory Carcinoma of the
Breast, Phase Il1. (O)

Phase II Trial of Merbarone in Disseminated Malignant
Melanoma. (O)

A Phase 11 Study of 6-Thioguanine Administered as 120-hour
Continuous Infusion for Refractory or Recurrent Small Cell
Carcinoma. (C)

5-Fluorouracil, Leucovorin and Roferon-A in Advanced
Colorectal Cancer, Phase II Pilot. (0O)

Phase II Trials of Cyclophosphamide, IL-2, DTIC/IL-2 and
DTIC/Cisplatin/Tamoxifen in Stage IV Melanoma. (O)

Evaluations of Cisplatin + VP-16 Followed by Mitotane at
Progression if No Prior Mitotane or Cisplatin + BP-16 Only
if Prior Treatment with Mitotane in Advanced and Metastatic
Adrenal Cortical Carcinoma. (0)

Evaluation of Merbarone in Patients with Advanced Renal Cell

Carcinoma. (O)

Phase I1I Trial of Piroxantrone for Advanced or Metastatic
Soft-Tissue Sarcomas. (C)

Phase III Comparison of Cyclophosphamide, Doxorubicin, and
5-Fluorouracil (CAF) and a l16-Week Multi-Drug Regimen as

Adjuvant Therapy for Patients with Hormone Receptor Negative,

Node-Pogitive Breast Cancer. (O)

Evaluation of Piroxantrone in Gastric Carcinoma Phase 1I.

High Dose Etoposide, Cyclophosphamide and Either Fractionated
Total Body Irradiation or Carmustine Combined with Autologous

Bone Marrow Rescue for Refractory or Relapsed Non-Hodgkin‘s
Lymphoma. (O)

Central Lymphoma Serum Repository Protocol. (O)
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8949

8952
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8990
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8993
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8997

9000

9007

9008

Page

A Randomized Comparison of Nephrectomy Followed by Intron-A vs 424
Intron-A Alone in Patients with Advanced Renal Cell Carcinoma.
(O)

Treatment of Advanced Hodgkin‘e Disease - A Randomized Phase 425
IITI Study Comparing ABVD vs MOPP/ABV Hybrid. (0)

Evaluation of the L-17M Protocol in the Management of Patients 426
with Lymphoblastic Lymphoma, Phase II Pilot. (0)

Treatment of Stage D Hormone Refractory Carcinoma of the 427
Prostate with 5-Fluorouracil and Raferon-A, Phase I (0O)

A Phase Il Study of Cisplatin and 5-FU Infusion for Treatment 428
of Advanced and/or Recurrent Metastatic Carcinoma of the
Urinary Bladder. (O)

Feasibility Trial of Postoperative Radiotherapy and Cisplatin 429
Followed by Three Courses of 5-FU and Cisplatin in Patients
with Resected Head and Neck Cancer, Phase II Pilot. (C)

Combined Modality Treatment for Resectable Metastatic 430
Colorectal Carcinoma to the Liver: Surgical Resection of

Hepatic Metastases in Combination with Continuous Infusion of
Chemotherapy. (O)

A Phase III Study of Cisplatin plus Elopaside Combined with 431
Standard Fractionation Thoracic Radiotherapy vs Cisplatin

Plus Etoposide Combined with Multiple Daily Fractionated

Thoracic Radiotherapy for Limited Stage Small Cell Lung

Cancer. (0)

Phase II Study of High Dose Melphalan with Hemopoietic Stem 432
Cell Support and GM~-CSF in Refractory Multiple Myeloma. (O)

Evaluation of Quality of Life in Patients with Stage C 433
Adenocarcinoma of the Prostate Enrolled on SWOG 8794. (O)

Phase III Chemotherapy of Disseminated Advanced Stage 434
Testicular Cancer with Cisplatin Plus Etoposide with Either
Bleomycin or Ifosfamide. (C)

Biomarkers of Colorectal C._nce :_ognosis. (O) 435
Cytogenetic Studies in Leukemia Patients, Ancillary. (O) 436
Trial of Adjuvant Chemoirradiation After Gastric Resection 427

for Adenocarcinoma. (O)
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Pilot Study for Analysis of Lymphocyte Subsets and Natural 438
Killer Activity after Treatment with Levamasole. (O)

High Dose Etoposide, Cyclophosphamide, and Either Fractionated 439
Total Body Irradiation or Carmustine Combined with Autologous

Bone Marrow Rescue for Refractory or Relapsed Hodgkin’'s Disease.
(0)

Evaluation of Low Dose Alpha-Interferon in Patients with 440
Advanced Renal Cell Carcinoma, Phase II. (C)

A Prospective Randomized Comparison of Combined Modality 441
Therapy for Squamous Carcinoma of the Esophagus: Chemotherapy

vs Surgery Rlone for Patients with Local Regional Disease,

Phase III-Intergroup. (O)

A Randomized Trial of Pre- and Post~Operative Chemotherapy 442
Compared to Surgery Alone for Patients with Operable Non-Small
Cell Carcinoma of the Lung, Phase III. (O)

Study of External Brain Irradiation and Cisplatin/BCNU 443
Followed by BCNU for the Treatment of Primary Malignant Brain
Tumors, Phase IT. (0)

A Phase III, Randomized, Prospective Comparison Between 444
Chemotherapy Plus Radiotherapy Together with Surgery for

Selected Stage IIla (Positive Mediastinal Nodes) and Selected
Stage IlIb (no malignant effusion) Non-Small Cell Lung

Cancer. (0)

Post-Operative Radiotherapy for Single Brain Metastases, 445
Phase II. (0)

A Pilot Study of Combined Modality Therapy in T3, 4; No, Mo 447
Adenocarcinoma of the Prostate, Phase II. (O)

A Phase III Randomized Trial of Combination Therapy for 448
Multiple Myeloma Compariason of (1) VAD to VAD/Verapamil Quinine
for Induction with Crossover to VAD/Verapamil/Quinine for VAD
Induction Failures; (2) Alpha-2B Interferon on Alpha-2B

Interferon Plus Prednisone for Remission Maintenance. (O)

Phase II1 Study of High Dose Ara-C/Mitoxanthrone for the 449
Treatment of Relapsed/Refractory Acute Lyrphocytic Leukemia.

A Double Blind Placebo Controlled Trial of Daunomycin Cytosine 450

Arabinogside With or Without G-CSF in Elderly Patients with
Acute Myeloid Leukemia, Phase III.
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A Controlled Trial of Cyclosporine As a Chemotherapy- 451
Resistance Modifier in Blast Phase-Chronic Myelogenous Leukemia,
Phase III.

Randomized Trial of Adjuvant Immunotherapy with an Allogenic 452
Melanoma Vaccine for Patients with Intermediate Thickness
Node, Negative Malignant Melanoma (T3NOMO).

Prediction of Recurrence and Survival in Node Negative Breast 453
Cancer Patients Using a Panel of Prognostic Factors. (0O)

Extended Administration of Oral Etoposide and Cyclophosphamide 454
for the Treatment of Advanced Non-Small Cell Lung Cancer,
Phase II Pilot. (0O)

Evaluation of Quality of life in Patients with Stage D2 Cancer 455
of the Prostate Enrolled on SWOG 8894. (O)

Intergroup Rectal Adjuvant Protocol, A Phase III Study. (O) 456
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Evaluation of Quality of Life of Patients with Advanced 457
Colorectal Cancer enrolled on SWOG 8905. (O)

Evaluation of 10E4AAM in Patients with Squamous Cell Carcinoma 458
of The Head. (C)

Ancillary Bone Mineral Density Study in Premenopausal Women 459
on SWOG 8851, EST 5188 (Intergroup 0101). (O)

A Phase II Trial of Intravenous Vinorelbine (Navlebine) in 460
Previously Untreated Extensive Small Cell Lung Carcinoma. (O)

A Pilot Study Evaluation of Multimodality Treatment of Local 461
Regional Esophageal Carcinoma. (O)

A Phase III Study of Conventional Adjuvant Chemotherapy Versus 462
High Dose Chemotherapy and Autologous Bone Marrow Transplantation
Versus Adjuvant Intensification Therapy Following Conventional
Adjuvant Chemotherapy in Patients with Stage II and III Breast
Cancer at High Risk of Recurrence. (O)

Evaluation of 96 Hour Infusion of 5-FU & Alpha Interferon in 463
Patiente with Recurrent/Metastic Squamous Cell Carcinoma of
the Head and Neck. (0O)

A Phase I1I Comparison of Fludarabine Phosphate vs Chlorambucil4{é4
ve Fludarabine Phosphate + Chlorambucil in Previously Untreated
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-9-89 Status: Completed

Title: Cardiac Response to Semistarvation and Refeeding.

Start date: 5 May 89 Estimated completion date:
Principal Investigator: Facility:

John A. Ward, Ph.D. "rooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Clinical Investigation Eleanor A. Young, Ph.D., UTHSC-SA

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): 1) To participate in a comprehensive study of the effect of
semistarvation (SS) and refeeding (RF) on the gastrointestinal tract and the
heart that will include measurement of cardiac Ca, K, P, 2n, Cu and Mg
concentrations, histology of cardiac tissue, and detailed analysis of cardiac
ultrastructure by electron microscopy. 2) To study SS and RF in a systematic,
cont:iolled animal model, the rat. 3) To monitor cardiac function serially by
screening elec“rocardiograms for arrhythmias.

Technical approach: Animals were fed a high-fat (30%) diet until they weighed
480 to 540 g. They were then randomized into one of 9 diet groups. Both the
control (C, 70 kcal/day) and the semistarvation (SS, 14 kcal/day) diets met
the protein, vitamin and mineral requirements for the rat. Diet groups
consisted of O to 3 weeks of C, 1 to 3 weeks of SS, 1 week SS followed by 1
week C and 2 weeks SS followed by 1 week C. RAnimals were anesthetized with
sodium pentobarbital and ECGs were recorded at the starting and ending days
for each diet regimen. Data were analyzed with one way ANOVA and a SNK test
at the 0.05 level of confidence.

Progress: Results of study indicated there was a decrease in heart rate in
rats on a semistarvation diet that was reversed by refeeding. While
significant changes in heart weight, DNA and protein/DNA ratio suggest a
direct effect of semistarvation on the heart, the most likely cause of
bradycardia was a decrease in sympathetic activity. It would be necessary to
monitor autonomic tone to test this hypothesis. 1In so doing, the effects of
handling the animals and anesthesia should be avoided by using telemetry or a
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tethering system to gather data from the animals over extended periods(of time
in their home cages.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-10-89 Status: Terminated

Title: Flow Cytometric Analysis of Guinea Pig Doreal Root Ganglion Cells.

Start date: &5 May 89 Estimated completion date:
Principal Investigator: Facility:

Eleanor Ayala, MT Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Clinical Investigation Janice Grassel, MT

David G. Burleson, COL, MS
Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To analyze guinea pig dorsal root ganglia cell populations on
the basis of cell size, cytology, and peptide immunoreactivities by flow
cytometric technique and to determine the distribution of substance P
imnunoreactive cells in the dorsal root ganglia of the guinea pig.

Technical Approach: The study will contain two parts. The first part will
consist of experiments to characterize the DRG neuronal cell populations of
the normal untreated GP by flow cytometric analysis and establish norms for
that technique. The second set of experiments will characterize, by flow
cytometric analysis, the DRG neuronal cell populations of the lysine treated
GP for comparison with corresponding DRG Cl1-S1 of the controls.
Characterization of the DRG neuronal cell population at the various segmental
levels will include determinations of the percent populations of large,
intermediate, and small cells and the biochemical contents of the cells.

Progress: Cultured mouse neuroblastoma cells were sized both manually and
with the coulter Zm. Size distributions were similar to those of isolated DRG
cells and ranged from 6-41 microns and 10-45 microns by optical and electronic
measurements respectively. The FACS instrument was available only once for
sorting the mouse cells. However, a Coulter multisizes instrument with
software specifically developed for cell size analysis has been marketed and
is being well used in tumor cell analysis. Such an instrument would greatly
benefit this protocol which has been suspended pending the availability of
this instrument.
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Detail Summary Sheet

Date: 4 Feb 93

Protocol Number:

A-11-89 Status: Completed

Title:

Physiologic, Anesthetic, and Mechanical Effects on Neurogenic Motor
Evoked Potentials in a Porcine Model.

Start date: 12 Jun 89

Estimated completion date:

Principal Investigator:
Paul D. Mongan, CPT, MC

Facility:
Brooke Army Medical Center

Department /Service:
Department of Surgery/Anesthesiology

Key Words:

Associate Investigator(s):
Richard E. Peterson, MAJ, MC

Cumulative MEDCASE cost:

Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Review results:

Periodic review date:

Objective(s):

To determine the effects of individual physiologic factors

(hypercarbia, hypocarbia, hypotension, and hypothermia) on the latency and
amplitude of Neurogenic Motor Evoked Potentials (NMEPs).

Technical Approach:

To study the effects of hypocarbia, hypercarbia,

hypotension, and hypothermia upon the NMEP, eight hogs were subjected to
changes in PCO2 (10 mm Hg increments, range 30 mm - 70 mm Hg), graded
hypotension (MAP lowered in 10 mm Hg increments range 90 mm - 30 mm Hg), and

hypothermia to 3° C.

To study the effects of the commonly used inhaled anesthetic, 14 hogs were
subjected to 1/4 MAC (minimum alveolar concentration) increments (up to 1 MAC)
of Halothane, Isoflurane, and Enflurane as well as N,;0 (50% and 70%).

Progress:
data entry and statistical analyses.

Last phase of protocol completed March 1992.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-12-89 Status: Completed

Title: Bronchalveolar Lavage as a Diagnostic Tool in Bacterial Pneumonia of
Young Piglets.

Start date: 10 Jul 89 Estimated completion date:
Principal Investigator: Facility:

Stephen Inscore, LTC, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Pediatrics William Ehler, D.V.M.

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:
$10,000,00 (AFSGO)

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To determine Whether bronchoalveolar lavage (BAL) can reliably
and accurately determine the etiology of acute bacterial pneumonia in young
piglets when compared to lung biopsy as well as currently accepted modes of
diagnosis.

Technical Approach: Twenty young piglets of either sex will be studied - 10
with and 10 without endotracheal intubation prior to BAL. Each animal will be
infected blindly with one of two common bacteria causing acute pneumonia in
children and serial chest x-rays taken until a pneumonic infiltrate develops.
BAL will be performed using standard procedures in the uninfected, normal lung
and then.in the infected lung. Collected fluid will be processed in a
standard manner and analyzed for total cell number, differential, gram stain
and quantitative bacterial cultures.

Progress: Protol was completed at Wilford Hall Medical Center on Sep 91. A
total of twelve (12) pigs was utilized out of the twenty (20) pigs originally
authorized. One (1) pig was procured by the BAMC DCI and the remaining 11
pigs was procured by the WHMC CID by mutual agreement of the respective
clinical investigative activities. No follow on study is planned. An
abstract is in preparation for submission to the American Thoracic Society
1993 annual meeting.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-14-89 Status: Completed

Title: Study of Feral Domestic Cats (Felis domestica) for Lyme Spirochetes at
Fort Sam Houston and Camp Bullis, Texas.

Start date: 10 Jul 89 Estimated completion date:
Principal Investigator: Facility:

Nelson R. Powers, MAJ, MS Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Preventive Medicine Service Erik Torring, CPT, VC

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To evaluate the current and potential threat of Lyme disease in
relation to feral domestic cats and fleas at FSH and Camp Bullis, TX.

Technical Approach: Serum samples will be submitted for serological testing
for antibody response to Lyme borreliosis. Blood was drawn and fleas were
collected from the stray feral cats which were held for the required three
days. Collected specimens were submitted to the Bureau of Laboratories, Texas
Department of Health, Austin, TX. Fleas and arthropods will be examined by
direct microscopic examination and culture techniques. Collection of samples
must be scheduled so that time requirements for mailing are taken into account
gso that they will be immediately processed upon arrival at the Texas
Department of Health.

Progress: A sample of 167 feral cats were collected from June 1989 to October
1991, serum samples were drawn from 142 cats collected from June 1989 to
December 1990. Serum was tested by IFA for antibodies to Borrelia
burgdorferi, 36% were found with reactive titers (>1:64). Examination of
feral cats; 157 from June 1989 to October 1991 for ectoparasites -
Ctenocephalides felis and Pulex irritans (n = 1006) disclosed that none were
found to have B. burgdorferi spirochetes. None of the 167 feral cats showed
clinical signs of Lyme borreliosis.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-2-90 Status: Terminated

Title: The Development of Adenocarcinoma of the Colon with a Two-Stage Vesico
Colonic Anastomosis.

Start date: 17 Nov 90 Estimated completion date:
Principal Investigator: Facility:

Ian M. Thompson, MAJ, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Surgery/Urology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To determine if there exists a similar risk of adenocarcinoma
of the colon developing with a uretero-colo-colonic bowel anastomosis as with
ureterosigmoidostomy.

Technical Approach: Animals Will be randomized into treatment arms. One arm
(USO) will undergo bladder patch uterosigmoidostomy. A second arm (two-stage)
will undergo a similar procedure with interposition of a colonic segment. The
incidence of dysplasia and adenocarcinoma of the colon will be compared
between the two groups.

Progress: This protocol wi: not being used due to a lack of time and the
principal instructor’s timc was greatly limited.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-4-90 Status: Ongoing

Title: Botulinum Toxin Detection by Mouse Bioassay.

Start date: 7 Feb 90 Estimated completion date:
Principal Investigator: Facility:

Michael Gray Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):
Department of Pathology and ALS David Culak

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:

Total number of subjects enrolled to date:

Periodic review date: Review results:

Objective(s): To establish and maintain a standing procedure for the mouse
bioassay as a means for detecting Clostridium botulinum toxin in cultures,
food products, serum and fecal specimens.

Technical Approach: Pairs of mice are selected and anesthetized with 2 ml of
halothane in an enclosed glass container. The test suspension is injected IP
into each of two mice using a 21 gauge, 1.25 inch needle. The mice recover
from anesthesia within 1-2 minutes and are monitored on a daily basis up to 3
days.

Progress: Only one sample was run but each sample uses multiple animals.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-5-90 Status: Ongoing

Title: Production of Mouse Positive and Negative Control Slides for Use in
Rabies FRA test.

Start date: 7 Feb 90 Estimated completion date:
Principal Investigator: Facility:

David Culak Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Pathology and ALS Michael R. Gray

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting perjiod:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To produce negative and positive control slides for use in the
Rabies Fluorescent Antibody Test (FRA).

Technical Approach: Twenty-five, 3~-5 week old mice are anesthetized with
halothane and are injected intracranially (IC) with .03 ml of CVS-1l rabies
virus suspension utilizing a 1/4 inch, 27 gauge needle and tuberculin syringe.
R8s mice exhibit symptoms of rabies and become moribund, they are euthanized by
CO2 asphyxiation. Brain and brain stem are collected, impression smears are
prepared and held for future use.

Progress: Materials prepared in 1991 are still available. Because this
protocol supports the production of materials for a diagnostic test, it may
not utilize animals each year, only as needed.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-7-90 Status: Ongoing

Title: Clinical Investigation on the Biodegradation of Lactide-Based Polymers
in Rabbits.

Start date: 7 Mar 90 Estimated completion date: d
Principal Investigator: Facility: .
Allan L. Bucknell, COL, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Surgery/Orthopaedics Kevin Murphy, CPT, MC
Danny Williams
Key Words: SSG Rene Cardona
Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To evaluate the mechanical and biological behavior of
biodegradable polymer rods synthesized at Smith and Nephew~Richards Medical
Company after implantation in the dorsal muscle of rabbits.

Technical Approach: Thirty eight male rabbits will be used for the
experiments. Four cylindrical rod samples will be implanted paraspinally in
the dorsal musculature of each rabbit. Four thin circular discs will also be
implanted by the side of the cylindrical implants for histological
examination. The implantation site may be changed after mutual agreement but
all animals will be treated identically.

Progress: All implants removed. Mechanical testing complete. Histologic
slides prepared - to be reviewed.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-9-90 Status: Ongoing

Title: Biosynthesis of Polyclonal Anti-peptide Antibodies in Rabbits.

Start date: 1 Jun 90 Estimated completion date:
Principal Investigator: Facility:

Gerald Merrill Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):

Department of Clinical Investigation

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review resgults:

Objective(s): To develop antibodies to specific conformational regions of the
model protein believed to be important in enzyme function and stability to aid
in analysis of this procedure for studying protein structure.

Technical Approach: Four rabbits were immunized with synthesized peptides
conjugated to poly-L-lysine to render them immunogenic. Three rabbits were
immunized with a peptide corresponding to the amino terminal segment (residues
1-17) of rhodanese. The remaining rabbit was immunized with the tether
sequence (residues 142-156) of rhodanese. In both cases, the
peptide-poly-L-lysine conjugates were added to trehalose dimycolate and
monophosphoryl lipid A (immune adjuvants) in oil-in-water micelles to aid in
the immunization. Each rabbit was immunized every 2-4 weeks by IP and/or SC
injections of immunogens. Prior to each immunization 2-10 ml of blood was
obtained from each rabbit via cardiac puncture to screen for the presence of
serum anti-peptide antibodies. The sera were screened by direct immunoassays
in which either peptide or intact rhodanese was immobilized to microtiter
plates as the capture antigen. Immunizations were continued for a period of
18 weeke.

Progress: Three animals were immunized with rhodanase amino terminal peptide
crosslinked to poly-L-lysine via multiple IM and SC immunizations. After 14
weeks, only very low titers of antibodies were obtained. One animal produced
an acceptable titer to an internal rhodanese peptide when immunized with the
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15 amino acid peptide prepared and conjugated as was the amino terminal
peptide. This wera was utilized in a study in which antibodies were used to
A-9-90 (continued)

demonstrate conformational differences between a recombinant and native
purified rhodanese forme (J. Protein Chem. 1992). Four rabbits are currently
receiving immunizations. Two rabbits are presently being immunized with
intact rhodanese (to be used for a positive control sera). Both rabbits have
antibodies demonstrable at a 1:5000 dilution. The titer is being increased by
booster immunizations. Two other rabbits are receiving immunizations with
CPN60, a heat shock protein which has been shown to aid in the refolding (and
presumably the initial folding of rhodanese). Both rabbits have titers to the
antigen, bu the antisera appears to have significant non-specific antibodies
that also react to the antigen. Additional booster immunizations have been
producing an increased titer of specific antibodies so that the non-specific
effect can be minimized by use of the antisera at increased dilutions.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-10-90 Status: Ongoing

Title: An evaluation of Neurogenic Motor Evoked Potentials (NMEP) and Spinal
Cord Protection in the Swine Model.

Start date: 1 Jun 90 Estimated completion date:
Principal Investigator: Facility:

Paul D. Mongan, CPT, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Surgery/ Anesthesiology Danny Williams

SSG Rene Cardona
Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:
$1,848.00

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To evaluate the use of neurogenic motor evoke potentials
({NMEPs) as a noninvasive intraoperative monitor of spinal cord protection
during thoracic aorta surgery.

Technical Approach: This study will be conducted on 45 swine divided into
three equal groups. Group one will serve as a control. Group two will have
cerebrospinal fluid drainage in an attempt to improve spinal cord blood flow
(SCBF). Group three will have CSFD combined with intrathecal papaverine to
improve spinal cord protection. After a left thoracotomy the descending
thoracic aorta will be clamped distal to the left subclavian artery and NMEPs
will be monitored. After loss of the NMEPs the distal aorta will be
reperfused at varying intervals. NMEPs will be monitored for return and
correlatien with immediate postoperative neurologic function.

Progress: Phase 1-3 has been completed. The addendum for plan 4 has been

approved (adenosis groups) and scheduled to start. The first phase (groups 1-
3) manuscript is in the submission process.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-15-50 Status: Ongoing

Title: Hemodynamic Effects of Dobutamine in a Porcine Hemorrhagic Shock
Model.

Start date: 30 Aug 90 Estimated completion date:
Principal Investigator: Facility:
MAJ David W. Mozingo, MC Brooke Army Medical Center, Texas
Department /Service: Agsociate Investigator(s):
Department of Surgery/SICU James M. Lamiell, LTC, MC

David W. Mozingo, CPT, MC
Key Words: Glen E. Gueller, SFC
Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): 1) To determine the effect of dobutamine with small
resuscitation fluid volume on resuscitation from hemorrhagic shock, a
condition common on the battlefield.

2) To establish a dose response of the microcirculation to different
dobutamine infusion rates as reflected by regicnal blood flow.

3) To establish that dobutamine plus small resuscitation fluid volume in
hemorrhagic shock will resuscitate swine to physiologic endpoints.

Technical Approach: Piglets will be anesthetized, placed on an Airshields
respirator and maintained on 100% oxygen. The pCO, will be kept in the normal
range by periodic blood gas monitoring. Doppler flow probes will be placed on
the aorta, renal artery, superior mesenteric artery, and hepatic artery to
monitor regional blood flow. Four groups of six pigs will be studied.
Medication for sedation will be ketamine 10 mg/kg IM. Additional anesthesia
will be maintained with ketamine at 5 mg/kg.

Progress: Of the 35 animals used, 15 experiments were completed (i.e., the
animals survived the induced shock long enough to collect all data points
and/or all recording equipment functioned properly). These data are currently
being analyzed to determine if more animals are required to attain adequate
statistical comparison between groups.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-16-90 Status: Ongoing

Title: Maintenance of Mouse Bladder Tumor Cell Line and Assessment of
Karyotype of MBT-2 Cells versus Time.

Start date: 12 Sept 90 Estimated completion date:
Principal Investigator: Facility:
Timothy K. Dixon, MAJ, MC Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):
Department of Surgery/Urology William Boykin, MAJ, MC

Ian M. Thompson, MAJ, MC
Key Words: Eric S. Zeidman, MAJ, MC

Paul Desmond, MAJ, MC

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:

Total number of subjects enrolled to date:

Periodic review date: Review results:

Objective(s): To maintain MBT-2 cell line in tissue culture and in vivo in
syngeneic C3d mice as a resource for current and future uroclogic
investigations.

Technical Approach: The MBT-2 cell line will be maintained in tissue culture
and in vivo using C3H mice. Also karyotype analysis will be obtained on the
cells in culture every three months to assess chromosomal changes versus
growth time in culture.

Progress: 1Initial injection of MBT (murine bladder tumor) resulted in poor

tumor growth in the majority of animals. This necessitated euthanizing the
animals before meaningful data could be collected.
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“1il Summary Sheet

Date: 4 Feb 93 Protocol Number: A-17-90 Status: Ongoing

Title: Evaluation of Antitumor Activity of Cimetidine When Used in
Conjunction with BCG Immunotherapy of Bladder Cancer in a Murine Model.

Start date: 12 Sep 90 Estimated completion date:
Principal Investigator: Facility:

Steven C. Lynch, CPT, USAF, MC Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):
Department of Surgery/Urology Ian M. Thompson, MAJ, MC

Steven M. Dresner, MA7, USAF, MC
Key Words:

Cumulative MEDCASE cost: Estimated cumulative CMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To investigate possible synergy between the immunotherapeutic
effects of cimetidine and BCG.

Technical Approach: One hundred twenty female C3H/He mice will be provided
tap water and chow ad libitum. The mice will be randomized into four groups.

Group 1 (controls) receive 1x10* viable MBT-2 cells into the hind limb.
This group will receive no further therapy.

Group 2 to receive continuous cimetidine (100 mg/kg/day) added to
drinking water beginning three days before tumor inoculation.

Group 3 to receive BCG (1x10° CFU) intraperitoneally on a weekly basis
for two weeks. This begins the day following tumor inoculation.

Group 4 to receive cimetidine three days before tumor inoculation, as in
Group 2. Following tumor inoculation they receive BCG as in Group 3.

Progress: Data are being analyzed.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-1-91 Status: Terminated

Title: High Frequency Ventilation Rescue of Venous Air Embolism.

Start date: 11 Dec 90 Estimated completion date:
Principal Investigator: Facility:

David W. Mozingo, MAJ, MC Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):

Department of Surgery/STCU

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): 1) To determine if high-frequency ventilation (HFV) offers any
advantage over conventional mechanical ventilation after venous air embolism
(VAE).

2) To establish the safety of high-frequency ventilation for treatment of life
threatening VAE.

Technical Approach: Animals are placed on either volume or high frequency
percussive ventilation after a hemodynamically significant venous air embolus.

Progress: Initial trials showed no survival benefit for animals ventilated by
VDR ventilation during massive air embolism.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-3-91 Status: Completed

Title: Fascia Augmentation: A Comparison Between Autologous Fascia and
Injectable Collagen.

Start date: 7 Jan 91 Estimated completion date:
Principal Investigator: Facility:

David C. Teller, CPT, MC Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):

Department of Surgery/Otolaryngology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): The pilot portion of this study will be to initially evaluate
and perfect the techniques of obtaining suitable fascia from New Zealand White
Rabbits and Preparing this fascia for injection into the donor rabbit.

The second portion is to compare the augmentation effects of prepared fascia
to the commercially available collagen injection.

Technical Approach: The pilot study in this project will be to harvest fascia
from the leg of the rabbit in a sterile manner. The pilot portion of the
study will be performed to perfect the harvesting of the fascia, the
preparation of the fascia for injection into the back, and the intradermal
injection technique. Once the technique is perfected, 0.1 ml of the prepared
gel will be injected into the dermis of the rabbit’s back in 5 identified
locations. The prepared gel injection samples will be compared at set
intervals to similar intradermal injections of the commercially available
bovine collagen, the vehicle for the commercial collagen, and to normal saline
as a control.

Progress: The project has been completed. We found out that it would be
impractical to produce our own collagen especially if autologous tissue. This
was due to a large amount of tissue too small but of collagen produced. Also
we found it was very difficult to process fascia into an injectable form.
RESULTS: No difference in usage, however.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-4-91 Status: Completed

Title: What are the Effects of Hemorrhagic Shock on Myocardial Contractility
and Function?

Start date: 12 Mar 91 Estimated completion date:
Principal Investigator: (vice Ho'.ck) Facility:

Charles P. Kingsley, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Surgery/Anesthesiology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): 1) Create a clinically relevant, reproducible model of
hemorrhagic shock in anesthetized swine.

2) Determine the role of myocardial contractility on the compensatory and
decompensatory phases of hemorrhagic shock.

3) Measure the changes in regional blood flow, serum lactate, serum pH and
endothelin levels during the compensatory and decompensatory phases of shock.

Technical Approach: Thirty anesthetized swine will be instrumented to obtain
hemodynamic data and pressure dimension loops to calculate endsystolic
elastance, a reflection of myocardial contractility. Serial serum pH, lactate
and endothelin levels will be collected to determine the effects of shock on
these parameters. The effects of shock on peripheral and splanchnic blood
flows will be followed by the use of ultrasonic flow probes.

Progress: The research continues-the study has been difficult to complete
secondary to changes in the protocol, and also due to inability of the
investigators to obtain lab time or time away from the OR. Endothelin appears
to cause a significant increase in afterload and there is a2 trend indicating
that myocardial contractibility is affected significantly.
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Detail Summary Sheet

Date: 25 Nov 91 Protocol Number: A-5-91 Status: Ongoing

Title: Alkalinization of Lidocaine and its Effect on Plasma Levels in Guinea
Pigs.

Start date: 9 Apr 91 Estimated completion date:
Principal Investiga’or: Facility:

Samuel C. Sayson, ( T, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Surgery/Anesthesiology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To determine whether alkalinization of lidocaine will affect
plasma lidocaine levels obtained at predetermined times following
intramuscular injection.

Technical Approach: The protocol has been modified to involve intraperitoneal
injections of 2% lidocaine into rabbits. The volume of local anesthetic was
too great to be injected into IM or intrapleural sites. Rabbits are used as
the lidocaine assay require extracted blood volumes that were poorly tolerated
by the guinea pig; therefore larger animals (rabbits) were chosen. The
central artery of the rabbit ear was cannulated to extract samples used for
plasma assay.

Progress: With the current protocol, 6 animals are in control and 5 animals
are in the study group. At least 6 animals have been eliminated under this
revised protocol as no lidocaine could be ID’d by the assay. We speculate
that the trauma of cannulation and injection of an unsedated animal caused
significant vasoconstriction as to minimize absorption of the lidocaine.
However the results are promising. Concentrations of the local anesthetics
(based on means) are notably greater (l1.5x) in the alkalinized group, as to be
predicted by the more neutral-charged alkalinized lidocaine. Unfortunately,
because of the wide variability of the collected data points, the data failed
to achieve statistical significance (based on ANOVA for multiple samples).

We feel that our findings are of reportable significance if we can overcome
the apparent degree of variability in absorbance between subjects. We believe
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that sedating each animal with ketamine (fixed dose per kilogram) prior to
artery cannulations and injection of lidocaine may minimize any
catecholamine-induced vasoconstriction.
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Detail Summary Sheet

Date: 4 Feb 383 Protocol Number: A-7-91 Status: Ongoing

Title: The Effect of Epidurally Administered Local Anesthetics on
Differential Sensorimotor Neural Blockade Using Near-Field Cortical and Spinal
Evoked Responses in Rabbits.

Start date: 29 Aug 91 Estimated completion date:
Principal Investigator: Facility:
Joseph P. Ducey, MAJ, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Surgery/Anesthesiology Paul Mongan, CPT, MC

William Strong, MAJ, MC
Key Words:
Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To determine the selectivity (sympathetic, sensory and motor)
of neural blockade produced by commonly used local anesthetics introduced into
the epidural space.

2) To establish a dose-response relationship for sympathetic, sensory and
motor blockade using epidurally administered local anesthetics in the rabbit.

Technical Approach: Five different local anesthetics in varying concentration
will be studied: lidocaine, bupivacaine, etidocaine, 2-chloroprocaine, and
mepivacaine. Combined somatosensory and motor evoked potential monitoring
will be used to assess the onset, extent and conclusion of sensory and motor
neural blockade. The different anesthetics will be compared in their ability
to produce differential blockade by comparing the ratio of concentrations
required to produce sensory and motor block.

Progress: Data for the effects of bupivacaine and lidocaine on somatosensory
and motor evoked potentials are complete. Data has been collected from 2
eperiments using chloroprocaine. Statistical comparisons have not yet been
performed. Though MEP’s are clearly more resistant to local anesthetic
effects than SSEP’s.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-92-01 Status: Ongoing

Title: Nasal Tip fixation: A Comparison of Suture Materials

Start date: 14 Nov 91 Estimated completion date:
Principal Investigator: Facility:

MAJ Paul J. Davey, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Dept of Surgery/Otolaryngology LTC Kweon I. Stambaugh, MC

LTC Clifford J. Hixon, VC

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:

Total number of subjects enrolled to date:

Periodic review date: Review results:

Objective(s): Object of study is threefold. The primary interest of this
study is to evaluate various suture materials used to fixate alar cartilages
and other nasal tip structures (one). To do this requires development of an
animal model system for the suture evaluation (two), and an
anatomic/histologic study of the healing process involved (three), with
specific attention to the time frame of healing, strength of healing tissue,
and relation of the various tissue involved in the healing process.

Technical Approach: A single incision will be made on the outer anterior ear
surface and the cartilage exposed, incised, and sutured with the test suture
material. 6-0 Nylon, vicryl, and chromic gut suture materials will be tested
(i.e., 3 suture materials x 1 suture material per ear x 6 ears per suture
material for a total of 18 ears) in 9 rabbits. This is followed by a healing
period of 4, 8, and 12 weeks. The ears will be sampled by excising
approximately 1/3 of the sutured cartilage at each of the 3 time points. The
samples will then be processed for microscopic evaluation.

Progress: Progress report unavailable at this time.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-92-02 Status: Ongoing

Title: Effect of Typically Applied Crystalline L-Lysine

Start date: 12 Mar 92 Estimated completion date: 2 Jan 93
Principal Investigator: Facility:

Eleanor Ayala, MA Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):
Department of Clinical Investigation MAJ Earl Grant, Jr., MS

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:

Total number of subjects enrolled to date:

Periodic review date: Review results:

Objective(s): To determine whether topical applications of crystalline L-
lysine enhance the rate of would contraction and rate of reepithelialization
of punch biopsies using a hairless guinea pig model.

Technical Approach: Four male, 250-300g, euthymic hairless Hartley guinea
pigs will be used. There is only one experimental group and all animals will
be assigned to that group, given a number, and weight. All animals will be
anesthetized and prepped for aseptic skin biopsies. There will be eight skin
biopsy sites/guinea pig (four test sites and four contralateral control
sites). All wounds will be blotted dry with sterile gauze.

Progress: Annual report due by July 1993.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-92-03 Status: Ongoing

Title: Effects of Desflurane on Neurogenic Motor Evoked Potentials in Swine

Start date: 15 Jun 92 Estimated completion date:
Principal Investigator: Facility:

MAJ Michael P. Hosking, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Surgery/Anesthesiology CPT Paul D. Mongan, MC

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): a) To determine the effects of desflurane on neurogenic motor
evoked potential (NMEP) monitoring. b) To evaluate and characterize any dose
related changes in the neurogenic motor evoked response associated with
desflurane.

Technical Approach: One (1) experimental group consisting of 8 animals will
be studied. Each animal will act as its own experimental control. After
inducation of anesthesia and placement of all monitoring electrodes a fifteen
minute equilibration period will be observed to allow a return of physiologic
variables to baseline. A baseline NMEP will then be recorded. Desflurane
will then be administered in 0.25 MAC (MAC in swine is 9.4%) increments up to
a maximym of 1.5 MAC, or until loss of the NMEP signal. A fifteen minute
equilibration period will be allowed after the end tidal concentration of
desflurane is stable at the desired level. A NMEP will then be recorded, and
the concentration of desflurane increased to the next MAJ interval. An Axon
Sentinel clinical evoked potential averager will be used to generate, amplify,
and record NMEPs. NMEPs will be generated with a square wave pulses at a
constant current of 25 mAmp delivered at a rate of 4.8/sec with a duration of
200 8. One hundred sweeps will be acquired through a band pass of 10-1500 Hz
and averaged. Impedance will be maintained at less than $000 ohms. The
resulting signals will be observed on the oscilloscope and recorded on
magnetic disce. All NMEPs will be recorded in triplicate and measured for
amplitude and latency.
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Progress: Annual report due by July 1993.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-92~-04 Status: Completed

Title: Effect of Nitric Oxide Synthetase Inhibition in a Porcine Septic Shock
Model

Start date: 21 May 92 Estimated completion date:
Principal Investigator: Facility:

MAJ Frank M. Robertson, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Surgery/Critical Care Service MAJ David P. Ciceri, MC

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): a) To establish a porcine septic shock model for continued use
her at Brooke Army Medical Center. b) To investigate the metabolic and
physiologic effects of nitric oxide (NO) synthetase inhibition with N-nitro-L-
arginine (NNLA) and determine if this can reverse the shock state. ¢) To
document blockade of the arginine-nitric oxide-nitrate pathway by measuring
N1S5 labeled nitrate excretion after a primed trace infusion of N15-arginine.

Technical Approach: A total of 16 animals will be studied. These will be
divided into 3 groups as described in study protocol. After preparation, a 30
minute equilibration period will be allowed. Data will then be collected
hourly starting at time=0 (TO) for 6 hours. After preparation, animals in
groups 1 and 2 will be given a primed trace infusion of N15-arginine (20
mol/kg IV followed by 0.2 mol/kg/min IV via the femoral vein catheter) to
allow characterization of NO metabolism. All animals will be resuscitated
with normal saline via the femoral vein catheter to maintain a normal
pulmonary capillary wedge pressure (PCWP).

Progress: Protocol A-92-04 is now completed and we are currently analyzing
the large volume of data obtained. The attached abstract highlights just a
few of the significant findings. Further conclusions await completion of the
statistical analysis.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-92-06 Status: Ongoing

Title: The Effect of Slow Calcium Channel Blockade on Citrate Toxicity During
Simulated Massive Transfusion in Swine

Start date: 18 Nov 92 Estimated completion date:
Principal Investigator: Facility:
CPT Jack Chavez, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Surgery/Anesthesiology LTC Joseph P. Ducey, MC

CPT Samuel Sayson, MC
Key Words: MAJ Paul D. Mongan, MC
Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): a) To establish a procine model for citrate cardiotoxicity. b)
To establish & dose-response relationship between citrate dose (administered
by continuous infusion) and cardiac performance. c¢) To determine the effect
of preexisting calcium channel blockade on the dose-response relationship
between citrate dose and cardiac performance.

Technical Approach: After inducation of general anesthesia, all monitoring
devices will be placed. Continuous intraoperative monintoring will include,
ECG, arterial blood pressure (arterial line), central venous pressure,
pulmonary artery pressure, rectal temperature, Sp02 and end-tidal C02. Upon
initiation of the citrate infusions, the following date will be collected at
10 minute intervals for 60 minutes.

Progress: Results will not be available until late fall of 1993.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: A-92-08 status: Ongoing

Title: The Effects of Desmopressin on Myocardial Contractility in Swine

Start date: 16 Nov 92 Estimated completion date:
Principal Investigator: Facility:

CPT Samuel Sayson, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):
Department of Surgery/Anesthesiology CPT Jeffrey Baeuerle, MC

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): To determine the effect of DDAVP on contractility.

Technical Approach: Ten animals will be used in this study. After induction
of general anesthesia, all monitoring devices will be placed. Continuous
intraoperative monitoring devices will be placed. Continuous intracperative
monitoring will include ECG, arterial blood pressure (arterial line), central
venous pressure, pulmonary artery pressure, rectal temperature, SP02, and end-
tidal co2. 1In addition, cardiac output, pulmonary artery wedge pressure, and
pressure~diameter loops will be obtained at O (baseline, prior to any DDAVP
therapy), 5, 15, 30, 45, 60, and 75 minutes after the initiation of DDAVP
treatment.

Progress: Results will not be available until late fall of 1993.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-9-86 Status: Ongoing

Title: Orthopaedic Microsurgery - A Training Piotocol.

Start date: 29 Apr 86 Estimated completion date:
Principal Investigator: Facility:

Allan L. Bucknell, COL, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Surgery/Orthopaedic

Key words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:
66.30

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to uate:
Periodic review date: _13 Mar 91 Review results: Continue

Objective(s): To train Orthopaedic Residents and maintain Orthopaedic Staff
expertise at BAMC in the techniques used in microsurgery.

Technical Approach: The protovol is broken up into four phases. In the first
phase, the trainee will learn basic suturing techniques using the operating
microscope. The second phase will teach the techniques of microvascular
anastomoses of arteries and veins, and vein grafts. The third phase will
teach the technique of microneurorraphy, and the fourth phase will teach the
technique of ree tissue transfer using microvascular anastomoses.

Progress: Ongoing training for microsurgery. Due to the age of the protocol
and the need to conform to regulatory requirements, the protocol was revised.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-10-86 Status: Ongoing

Title: Supervised Basic Abdominal and Vascular Surgical Experience.

Start date: 29 Apr 86 Estimated completion date:

Principal Investigator(vice Rosenthal) Facility:
Michael J. Walters, COL, MC Brooke Army Medical Center, Texas

Department /Service: Associate Investigator(s):
Department of Surgery/General Surgery Robert Solenberger, MAJ, MC

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:
910.00

Number of subjects enrolled during reporting period:

Total number of subjects enrolled to date:

Periodic review date: _13 Mar 91 Review results: Continue

Objective(s): 1) To provide basic proficiency to junior housestaff in the
handling of the GI and vascular systems before actually operating on humans.

2) To increase the proficiency of more senior surgeons in the performance of
seldom performed procedures, so as not to lose their skills.

3) To learn new techniques and operations on animals before starting to use
them on humans.

Technical Approach: Training is conducted as outlined in the protocol.
Progress: Continuing laboratory training in laparoscopic and open surgical

procedures. Due to the age of the protocol revision was necessary to comply
with regulatory requirements.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-11-86 Status: Terminated

Title: Microsurgery Training Protocol for Plastic Surgery Staff, Residents
and Rotators.

Start date: 29 Apr 86 Estimated completion date:
Principal Investigator: Facility:

Robert N. Young, LTC, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(se):

Department of Surgery/Plastic Surgery

Key Words:

Cunmulative MEDCASE cost: Estimated cumulative OMA cost:
347.00

Number of subjects enrolled during reporting period:

Total number of subjects enrolled to date:

Periodic review date: _13 Mar 91 Review results: _Continue

Objective(s): To familiarize plastic surgeons of microsurgical procedures
with the use and care of microscope and microsurgical instruments, and
techniques of microsurgery.

Technical Approach: Training is conducted as outlined in the study protocol.

Progress: Terminated. Nothing has been done on protocol since principal
investigator PCS’‘d.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-13-86 Status: Ongoing

Title: Swine Model for Technical Procedure Training of Emergency Medicine
Residents.

Start daia: 29 Apr 86 Estimated completion date:
Principal Investigator: Facility:

Kevin G. Rodgers, MAJ, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Emergency Medicine

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:
2,450.00

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:

Periodic review date: _13 Mar 89 Review results: _Continue

Objective?s): To develop familiarity and competency in performing life saving
technical skills applicable to the Emergency Room environment.

Technical Approach: Training is conducted as outlined in the study protocol.
Progress: Technical procedure training for Emergency Medicine residents
continues to be a requirement by the Residency Review Committee (RRC) for

accreditation. These labs are scheduled monthly and also benefit rotating
students, interns and residents from other services.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-3-87 Status: Ongoing

Title: Abdominal Surgical Experience - Gynecology Service.

Start date: 19 Feb 87 Estimated completion date:
Principal Investigator: Facility:

Allan R. Mayer, LTC, MC Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):

Department of Obstetrics-Gynecology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:
$420.00

Number of subjects enrolled during reporting period:

Total number of subjects enrolled to date:

Periodic review date: _13 Mar 91 Review results: _Continue

Objective(s): To provide hands-on surgical experience for obstetrics and
gynecology residents in emergency surgical techniques.

Technical Approach: Training conducted as outlined in the training protocol.
Progress: Monthly teaching sessions for medical students, interns and OB/GYN
residents in surgical techniques, suturing, GI and GU procedures they are

required to be familiarized wityh. To conform with regulatory requirements,
the protocol was recently revised.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-4-87 Status: Ongoing

Title: Canine Utilization for Rigid Endoscopic Training.

Start date: 2 Mar 87 Estimated completion date:
Principal Investigator: Facility:

Sylvester Ramirez, LTC, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

DPepartment of Surgery/Otolaryngology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: _13 Mar 91 Review results: _Continue

Objective(s): 1) To provide hands-on experience to residents in
Otolaryngology and Thoracic Surgery, (and possibly general surgery) in the art
of rigid endoscopy.

2) To ultimately increase the quality of care to our endoscopy patients by
decreasing their surgical risks through laboratory traini-g.

3) To simulate the scenario of an esophageal or tracheobronchial foreign
body, in a live, anesthetized animal, for the purpose of developing endoscopic
foreign body removal skills.

Technical Approach: Training conducted as outlined in the protocol.
Progress: This is a training protocol for training residents in laryngoscopy,
esophagoscopy, bronchospy and foreign body management. Over the last couple

of years, we have not used any animals from BAMC since Wilford Hall had
animals available. We still want to continue the protocol as is.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-1-88 Status: Ongoing

Title: Oculoplastic Seminar and Laboratory and Wound Closure.

Start date: 7 Mar 88 Estimated completion date:
Principal Investigator: Facility:

Donald A. Hollsten, LTC, MC Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):

Department of Surgery/Ophthalmology

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: _13 Mar 91 Review results: Continue

Objective(s): Provide advanced proficiency to members of the Brooke Army
Medical Center House Staff in primary repair of oculoplastic wounds, learn new
techniques and operations on animals before starting to use them on humans,
and apply the principles of oculoplastic closure and management of ocular and
oculoplastic trauma.

Technical Approach: Procedures performed include various types and depths of
skin surface incisions and wounds, with subsequent closure utilizing flaps,
grafts and Z-plasties.

Progress: Training of ophthalmology residents continues to be conducted on an

annual basis. Protocol recently underwent major revisions in order to conform
with regulatory requirements.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-3-89 Status: Terminated

Title: Pediatric Intubation Training Utilizing the Feline Model.

Start date: 15 Sep 89 Estimated completion date:
Principal Investigator: Facility:

Stephen C. Inscore, MAJ, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Pediatrics

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: _13 Mar 91 Review results: _Continue

Objective(s): To teach physicians and other health care professional the
basic knowledge and endotracheal intubation skills required to resuscitate a
neonate (newborn) or infant.

Technical Approach: The laboratory exercises will concentrate on developing
the health professional’s confidence in establishing an airway. Each
individual will be required to intubate a cat employing a laryngoscope and
endotracheal tube three times for physicians and one time for nurses or other
personnel who are not required to intubate on the job. Two groups of students
will be arranged: the first group will attend a didactic in-service on proper
use of airway adjuvant and airway control while the second will attend the Cat
Intubation Laboratory. At least one instructor will teach the in-service and
at least two instructors will teach the Cat Intubation laboratory. Anesthesia
will be maintained throughout the procedure.

Progress: Protocol terminated. Superseded by Protocol T-92-02.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-2-90 Status: Terminated

Title: Uroclogic Microsurgery - A Training Protocol.

Start date: 14 Mar 90 Estimated completion date:
Principal Investigator: Facility:

Ian M. Thompson, MAJ, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Surgery/Anesthesiology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: _13 Mar 91 Review results: Continue

Objective(s): To train Urology residents at BAMC the techniques used in
microsurgery.

Technical Approach: Training is conducted as outlined in the training
protocol.

Progress: Terminated. This protocol was not being used due to a lack of time
and the principal instructor’s time was greatly limited.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-92-1 Status: Ongoing

Title: Sensormedics Model 3100 High Frequency Oscillatory Ventilator Training
using a Swine Model

Start date: 7 Oct 91 Estimated completion date:
Principal Investigator: FPacility:

Howard Heiman, LTC, MC Brooke Army Medical Center, Texas
Department /Service: Associate Investigator(s):

Department of Pediatrics

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enroll: I to date:
Periodic review date: Review results:

Objective(s): This training protocol is designed to teach physicians and
other health care professionals the basic knowledge required to use and and
operate a Sensormedics Model 3100 HIgh Frequency Oscillatory Ventilator.
Technical Approach: As outlined in the training protocol.

Progress: Have not used recently due to the principal instructor PCS‘ing.
The service does want to maintain this protocol.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-92-02 Status: Ongoing

Title: Pediatric Endotracheal Training Utilizing the Ferret Model

Start date: 20 May 92 Estimated completion date:
Principal Investigator: Facility:

Stephen C. Inscore, LTC, MC Brooke Army Medical Center, Texas
Department/Service: Associate Investigator(s):

Department of Pediatrics

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:

Periodic review date: Review results:

Objective(s): This protocol is designed to teach physicians and other health
care providers the basic knowledge and psychomotor skills required for
efficient endotracheal intubation in children.

Technical Approach: Protocol designed to increase physician confidence in
intubation skills and increase the efficiency with which invasive airway

management is accomplished in emergencies.

Progress: Annual protocol review is scheduled for 26 July 1993.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-92-03 Status: Ongoing

Title: A Field Anesthesia Machine and the OHMEDA PAC Drawover Vaporizer

Start date: 1 Oct 92 Estimated completion date:
Principal Investigator: Facility:

Douglas Anderson, LTC, MC Brooke Army Medical Center, Texas
Department /Service: Agsociate Investigator(s):

Department of Surgery/Anesthesiology

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:
Total number of subjects enrolled to date:
Periodic review date: Review results:

Objective(s): This training protocol is designed to provide
anesthesiologists, nurse anesthetists and other health care professionals with
clinical experience in the use of anesthesia equipment designed for field
medical conditions.

Technical Approach: This protocol is designed to provide the operator with
the experience and confidence required to provide anesthetic care to patients
with this equipment.

Progress: Annual review of training protocol is scheduled for July 1993.
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Detail Summary Sheet

Date: 4 Feb 93 Protocol Number: T-92-04 Status: Ongoing

Title: Emergency Medicine Trauma Skills Laboratory Using the Goat

Start date: 19 Nov 92 Estimated completion date:
Principal Investigator: Facility:

Marco Coppola, CPT, MC Darnall ACH, Ft Hood, TX
Department /Service: Associate Investigator(s):

Emergency Medicine

Key Words:

Cumulative MEDCASE cost: Estimated cumulative OMA cost:

Number of subjects enrolled during reporting period:

Total number of subjects enrclled to date:

Periodic review date: Review results:

Objective(s): Training protocol is designed to refresh Advanced Trauma Life
Support (ATLS)-Emergency Medicine residents with basic skills in trauma
resuscitation as required by the American Board of Emergency Medicine.

Technical Approach: This lab will provide the Emergency physicians and
residents the training required in life-saving resuscitative procedures and

will in turn provide optimal life saving care to critical patients.

Progress: Annual review of training protocol is scheduled for July 1993.
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Date: 1 Oct 92 Proj No: SWOG 7804 Status: Ongoing

Title: Adjuvant Chemotherapy with 5-Fluorouracil, Adriamycin, and Mitomycin-
C (FAM) vs Surgery Alone for Patients with Locally Advanced Gastric
Adenocarcinoma.

Start Date FY 78 |Est Comp Date:
]

Principal Investigator: |Facility:

Timothy J. O’Rourke, LTC, MC iBrooke Army Medical C2nter
]

Dept/Svc: |Associate Investigators:

Department of Medicine/Oncology

Key Words:
Gastric adenocarcinoma

- e e - - e ———

Accumulative MEDCASE |Est Accumulative

Cost: |OMA Cost:
t

Number of Subjects Enrolled During Reporting Period: v}
Total Number of Subjects Enrolled to Date: 5
Date of Periodic Review 19 0ct 92 __Regults Cantinue. .

Objective(s): To determine the efficacy of adjuvant chemotherapy with S5-FU,
Adriamycin and Mitomycin-C (FAM) on the disease-free interval and survival of
patients with TNM stage-groups IB, IC, II and III gastric adenocarcinoma
compared to potentially curative surgery alone.

Technical Approach: Therapy will follow the schema outlined in the protocol
Progress: This study is closed to new patient accrual, open for follow up

purposes only. Two hundred twenty-one patients were entered to this study.
There have been no benefits for FAM noted.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 7808 Status: Ongoing

Title: Combined Modality Treatment for Stages III and IV. Hodgkin‘s Disease
MOPP # 6.

Start Date FY 79 1Est Comp Date:
]

Principal Investigator: \Facility:

Timothy J. O’Rourke, LTC, MC iBrooke Army Medical Center
]

Dept /Sve: iAssociate Investigators:

Department of Medicine/Oncology

Key Words:
Hodgkin’s Disease

o v - —— - ——

Accumulative MEDCASE 1Est Accumulative

Cost: {OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 0

Total Number of Subjects Enrolled to Date: 13

Date of Periodic Review —19 0Oct 92 _ Regults Cantinue _

Objective(s): 1) To attempt to increase the complete remission rate induced
with MOP-BAP alone utilizing involved field radiotherapy in patients with
Stages III and IV Hodgkin‘'s disease achieving a PR at the end of 6 cycles of
MOP-BAP. 2) To determine if immunotherapy maintenance with levamisole or
consolidation with low dose involved field radiotherapy will produce
significantly longer remission durations over a no further treatment aroup
when CR has been induced with 6 cycles of MOP-~BAP in Stages III and IV
Hodgkin’s disease.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual. However, it will
remain open for follow up purposes.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 7827 Status: Ongoing

Title: Combined Modality Therapy for Breast Carcinoma, Phase III.

Start Date FY 80 {Est Comp Date:
1

Principal Investigator: {Facility:

Timothy J. O‘Rourke, LTC, MC |Brooke Army Medical Center
]

Dept/Svc: iAssociate Investigators:

Department of Medicine/Oncology !
]

Key Words:
Breast Carcinoma

|

Accumulative MEDCASE |Est Accumulative
Cost: {OMA Cost:

e m—

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: 6l
Date of Periodic Review ~l9.0ct 92 _ Results Continue

Objective(s): 1) To compare the disease-free interval and recurrence rates
in estrogen receptor positive (ER+) premenopausal patients with Stage II
disease, using combination chemotherapy alone versus chemotherapy and
oophorectomy. 2) To compare the disease-free interval and recurrence rates
in estrogen receptor positive postmenopausal patients with Stage II disease,
using combination chemotherapy plus tamoxifen versus tamoxifen alone versus
combination chemotherapy alone. 3) To compare the disease-free interval and
recurrent rates in all estrogen receptor negative (ER-) patients with Stage II
disease using one versus two years of combination chemotherapy.

Technical Approach: Therapy will follow the schema outlined in the study
protocol.

Progress: This study is closed to new patient accrual. However, it will
remain open for follow up purposes.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8216/38 Status: Ongoing

Title: Comparison of BCG Immunotherapy and Adriamycin for Superficial
Bladder Cancer, Phase III.

Start Date FY 85 |Est Comp Date:
[}
Principal Investigator: |Facility:
Timothy J. O‘Rourke, LTC, MC |Brooke Army Medical Center
]
Dept/Svc: iAssociate Investigators:
Department of Medicine/Oncology iIan M. Thompson, MAJ, MC

s

Key Words:
Cancer, Bladder

- ——— - —— ——

Accumulative MEDCASE |Est Accumulative

Cost: {OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 0

Total Number of Subjects Enrolled to Date: 3

Date of Periodic Review —~19 0ct 92 _ Regults Cantinue.

Objective(s): 1) To compare the effectiveness of intravesical BCG
immunotherapy with intravesical adriamycin chemotherapy with respect to
disease-free interval and two-year recurrence rate. 2) To compare the
toxicity of topical immunotherapy and chemotherapy. 3) To obtain experience
regarding disease-free interval and the recurrence rate in patients who
develop tumor recurrence and are then crossed over to the alternative
treatment arm.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for follow up
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8229 Status: Ongoing

Title: Combined Modality Therapy for Multiple Myeloma, VMCP-VBAP for
Remission Induction Therapy: VMCP + Levamisole vs Sequential Half-Body
Radiotherapy + Vincristine-Prednisone for Maintenance or Solidation.
Evaluation ...... Phase 11

Start Date FY 83 {Est Comp Date:
1

Principal Investigator: |Facility:

Timothy J. O‘Rourke, LTC, MC iBrooke Army Medical Center
§

Dept /Svc: |Associate Investigators:

Department of Medicine/Oncology

Key Words:
Myeloma, multiple

Accumulative MEDCASE lEst Accumulative

Cost: {OMA Cost:
1

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: 18
Date of Periodic Review -19 Qct Q92 __ _Regults Cantinug

Objective(s): 1) To compare the effectiveness of two intermittent pulse
schedules of the chemotherapy combination of Vincristine, Melphalan,
Cyclophosphamide and Prednisone (VMCP) plus Vincristine, BCNU, Adriamycin and
Prednisone (VBAP) (alternating versus syncopated) for the induction of
remissions in previously untreated patients with multiple myeloma. 2) For
patients proven to achieve remission (at least 75% tumor regression after
induction), to compare the value of 12 months of chemoimmunotherapy
maintenance, VMCP + Levamisole, versus a consolidation program consisting of
sequential half-body radiotherapy along with Vincristine and Prednisone
followed by unmaintained remission. 3) For patients who only achieve
improvement (50%-74% tumor regression) on chemotherapy induction, to determine
whether sequential half-body radiotherapy with Vincristine.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for follow up
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8294 Status: Ongoing

Title: Evaluation of Adjuvant Therapy and Biological Parameters in Node
Negative Operable Female Breast Cancer.

Start Date FY 83 {Est Comp Date:
\

Principal Investigator: |Facility:

Timothy J. O’'Rourke, LTC, MC iBrooke Army Medical Center
]

Dept/Svc: |{Associate Investigators:

Department of Medicine/Oncology !
[}

e

Key Words:
Cancer, Breast Node Negative

Accumulative MEDCASE |Est Accumulative
Cost: |OMA Cost:

Number of Subjects Enrolled During Reporting Period: o

Total Number of Subjects Enrolled to Date: 33

Date of Periodic Review ~19.0ct 92 _Regults Cantinue

Objective(s): 1) To assess the impact of short-term intensive chemotherapy
with CMFP to prevent disease recurrence and prolong survival in N~ patients
with any size ER- tumor and N- patients with ER+ tumors whose pathological
size is greater than or equal to 3 cm. 2) To assess the impact of surgical
procedures, ER status, menopausal status and tumor size. 3) To develop
guidelines referable to histopathological features of N- tumors which are
reproducible and assess their prognostic impact for disease-free survival and
survival.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: Thia study is closed to new patient accrual, open for follow up
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8300 Status: Ongoing

Title: Treatment of Limited Non-Small Cell Lung Cancer: Radiation vs
Radiation plue Chemotherapy (FOMi/CAP), Phase III.

Start Date FY 85 |Est Comp Date:
t

Principal Investigator: {Facility:

Timothy J. O’Rourke, LTC, MC {Brooke Army Medical Center
1

Dept/Svc: {Associate Investigators:

Department of Medicine/Oncology

Key Words:
Non-small cell lung cancer

Accumulative MEDCASE {Est Accumulative

Cost: |OMA Cost:
[}

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: 10

Date of Periodic Review =19 0ct Q92 _ Regults Cantinua

Objective(s): 1) To compare combination chemotherapy plus radiotherapy to
radiotherapy alone for patients with limited, non-small cell lung cancer
(NSCLC) in a randomized study with stratification for known important
prognostic factors with regard to response rate, response duration and
survival duration. 2) To determine the toxicity of radiotherapy plus
FOMi/CAP relative to radiotherapy alone for patients with limited NSCLC. 3)
To evaluate the responsiveness of small tumor burdens to FOMi/CAP (i.e., less
than metastatic disease).

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for follow up
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8309 Status: Ongoing

Title: Autologous Marrow Transplantation for the Treatment of Non-Hodgkin's
Lymphoma, Phase II.

Start Date FY 88 {Est Comp Date:
]

Principal Investigator: |Facility:

Timothy J. O‘Rourke, LTC, MC |Brooke Army Medical Center
1

Dept/Svc: |Associate Investigators:

Department of Medicine/Oncology

Key Words:
Lymphoma, Non-Hodgkin’s

- - —— - - ——

Accumulative MEDCASE |Est Accumulative

Cost: 1OMA Cost:
]

. m—

Number of Subjects Enrolled During Reporting Period: 0o
Total Number of Subjects Enrolled to Date: 4
Date of Periodic Review ~19 0ct 92 _ RBegults Continue.

Objective(s): To determine the therapeutic potential of high-dose
cyclophosphamide and total body irradiation followed by autologous marrow
transplantation (AMT) in patients with an otherwise poor prognosis for cure in
the specific lymphoma disease categories.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8312 Status: Completed

Title: Megestrol Acetate and Aminoglutethimide/Hydrocortisone in Segquence or
in Combination as Second-~Line Endocrine therapy of Estrogen Receptor Positive
Metastatic Breast Cancer, Phase III.

Start Date FY 84 {Est Comp Date:
]

Principal Investigator: \Facility:

Timothy J. O‘Rourke, LTC, MC |Brooke Army Medical Center
]

Dept/Svc: |Associate Investigators:

Department of Medicine/Oncology

Key Words:
Breast cancer

| I

Accumulative MEDCASE iEst Accumulative

Cost: |OMA Cost:
[}

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: 4
Date of Periodic Review =19 0ct. 92 . _Regults Canpleted

Objective(s): 1) To determine whether combination hormonal therapy with
Aminoglutethimide and Hydrocortisone (AH) plus Magestrol Acetate (M), agents
thought to have different mechanisms of action, offers an improved response
rate with prolonged response duration and increased patient survival over the
sequential use of each agent in Estrogen Receptor (ER) positive patients who
have progressed afier responding to primary hurmonal treatment with tamoxifen.
2) To assess the relative toxicities of Megestrol Acetate and medical
adrenalectomy. 3) To assess the value of progesterone receptor (PgR) in
predicting subsequent responses to a variety of hormonal therapies.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8313 Status: Ongoing

Title: Multiple Drug Adjuvant Chemotherapy for Patients with ER Negative
Stage II Carcinoma of Breast, Phase III.

Start Date FY 84 {Est Comp Date:
[
Principal Investigator: |Facility:
Timothy J. O’Rourke, LTC, MC |Broocke Army Medical Center
] .
Dept/Svc: |Associate Investigators:
Department of Medicine/Oncology |
{
Key Words: i
Breast Cancer H
i
]
i
]
Accumulative MEDCASE {Est Accumulative
Cost: |OMA Cost:

Number of Subjects Enrolled During Reporting Period: 0

Total Number of Subjects Enrolled to Date: Q

Date of Periodic Review -19.0ct .92  Regults Cantinua.

Objective(s): 1) To compare through a randomized prospective study, the
recurrence rates and disease-free intervals (DFI) for postoperative axillary
node positive estrogen receptor negative (ER-) breast cancer patients given
adjuvant therapy with either short term intense chemotherapy (FAC-M) or one
year standard chemotherapy (CMFVP). 2) To compare the effect of these two
adjuvant therapies on survival. 3) To compare the relative toxicity of the
two therapies.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8326/27 Status: Ongoing

Title: Evaluation of Combination Chemotherapy Using High Dose Ara-C in Adult
Acute Leukemia and Chronic Granulocytic Leukemia in Blastic Crisis, Phase III.

Start Date FY 85 {Est Comp Date:
1

Principal Investigator: {Facility:

Timothy J. O’Rourke, LTC, MC |Brooke Army Medical Center
4

Dept/Svc: {Associate Investigators:

Department of Medicine/Oncology

1

1

|
Key Words: i
Leukemia, adult acute
Leukemia, chronic granulocytic

.

Accumulative MEDCASE {Est Accumulative

Cost: !OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 1
Total Number of Subjects Enrolled to Date: 4
Date of Periodic Review 18 0ct 92 _ _RBeaults Continue.

Objective(s): 1) To compare the effectiveness of three different drug
combinations using high dose Ara-C alone or high dose Ara-C in combination
with m-AMSA or Mitoxantrone for remission induction in relapsed adult
leukemias including both acute non-lymphocytic leukemia, chronic granulocytic
during accelerated or blastic phase, as well as untreated secondary acute
leukemias. 2) To monitor the side effects of the above combination
chemotherapy schedules.

Technical Approach: Therapy will follow the schema outlined in the protocol.
Progress: This study continues to accrue patients but has not reached its

accrual goal of 190 patients quite yet. We will need to keep this study open
for several more months.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8393 Status: Ongoing

Title: MEL 82 323, National Intergroup Protocol for Intermediate Thickness
Melanoma.

Start Date FY 84 {Est Comp Date:
1

Principal Investigator: IFacility:

Timothy J. O’Rourke, LTC, MC |Brooke Army Medical Center
[

Dept/Svc: !|Associate Investigators:

Department of Medicine/Oncology

]

]

1
Key Words: )
Melanoma H

i

t

]

]
Accumulative MEDCASE {Est Accumulative
Cost: I{OMA Cost:

Number of Subjects Enrolled During Reporting Period: 1
Total Number of Subjects Enrolled to Date: S
Date of Periodic Review -19-0ct 92 ___Regults Cantinue.

Objective(s): 1) To determine the safest excision margins around the primary
melanoma. 2) To evaluate the management of the regional lymph nodes
(immediate vs delayed lymphadenectomy). 3) To evaluate the relative
prognostic value of various histopathological parameters of melanoma.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.

340




Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8406 Status: Ongoing

Title: Evaluation of Esorubicin (4’ Deoxydoxorubicin) in Malignant Lymphoma,

Phase II.

Start Date FY 85 'Est Comp Date:
t

Principal Investigator: |Facility:

Timothy J. O’Rourke, LTC, MC !Brooke Army Medical Center
t

Dept/Svc: |Associate Iuvestigators:

Department of Medicine/Oncology

Key Words:
Lymphoma, malignant

o e e - —— - —-——

Accumulative MEDCASE |Est Accumulative

Cost: |OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 0

Total Number of Subjects Enrolled to Date: a_
Date of Periodic Review 19 Qct _Q2 __RBegults Cantinue

Objective(s): 1) To determine the response rate and response duration of

malignant lymphoma treated with Esorubicin. 2) To define the qualitative and

quantitative toxicities of Esorubicin administered in a Phase II study.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8417 Status: Completed

Title: Evaluation of two Consolidation Regimens in the Treatment of Adult
Acute Lymphoblastic Leukemia, Phase III.

Start Date FY 85 |Est Comp Date: .
]

Principal Investigator: |Facility:

Timothy J. 9‘Rourke, LTC, MC |Brooke Army Medical Center
[}

Dept/Svc: {Associate Investigators:

Department of Medicine/Oncology

Key Words:
Adult acute lymphoblastic leukemia

- = - - R ———

Accumulative MEDCASE {Est Accumulative

Cost: |OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: 5
Date of Periodic Review 19 0ct 92  RBaegults Campleted

Objective(s): 1) To compare the effects on remission duration and survival
of two consolidation regimens: the L10-M consolidation used in SWOG 8001
versus a regimen employing Daunomycin, Cytosine Arabinoside, 6-Thioguanine and
escalating Methotrexate/L-Asparaginase in patients with adult acute
lymphoblastic leukemia. 2) To compare the toxicities of the two
consolidation regimens.

Technical Approach: Therapy will follow the schema outlined in the protocol.
Progress: This study has reached its accrual goals and can be closed to new

patients registration. Study SWOG-8419 (the consolidation arms) will remain
open until accrual goals are met.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8501 Status: Completed

Title: Intraperitoneal Cis-Platinum/Intravenous Cyclophosphamide in Patients
with Non-Measurable (Optimal) Disease Stage III Ovarian Cancer, Phase III
Intergroup.

Start Date FY 89 {Est Comp Date:
1

Principal Investigator: |Pacility:

Timothy J. O’Rourke, LTC, MC |Brooke Army Medical Center
1

Dept /Svc: iAssociate Investigators:

Department of Medicine/Oncology

Key Words:
Cancer, Ovarian

- - - - R me

Accumulative MEDCASE !{Est Accumulative

Cost: |OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: Q
Date of Periodic Review 19 0ct 92 __ Regults Campleted

Objective(s): 1) To carry out a Phase III randomized trial of intermediate
dose intraperitoneal cis-platinum (100 mg/M?) plus intravenous
cyclophosphamide versus intermediate dose intravenous cis-platinum (100mg/M?)
plus intravenous cyclophosphamide for optimal Stage III ovarian cancer. 2)
To evaluate the toxicities and complications of the two combination drug
regimens.

Technical Approach: Therapy will follow the schema ocutlined in the protocol.

Progress: As of April 1, 1990, more than 500 patients had been accrued into
this trial. 1IP cisplatin has been well tolerated with a trend toward less
granulocytopenia and ototoxicity compared to patients treated on the
intravenous cisplatin arm. The study hs been extended to approximately May
1992 to accrue an additional 100 patients so that the two treatments can be
compared statistically with respect to patients who have < 0.5 cm residual
sized tumor masses.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8507

Status: Ongoing

Title: Maintenance versus no Maintenance BCG Immunotherapy of Superficial

Bladder Cancer, Phase III.

Start Date FY 86

{Est Comp Date: .
]

Principal Investigator:
Timothy J. O’Rourke, LTC, MC

{Facility:
iBrooke Army Medical Center
[]

Dept/Svc:
Department of Medicine/Oncology

|Associate Investigators:
iIan M. Thompson, MAJ, MC

Key Words:
Bladdexr cancer

 —

Accumulative MEDCASE
Cost:

|Est Rccumulative
'{OMA Cost:

Number of Subjects Enrolled During Reporting Period: 0

Total Number of Subjects Enrolled to Date: 12
Date of Periodic Review 19 . 0ct 92  Regults Cantinue

Objective(s): 1) To compare the effectiveness of intravesical and
percutaneous BCG immunotherapy given on a maintenance versus a no maintenance
schedule with respect to disease free interval and rate of tumor recurrence in
patients with transitional ceil carcinoma of the bladder. 2) To assess the
toxicity of maintenance and no maintenance BCG immunotherapy.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj Nc: SWOG 8509 Status: Ongoing

Title: Evaluation of Menogaril in Adenocarcinoma of the Prostate, Phase II.

Start Date FY 86 |Est Comp Date:
]
Principal Investigator: ‘Facility:
Timothy J. O‘Rourke, LTC, MC {Brooke Army Medical Center
]
Dept/Sve: |Associate Investigators:
Department of Medicine/Oncology iIan M. Thompson, MAJ, MC

Key Words:
Adenocarcinoma, Prostate

d —— - - 4

Accumulative MEDCASE !Est Accumulative

Cost: {OMA Cost:
1

Number of Subjects Enrolled During Reporting Period: 0

Total Number of Subjects Enrolled to Date: a

Date of Periodic Review 19 0Oct Q92 ___Regults Continue

Objective(s): 1) To assess the antitumor activity of Menogaril in patients
with advanced adenocarcinoma of the prostate. 2) To define the qualitative
toxicities of menogaril administered in a Phase II study.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8515 Status: Ongoing

Title: Evaluation of Menogaril in Non-Hodgkins Lymphoma, Phase II.

Start Date FY 88 {Est Comp Date:
]

Principal Investigator: {Facility:

Timothy J. O’Rourke, LTC, MC |Brooke Army Medical Center
]

Dept /Svc: |Associa.e Investigators:

Department of Medicine/Oncology i

]
]
Key Words: ]
Non~Hodgkins, Lymphoma H
:
]
]

-

Accumulative MEDCASE !|Est Accumulative

Cost: |OMA Cost:
\

Number of Subjects Enrolled During Reporting Period: o

Total Number of Subjects Enrolled to Date: 2

Date of Periodic Review =19 Oct 92  Results Cantinug

Objective(s): 1) To determine the response rate and response duration for
favorable and unfavorable histology Non-Hodgkin'’s lymphoma (NHL) treated with
Menogaril. 2) To define the qualitative and quantitative toxicities of
Menogaril administered in a phase II study.

Technical Approach: All patients must have a pathologically verified
histologic diagnosis of non-Hodgkin‘’s lymphoma with at least one site of
bidimensionally measurable disease. Patients must have failed and recovered
from potentially curable treatment. Patients with a cumulative dose of
Adriamycin > 250 mg/m’ are not eligible for this study. Allowable prior
chemotherapy depends on disease type. Patients will be stratified according
to histology: unfavorable histology NHL vs favorable histology NHL. Therapy
will follow the schema outlined in the study protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8516 Status: Ongoing

Title: A Phase III Comparison of CHOP ve m-BACOD vs ProMACE-CytaBom vs
MACOP-B in Patients with Intermediate or High-Grade Non-Hodgkin‘’s Lymphoma.

Start Date FY 86 {Est Comp Date:
1

Principal Investigator: {Facility:

Timothy J. O’Rourke, LTC, MC |Brooke Army Medical Center
|

Dept/Svc: |Associate Investigators:

Department of Medicine/Oncology

Key Words:
Non-Hodgkin‘s lymphoma, high-grade

- e - —— - ——

Accumulative MEDCASE |Est Accumulative

Cost: {OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 0

Total Number of Subjects Enrolled to Date: 13
Date of Periodic Review —19 0ct. 92 __Rgaults Cantinue

Objective(s): 1) To compare in a randomized Group-wide setting the complete
response rate, response duration and survival of patients with intermediate
and high-grade non-Hodgkin‘s lymphoma treated with one of four combination
chemotherapy regiments: CHOP, m-BACOD, ProMACE-CytaBOM, or MACOP-B. 2) To
compare the toxicities of each regimen in this patient population.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8520 Status: Ongoing

Title: Cis-Diamminedichloroplatinum II: Methotrexate and Bleomycin in the
Treatment of Advanced Epidermoid Carcinoma of the Penis, Phase II.

Start Date FY 87 {Est Comp Date:
]
Principal Investigator: {FPacility:
Timothy J. O’Rourke, LTC, MC |Brooke Army Medical Center
]
Dept /Svc: |Associate Investigators:
Department of Medicine/Oncology !Ian M. Thompson, MAJ, MC
\
Key Words: '
Carcinoma, epidermoid 1
i
]
1
t
Accumulative MEDCASE lEst Accumulative
Cost: 'OMA Cost:

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enro.led to Date: Q
Date of Periodic Review =19 0ct 92 _ _Results Caontinune

Objective(s): 1) To determine the response rate in patients with advanced
epidermoid carcinoma of the penis treated with cis-platinum, methotrexate, and
bleomycin. 2) To evaluate the toxicity of this three-drug combination.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progress: This study will be closed in a year or so. There have been some
responses seen.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8573 Status: Ongoing

Title: Treatment of Limited Small Cell Cancer with Concurrent Chemotherapy
Radiotherapy and Intensification with High Dose Cyclophosphamide.

Start Date FY 86 |Est Comp Date:
]

Principal Investigator: |Facility:

Timothy J. O’Rourke, LTC, MC |Brooke Army Medical Center
[}

Dept/Svc: |Associate Investigators:

Department of Medicine/Oncology

Key Words:
Cancer, small cell

e mm e - - ——

Accumulative MEDCASE |Est Accumulative

Cost: {OMA Cost:
]

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: a
Date of Periodic Review 19 Qct 92 __ _Regults Continue.

Objective(s): 1) To estimate the response rate and survival of patients with
limited small cell lung cancer when treated with concurrent chemo-radiotherapy
followed by chemotherapy and late intensification with high dose
cyclophosphamide. 2) To assess the toxicity of this treatment program.

Technical Approach: Therapy will follow the schema outlined in the protocol.

Progrees: This study is closed to new patient accrual, open for followup
purposes only.
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Detail Summary Sheet

Date: 1 Oct 92 Proj No: SWOG 8590 Status: Ongoing

Title: Phase III Study to Determine the Effect of Combining Chemotherapy
With Surgery and Radiotherapy for Resectable Squamous Cell Carcinoma of the
Head and Neck.

Start Date FY 85 {Est Comp Date:
1

Principal Investigator: {Facility:

Timothy J. O’'Rourke, LTC, MC |Brooke Army Medical Center
|

Dept/Svc: {Associate Investigators:

Department of Medicine/Oncology !
]

—p

Key Words: i
Squamous cell carcinoma of head and

neck i
i
]
H
]
Accumulative MEDCASE |Est Accumulative
Cost: 1OMA Cost:

Number of Subjects Enrolled During Reporting Period: 0
Total Number of Subjects Enrolled to Date: &
Date of Periodic Review 19 Oct 92 __ _Regults Cantinue

Objective(s): 1) To test whether the addition of chemotherapy to surgery and
radiotherapy prolongs disease-free survival and survival between the two study
groups. 2) To test whether the addition of chemotherapy to surgery and
radiotherapy increases local control rates at the primary site and/or the
cervical neck nodes. 3) To determine if the 