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F-OTREWORV

"Then you should say what you mean," the March Hare went
on. "I do," Alice hastily replied; "at least -at least
I mean what I say - that's the same thing, you know."

"INot the same thing a bit!" said the Hatter. "Why, you
might just as well say that 'I see what I eat' is the
same thing as 'I eat what I see'!" (Carroll, L., Alice's
Adventures in Wonderland, 1865)

The "meaning" of a word, a concept, or a discipline is not absolute but
relative to the context (or environment) in which it is defined. Consider

* oxygen for example. Who discovered oxygen? While Boyle was given credit for
formalizing in 1661 the Greek concept of elements, Joseph Priestley is gener-
ally given credit for the discovery of oxygen in 1774 by heating metal oxides.
However, Priestley (in his context of understanding) thought he had discovered
phlogiston free gas. A century later, Lavoisier named oxygen and proposed a
role for it in respiration and combustion as an acid former. Neither of these

* scientists really discovered oxygen as defined by our present day context.

The value of Clinical Investigation as a department or a method must be
judged by its relationship to the military medical community and the larger
population which it serves. Isolated and minimally nurtured it might produce
some scientific research, perhaps even good research. This product would be
of little benefit except to the proverbial "bean counters"

Clinical Investigation must be involved throughout the medical center
as part of the context in which the medical center defines it's missions
and accomplishments. As a formalization of intellectual curiosity, clini-
cal investigation must be a part of the medical staff to germinate, a part
of the administrative staff to survive and a part of the patient population
to blossom.

As we succeed in increasing patient education as a vital part of health
care, we must impart to patients the value of clinical investigation as a
guide for our common curiosity. To ignore this segment of the medical

6 community fosters a trap characterized by Trevelyan,

"Education . . . has produced a vast population able to
read but unable to distinguish what is worth reading."
(Trevelyan, G. M., Grey of Fallodon, 1937)

Brooke Army Medical Center has been fortunate in having a command leader-

ship that is supportive of clinical investigations. There has been a continued
growth in the number of active protocols (as well as their quality) , the number
of publications and presentations, and facilities, especially the new Laboratory
Animal Research and Training Center. The real credit for the work presented in
this voluime belongs to the clinical investigators (from principal investigators
to laboratory technicians) who hanve devotcd their time and talents to increasing
medical knowledge and quality of~ care. Equally important are the p~atient



volunteers who freely consented, som'etimes without direct benefit to them-
selves to participate in gathering new knowledge and providing a base for
improved patient care.

AMES H. ANDERSON, J M.D.
Lieutenant Colonel, MC
Chief, Department of Clinical Investigation

U

iii

SI



UNIT SUMMARY - FISCAL YEAR 1982

A. Objectives

The objectives of the Department of Clinical Investigation are as follows:

1. To achieve continuous improvement in the quality of patient care.

2. To assist in the professional growth and development of the house
staff by providing guidance and support in clinical research.

3. To provide a milieu conducive to retention of competent staff personnel
and recruitment of new personnel.

4. To provide a review body for research proposals by investigators cur-
rently assigned to MEDDAC Units in an effort to promote an interest in Army
medicine and retention in the Army Medical Corps.

S. To maintain an atmosphere of inquiry consistent with the dynamic nature
of the health sciences.

I
6. To maintain a high professional standard and accreditation of advanced

health programs.

7. To assure the highest level of professional standards in the conduct
of human research.

B. Technical Approach

All research, investigational and training activities within the Depart-
ment of Clinical Investigation are conducted under the guidance of AR 40-7,
AR 40-38, AR 70-25, AR 70-18 and HSC Reg 40-23. Careful monitoring of all
approved protocols is conducted .,w order to assure strict compliance with
the applicable regulations.

3. Staffing

Name Rank MOS Title
Anderson, James H., Jr. LTC 61C00 Chief, Endocrinologist
Pedersen, Carl E., Jr.* LTC 68A9B Laboratory Director'Virologist
Burleson, David G.** MAJ 68C00 Laboratory Director/Biochemist
Liebprman, Michael M. CPT 68A00 Microbiologist
Madonna, Gary S.** CPT 68A00 Microbiologist
Merrill, Gerald A.*** CPT 68A00 Microbiologist
Quagliani, Joseph G.*** ILT 68J00 Biomedical Information Off.
Loyd, Charles M. SFC 92B3R Sr Med Lab Sp, NCOIC
Sinegal, John H. SSG 92B2R Med Lab Sp
Diaz, Noel SSG 92B2, Med Lab Sp
Kelly, Jack L. SP5 92B1R Med Lab Sp
Lipp, Gary SPS 91T20 Animal Care Sp
Mead, Michael SP1 92B1R Med Lab Sp

'% "..,r i iti 5 ' * 8gnei~id 17 sep) 81
* * Ih'pt '. vd 1 Oct S.2
***REFRAD
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C. Staffing (continued)

Name Rank MOS Title
91T10 Animal Care Sp
92B1R Med Lab Sp

GS12 00401 Research Immunologist
GSll 00334 Computer Sp

Ayala, Eleanor F. GS9 00644 Medical Technologist
Peek, Michael W. GS9 01320 Chemist
Vaughn, George K. GS9 00404 Biological 'echniciami
Chapa, Isidoro GS7 00645 Medical Technician
Esposito, Margaret GS7 00645 Medical Technician
Wolcott, Karen GS7 00404 Biological Technician
Rios, Roberto GS9 01020 Medical Scientific Illustrator
Bratten, Dodie GS9 00301 Clin Research Protocol Coord
Smith, Helen K. GS6 01087 Editorial Assistant

* D. Funding

Type Fiscal Year 81 Fiscal Year 82
Civilian personnel
to include benefits 60,074.00 136,238.00

Consumable supplies 120,891.00 199,343.00
Civilian contracts
to include consultants 14,408.70 16,381.00

TDY 13,265.00 12,452.00

Publications 4,665.00 3,511.00
Noninvestment equipment
(Minor MEDCASE) 55,078.38 20,323.00

Other OMA

OMA Total 268,582.08 388,248.00

MEDCASE 151,381.42 178,069.00

Other

Military 279,317.00 311,217.00

TO'AL 699,080.50 877,534.00

iv



E. Progress

V Protocol Disposition FY 82

Terminated Transferred Completed Ongoing to FY 83

FY 74 - 1 0
FY 75 - - 1 0
FY 77 - - 2 1
FY 78* - - 1 2
FY 79 - 3 3
FY 80 3 - 4 5
FY 81* 13 - 11 28
FY 82 6 16 45

22 39 84

*C-22-78 and C-16-81 were completed during FY 81.

Group Protocol Disposition FY 82

Terminated Completed Ongoing to FY 83

SWOG 7 15 70
GOG 1 27
PVSG - 3
POG 17

8 15 117

F. Problems.

Again this year principal problem areas are concerned with personnel assets
and adequate facilities for laboratory animal studies. While this Department
currently has 28 recognized requirements and 22 validated authorizations, an
average annual strength of only 17 were assigned to Clinical Investigation
during the previous year. The critical shortage of enlisted Medical Labora-
tory Specialists (92B) has hampered support to many approved BAMC protocols
and only one Animal Care Specialist (91T) has been assigned to provide support
for approved protocols requiring laboratory animals. Only very recently has a
Veterinary Officer been detailed to this Department to oversee animal support

activities. This demonstrated shortfall comes at a time when a minor construc-
tion project for housing laboratory animals has been formulated and forwarded
to the BAMC staff engineers for renovation of the laboratory animal facility.

4 In order to meet the American Association for Accreditation of Laboratory Animal
Care (AAALAC) standards, the facility unit must be upgraded as expeditiously as

possible and appropriate staffing must beeffected.

The generiL issue of in-house "critical mass" for support of BAMC Clini-
cal Investigation will be addressed in the forthcoming manpower survey. In

t6 order to function with any real credibility, this Department must be staffed
with ;i ;ppropriate cross-section of qualified scientists and support personnel.

Lv



-. MiIi t ary Al1i ed Scientists should be at least field grade officers, with a1 Phi)
in their discipline, have demonstrated bench level experience and hold the 9B
ASI . The ass igned nuclIeus of expertise requ ired iic hdes Mi croliml ogy tonc
Bacteriologist anld 01ne Virologist), Biochemistry, *lmunologs' (cell ul and.~m~

humoral aspects), and whole sy'stem Physiology. Without these skills, the

Clinical Investigation staff cannot effectively interact with other BANIC

resources in sophisticated technological subspecialties required for a com-
prehensive training and research program meeting JCAH standards.
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1

SWOG 8049 The Treatment of Resected, Poor Risk Prognosis Malignant 243
Melanoma: Stage I: Surgical Excision vs Surgical Exci-
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SWO ; 8200 Evaluation of Vinblastine by Continuous Infusion for 266
Advanced, Recurrent Endometrial Carcinoma, Phase II.
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* GOG 25 A Randomized Comparison of Melphalan Therapy Alone vs 274
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Randomized Comparison of Adriamycin vs Adriamycin and
Cyclophosphamide, Phase III. (0)

2
GOG 43 A Randomized Comparison of Cis-platinum 50mg/m IV Every 285
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plus Cisplatin vs Doxorubicin plus Cyclophosphamide plus
Cisplatin plus BCG in Patients with Advanced Suboptimal
Ovarian Adenocarcinoma, Stage III and IV. (0)
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for the Study of Liver Diseases, Gastroenterology Research Group, Chicago, IL,
18 May 1982. (C)

Hematology-Oncology Service

Cowan, J.D. Predictive value of trypan blue exclusion cell viability measured
on colony formation in a human tumor cloning assay. Third Conference on Human
Tumor Cloning, Tucson, AZ, Jan 1982.

Mills, G.M. Acquired Von Willebrand's disease. 2nd Annual Army Current Con-
cepts in Ilematology-Oncology, San Francisco, CA, Feb 1982.

Cowan, J.D. Evaluation of new agents using in vitro culture techniques. 2nd
Annual Army Current Concepts in Hematology-Oncology, San Francisco, CA, Feb

*1982.

Harvey, W.H. Peripheral and proximal hepatic artery embolization in the
•0 management of hepatic n3oplasm. 2nd Annual Army Current Concepts in Hematology-

Oncology, San Francisco, CA, Feb 1982. (C)

Townsend, D.T. Philadelphia chromosome positive acute lymphoblastic leukemia:
Iwo distinct groups. 2nd Annual Army Current Concepts in Hematology-Oncology,
San Francisco, CA, Feb 1982.

Cowan, J.). Comparative human tumor sensitivity to adriamycin, mitomycin-C,
and hisantrene as measured by human tumor cloning assay. Amer Assoc Clin Res,
St Louis, MO, Apr 1982. (C)

Cowan, .J.D. Phase II evaluation of mitoxantrone in previously untreated
0 patients with colorectal cancer. Amer Soc Clin Oncol C-385, St. Louis, MO,

Apr 1982. (C)
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I namasu, I., McCrackevi, . v. 't a I. A pui.se I I ,va ltit ion ol m-AISA in advaned

gastric and pancreatic carcinoma, at Southwe-t Oncology Group study. Ame r Soc
Clin Oncol C-389, St. Louis MO, Apr 1982. (C)

McCracken, J.D. Adjuvant intrahepatic chemotherapy with mitomycin-C and 5-FU
combined with hepatic radiation in high risk patients with carcinoma of the
colon. 13th International Cancer Congress, Seattle, WA, Sep 1982. (C).

Infectious Disease Service

Carpenter, J.L. Drug resistant Mycobacterium tuberculosis in Korean isolates.
21ths Meeting of the Interscience Conference on Antimicrobial Agents and
Chemotherapy, Chicago, IL, Nov 1981.

q -Internal Medicine

Dooley, D.P. Ulcerative colitis and immune thrombotic purpura. American
College of Physicians, San Francisco, CA, 6-9 Oct 1981.

Gilman, J.K. Remediable risk factors in young males with myocardial infarction.
Army Association of Cardiology, Fitzsimons Army Medical Center, May 1982.

Nephrology Service

Saylor, R.P. Identification and management of the cadaveric kidney donor.
Southwest Texas Organ Bank Seminar, South Padre Island, TX, 1-3 Apr 1982.

Saylor, R.P. Donor identification and management. Third Quarter Scientific
Meeting, South Texas Organ Bank, San Antonio, TX, 20 Aug 1982.

Neurology Service

McFarling, D.A. The management of intracerebral hematomas. Society of Clinical
Neurology, Lake George, NY, Oct 1981.

Conomy, J.P., Hanson, M.R., McFarling, D.A. Does migraine increase the risk
of cerebral ischemic events in persons with mitral valve prolapse? American
Neurological Association, Washington, D.C., Sep 1982.

Pulmonary Disease Service

Matthews, ,J.I. Bullous lung disease. San Antonio Chest Hospital, San Antonio,
TX, 14 Oct 1981.

Sullivan, J.P. Asthma. Physician Assistant Course, San Antonio, TX, 16 Nov
1981.

Richcy, I.bM. Pleurisy aind atelectasis. Physician Assistant Course, San Antonio,
TX, .', Nov 1981.

Mitth,l ,. .1.1. hjromic" I m,, disease and RB. Physicia .\sistint (oir ,, San

Anton LO 1981.
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OQ Matthews, J.I. Exercise testing. San Antonio Chest Hospital, San Antonio, TX,
13 Jan 1982.

Fetters, L.J. Methacholine challenge testing in the diagnosis of asthmia.
Carl W. Tempel Symposium on Pulmonary Disease and Allergy, Fitzsimons Army

. Medical Center, 25 Jan 1982.

Bruno, P.P. Esophageal perforation presenting as a pleural effusion.
Carl W. Tempel Symposium on Pulmonary Disease and Allergy, Fitzsimons Army
Medical Center, 26 Jan 1982.

Bush, B.A. Preoperative PFTs in coronary artery bypass surgery. Carl W.
Tempel Symposium on Pulmonary Disease and Allergy, Fitzsimons Army Medical
Center, 26 Jan 1982.

Richey, H.M. Oncotic pressure during fluid resuscitation in shock. Carl W.
Tempel Symposium on Pulmonary Disease and Allergy, Fitzsimons Army Medical
Center, 26 Jan 1982.

Sullivan, C.J.P. A comparison of three blood gas instruments. Carl W.
Tempel Symposium on Pulmonary Disease and Allergy, Fitzsimons Army Medical
Center, 26 Jan 1982.

* Richey, H.M. Pleurisy and atelectasis. Physician Assistant Course, San

Antonio, TX, 25 May 1982.

Bush, B.A. Asthma. Physician Assistant Course, San Antonio, TX, 4 Jun 1982.

Matthews, J.I. Lung cancer. San Antonio Chest Hospital, 15 Sep 1982.

C Rheumatology Service

Via, C.S. Immune complex-positive sera directly stimulate polymorphonuclear
leukocyte oxygenation activity but inhibit the oxygenation response to a
secondary stimulus. Third International Conference on Superoxide and Super-
oxide 1)ismutase, New York, NY, Sep 1982. (C)

DEPARTMENT OF PATHOLOGY

Koester, S.K. Ultrastructural examination of a chlamydia infection. Texas
Society for Electron Microscopy, Corpus Christi, TX, 9-11 Oct 1981.

0
Bell, J. Clinical laboratory suppcrt in Army field medical facilities.
Seventh Annual Meeting of the Socittv of Armed Forces Medical Laboratory
Scientists, Reno, NV, 22 6ar 'i s.i

Joyce, R.P. Arteriograplhi dye , 1: A highly reliable radiological
* indicator of carotid artery nlccrition'; asso--iated with cerebrovascular

embolization - pathologic crrelit ion. lexas Medical Association Exhibit,
Sail Antolio, TX, 5-7 May 19A2.

.Joyce, R. 1. Esthesionetrohli'toma. San Antonio Society of Pathologists,
San Antonio, TX, 14 Sep 1982.

0
Alexander, II.G(., ,r ' Pleomorphic r'nail oncocytloni. San Antonio Society
of l';thioloSi t , ;in \iitoli o I'x, 14 Sep 1982.
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Poston, W.K., Jr. Liomyomatosis peritonealis disseminata. San Antonio
Society of Pathologists, San Antonio, TX, 14 Sep 1982.

( Ortiz, R. Alveolar soft part sarcoma. San Antonio Society of Pathologists,
San Antonio, TX, 14 Sep 1982.

Ambrosek, J.A. Granulocytic sarcoma. San Antonio Society of Pathologists,
San Antonio, TX, 14 Sep 1982.

Longbotham, J.H. Well differentiated liposarcoma, sclerosing type. San
Antonio Society of Pathologists, San Antonio, TX, 14 Sep 1982.

Broussard, I.D. Pancreatic islet cell tumor, Beta cell type. San Antonio
Society of Pathologists, San Antonio, TX, 14 Sep 1982.

Jeffreys, P.G. Malignant fibrous histiocytoma. San Antonio Society of Patho-
logists, San Antonio, TX, 14 Sep 1982.

DEPARTMENT OF PSYCHIATRY

Gaupp, P.A. Split brain learning theories. 1982 Dietetic Faculties Course,
Dietetic Section, Beach Pavilion, Fort Sam Houston, TX, 10 Jun 1982.

Cohen, A. Attentional deficits in chronic schizophrenia. American Psycho-
logical Association, Washington, D.C., 25 Aug 1982.

DEPARTMENT OF RADIOLOGY

Bunker, S.R. Advantages of in vitro labeled Tc-99m red blood cells in the
detection of gastrointestinal bleeding sites. Plenary Session, Western
Regional Meeting, Society of Nuclear Medicine, San Francisco, CA, Oct 1981.

Bunker, S.R. The role of Fourier phase analysis in gated equilibrium blood
pool studies. Medical Data Systems Users' Meeting, Western Regional Meeting,
Society of Nuclear Medicine, San Francisco, CA, Oct 1982.

Bunker, S.R. Scintigraphic methods for the detection and localization of

gastrointestinal hemorrhage: Advantages of in vitro labeled Tc-99m red blood
cells. Southwestern Chapter Meeting, Society of Nuclear Medicine, Dallas, TX,
Mar 1982.

Telepak, R..I. Computer edge displays for cardiac wall motion evaluation.
Southwestern Chapter Meeting, Society of Nuclear Medicine, Dallas, TX, Mar
1982.

1artshorne, M.F. Utility of non-cardiac Fourier phase analysis. Medical
Data Systems Users' Meeting, Dallas, IX, Mar 1982.

Janaki, I,. . Ca v inoma of pancreas. Southwest Oncology Group Meeting,
Houston. IX, 3-; Mlar 1982.

,janaki, L.M. Limited oat cell carcinoma of the lung. Southwest Oncology
Group Mccting, Houston, TX. 3-5 Mar 1982.
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Bunker, S.R. Clinical comparison of Tc-99m in sulfur colloid and in vitro
labeled Tc-99m red blood cells in the detection of gastrointestinal hemor-
rhage. 29th Annual Meeting, Society of Nuclear Medicine, Miami Beach, FL,
Jun 1982.

(7 Bunker, S.R. Fourier phase analysis. Medical Data Systems Users' Annual
Meeting, Miami Beach, FL, Jun 1982.

Blatt, E.S. Participant in the Aberdeen Area Indian Health Hospital System
Radiology Symposium, Rapid City, SD, 23 and 25 Jul 1982.

McNeill, D.H., Jr. CT of sacroiliac arthritis. Exhibit at Rocky Mountain
Radiological Society Meeting, Denver, CO, 19-21 Aug 1982.

Brown, C.W. Introduction to CT scaining. Val Verde County Medical Society,
17 Sep 1982.

Huggins, M.J. Seminar in uroradic,gy with emphasis on pathologic correla-

tion. Armed Forces Institute of Pathology, Washington, D.C., 20-24 Sep 1982.

DEPARTMENT OF SURGERY

Anesthesia and Operative Service

Isenhower, N.N. Hespan. 88th Annual AMSUS, San Antonio, TX, 2-3 Nov 1981.

Isenhower, N.N. Hespan. Toronto, Ontario, Canada, 10-12 Feb 1982.

Middaugh, R.E. Arterial blood gas interpretation. Seminar for Intensive
Care Nurses, Santa Rosa Hospital, San Antonio, TX, 23 Jul 1982.

Middaugh, R.C. Post CPR management. Texas Society of Anesthesiologists,
El Paso, TX, 18-19 Sep 1982.

Cardiothoracic Surgery Service

Collins, G.J., ,Jr. Mycotic aneurysms. Ninth Annual Meeting of Military Vascu-
lar Surgeons, Bethesda, MD, Dec 1981.

Mueller, L.P., Peake, J.B. Update on coronary artery disease. 38th Parallel
Medical Society, US Army, 8th MEDCOM (Prov) Medical Seminar, Seoul, Korea,

* 14-16 Apr 1982.

Peake, J.B. Long term follow-up in operated patients and a new case report.
Army Cardiology Conference, Denver , CO, 21 May 1982.

Collins, G.L., Jr. Co-existent c-irdiac and cerebrovascular insufficiency.
* Army Cardiology Conference, Denver, CO, 21 May 1982.

Collins, (.L., .Jr. Cerebrovascular insufficiency: Medical and Surgical
Marjagement, 'riple Army Medical Center, Jul 1982.

Collins, ;.L., Jr. Management of aneurysm-il disease. Triplet Army Medical
* Center, Jul 1982.
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General Surgery Service

Spebar, M.J. Trauma, the surgeon and nuclear war. Grand Rounds, Department
of Surgery, University of Texas Health Science Center at San Antonio, San
Antonio, TX, 9 Oct 1982.

Spebar, M.J. Adjuvant hyperbaric oxygen in the management of fungal burn
wound sepsis. Annual Meeting of Undersea Medical Society-Gulf of Mexico
Chapter, New Orleans, LA, 19-20 Mar 1982.

Briggs, R.M. Cystosarcoma phylloides - The military experience. Gary P.
Wratten Surgical Symposium, Washington, D.C., 27-30 Apr 1982.

Gomez, E.R. Gastric carcinoma in young adults. Southwestern Surgical Con-
-gress, Coronado, CA, 26-29 Apr 1982.

Spebar, M.J. Trauma, the surgeon and nuclear war. San Antonio Surgical
Society, San Antonio, TX, 16 Mar 1982.

Spebar, M.J. Trauma, the surgeon and nuclear war. Trauma Seminar. Emergency
Care Nurses and Technicians, Brooke Army Medical Center, 10 May 1982

Spebar, M.J. Improved survival with aggressive surgical management of non-
candidal fungal investions of the turn wound. American Burn Association,
Boston MA, 11-14 May 1982.

Walters, M.J. Occult breast carcinoma - its detection and treatment. Gary
P. Wratten Surgical Symposium, Washington, D.C., 27-30 Apr 1982.

Walters, M.J. Occult breast carcinoma - its detection and treatment.
Grand Rounds, University of Texas Health Science Center, San Antonio, TX,
21 May 1982.

Clary, R.M. Changing trends in colon carcinoma. Gary P. Wratten Surgical
Symposium, Washington, D.C., 27-30 Apr 1982.

Clary, R.M. Changing trends in colon carcinoma. Grand Rounds, Department
of Surgery, University of Texas Health Science Center, San Antonio, TX,
21 May 1982

Rosenthal, D. Abdominal trauma - diagnosis and management. 38th Parallel
Medical-Surgical Meeting, Seoul, Apr 1982.

Rosenthal, D. Common anorectal problems. 38th Parallel Medical Society,
Seoul, Apr 1982.

Spebar, M.J. Tlrxiuiii, the surgeon and nuclear war. Distinguished Visiting
Professor Series, lniformed Services University of the Hlealth Sciences,
Bethesda, MD, 27 Aug 1982.

Ro';enthal, P. Common anorectl problems. Grand Rounds, Department of
Surgery, University of Texas Health Science Center, Ban Antonio, TX,
13 Aug 1982,
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Neurological Surgery Service

Gendell, H.M. Brooke formula for management of head injuries. Southern
Neurosurgical Society, Hot Springs, W VA, Apr 1982.

Gendell, H.I. Brooke formula for management of head injuries. International
Craniocerebral Trauma Symposium, University of Edinburgh, Scotland, Sep 1982.

Harris, R.D. Craniocerebral trauma and the autonomic nervous system: an
alternative approach to therapy. International Craniocerebral Trauma Sym-
posium, University of Edinburgh, Scotland, Sep 1982.

Ophthalmology Service

Coronado, T. Retinitis pigmentosa sine pigmento. Ophthalmology Conference,
University of Texas Health Science Center, San Antonio, TX, 26-27 Apr 1982.

Brennan, M.W. Pediatric proptosis. Ophthalmology Conference, University of
Texas Health Science Center, San Antonio, TX, 26-27 Apr 1982.

Mauldin, W.M. Corneal lye injury. Ophthalmology Conference, University of
Texas Health Science Center, San Antonio, TX, 26-27 Apr 1982.

* Gearhart, J.R. Effects of nonionizing radiation on the eye. Ophthalmology
Conference, University of Texas Health Science Center, San Antonio, TX,
26-27 Apr 1982.

Hollsten, D.A. The ICE syndrome. Ophthalmology Conference, University of
Texas Health Science Center, San Antonio, TX, 26-27 Apr 1982.

San Martin, A.A. Ocular changes in myotonic dystrophy. Ophthalmology Con-
ference, University of Texas Health Science Center, San Antonio, TX, 26-27
Apr 1982.

Board, R.J. Modern concepts of superior rectus surgery. Ophthalmology Con-
ference, University of Texas Health Science Center, San Antonio, TX, 26 Apr
1982.

Board, R.J. Superior rectus surgery update. Walter Reed Biennial Ophthal-
mology Postgraduate Course, Washington, D.C., 27 Apr 1982.

* Griffith, D.G. Spontaneous hyphema. Ophthalmology Conference, University of
Texas Health Science Center, San Antonio, TX, 26 Apr 1982.

Griffith, D.G., Spontaneous hyphema. Walter Reed Biennial Ophthalmology
Postgraduate Course, Washington, ).C., 27 Apr 1982.

Milne, 1.L. Dysgerminoma of pituitary gland. Ophthalmology Conference, Uni-
versity of Texas Health Science Center, San Antonio, TX, 26-27 Apr 1982.

Davitt, W.F. Corneal ulcers--sometimes a diagnostic dilemma. Ophthalmology
Conference, University of Texas Health Science Center, San Antonio, TX, 26-27
Apr 1982.

Zervas, J.P. Pseudoxanthoma elasticum with SRN. Ophthalmology Conference,
University of Texas Health Science Ccnter, San Antonio, TX, 20-27 Apr 1982.
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Lloyd, W.C. Surgical considerations in the hemodialysis patient. Ophthal-
mology Conference, University of Texas Health Science Center, San Antonio,

. TX, 26-27 Apr 1982.

Orthopaedic Service

Thomas, S.R. Tara hip resurfacing experience at Brooke Army Medical Center,
Western Orthopaedic Assoc., Portland, OR, 4-8 Oct 1981.

Dreher, G.F. Fracture of the talus - Experience at Brooke Army Medical
Center. Southern Medical Assoc., New Orleans, LA, 15-18 Nov 81.

Thomas, S.R. Tomographic bone scans of the hip. Southern Medical Assoc.,
New Orleans, LA, 15-18 Nov 1981.

Dreher, G.F. Review of BAMC snake bite experience involving upper extremity,
1976-1980. Society of Military Orthopaedic Surgeons, Bethesda, MD, 6-10 Nov
1981.

Dreher, G.F. Fractures of the talus - experience at Brooke Army Medical
Center. Society of Orthopaedic Military Surgeons, Bethesda, MD, 6-10 Nov
1981.

Nash, W.C. Review of surgical treatment of transchondral talar dome fractures.
Society of Orthopaedic Military Surgeons, Bethesda, MD, 6-10 Nov 1981.

Faralli, V.J. The Brooke meniscectomy. Society of Orthopaedic Military Sur-
geons, Bethesda, MD, 6-10 Nov 1981.

Spires, T.D. Acute posterior cruciate ligament injuries. Society of Orthopae-
dic Military Surgeons, Bethesda, MD, 6-10 Nov 1981.

Baker, C.L. Acute posterolateral instability of the knee. Society of Ortho-
paedic Military Surgeons, bethesda, MD, 6-10 Nov 1981.

Peters, V.J. Sudeck atrophy. Biomechanics and Surgery of the Human Foot -
1981 Style, San Francisco, CA, 4-6 Dec 1981.

Baker, C.L. Knee problems in the female athlete. Annual Symposium on Sports
Medicine, University of Texas Health Science Center, San Antonio, TX, 18-21
Jan 1982.

Thomas, S.R. Tomographic bone scans of the hip. American Academy of Ortho-
paedic Surgeons, New Orleans, LA, 21 Jan 1982.

Peters, v..T. Podiatry in general for the family practice physician. Texas
Academy of Family Physicians, San Antonio, TX, 20 Feb 1982

Peters, V.J. The runner and biomechanics. Texas Academy of Family Physicians,
San Antonio, TX, 20 Feb 1982.

Peters, V.,. Use of peripheral catheters in treatment of reflex sympathetic
dystrophy of the lower extremity. Podiatry Seminar, Madigan Army Medical
Center, Tacoma, WA, 22-26 Mar 1982.
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Peters, V.J. CT scans and their application in the foot. Podiatry Seminar.
Madigan Army Medical Center. Tacoma, WA, 22-26- MLar 1982.

l-Hawkes, T.A. Bone scanning in Legg-Perthes disease. Annual Michael loke-
-Hiran Kite Program, Scottish Rite Hospital, Atlanta, GA, 23-24 Apr 1982.

Thomas, S.R. Tomographic bone scans of the hip. Traveling Fellow! Uni-
versity of Texas Health Science Center, San Antonio, TX, 14 May 1982.

Urology Service

Bryant, K.R. Infantile retroperitoneal fibrosarcoma. James C. Kimbrough
Urological Seminar, Fitzsimons Army Medical Center, 16-20 Nov 1981.

Mora, R. Vasectomy revisited: open-ended cutaneous vasostomy. James C.
Kimbrough Urological Seminar, Fitzsimons Army Medical Center, 16-20 Nov
1981. (C)

Spence, C.R. Winter bladder neck suspension for stress urinary incontinence.
James C. Kimbrough Urological Seminar, Fitzsimons Army Medical Center, 16-20
Nov 1981.

Wikert, G.A. Evaluation of the coagulation and fibrinolytic systems in
patients undergoing TURP. James C. Kimbrough Urological Seminar, Fitzsimons
Army Medical Center, 26-20 Nov 1981. Won second prize in resident competi-
tion. (C)

Mora, R.V. Vasectomy revisited: open-ended cutaneous vasostomy. 20th Annual
Meeting of the Society of Urology Residents, St. Louis, MO, 12-15 May 1982.
(C)

Wikert, G.A. Evaluation of coagulation and fibrinolytic systems in patients
undergoing TURP. 20th Annual Meeting of the Society of University Urology
Residents, St. Louis, MO, 12-15 May 1982. (C)

Gangai, M.P. Unusual incomplete triplication of the ureter. T. Leon Howard
flour, South Central Section AUA, 14 Sep 1982. Won 1st prize.

PHARMACY SERVICE

* Rembold, J. Pharmacy discharge consultations. 88th Annual Meeting of the
Association of Military Surgeons of the United States, San Antonio, TX,
3 Nov 1981.

Sikora, R.G. Planning and implementing a mobile decentralized unit dose
system. 88th Annual Meeting of the Aisociation of Military Surgeons of

* the United States, San Antonio, TX, 3 Nov 1981.

PHYSICAL AND REHABILITATION SERVICE

Riggan, J. Work-play skill development for learning disabled children.
Texas Association for Children with Learning Disabilities, Lubbock, TX,
12-13 Nov 1982.
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Riggan, J. Remediation for the learning disabled student/soldier. Exhibit
at Association for Children with Learning Disabilities, Chicago, IL, 3-6 Mar
1982. (C)

Cunningham, D.D. Remediation for the learning disabled student/soldier.
Exhibit at American Occupational Therapy Association, Philadelphia, PA,
10-14 May 1982. (C)

VETERINARY LABORATORY SERVICE

Keefe, T.J. Veterinary laboratory progress. 30th International Veterinary
Medical Training Conference, Berchtesgaden, Germany, 2 Oct 1981.

Keefe, T.J. Leptospirosis. Eastern Regional Veterinary Conference, Augusta,
GA, 27 Mar 1.982.

Keefe, T.J. Veterinary laboratory support to Panama on leptospirosis.
Walter Reed Institute of Research, Washington, D.C., May 1982.

Gray, M.R. Leptospirosis among military personnel training in Panama.
American Leptospirosis Research Conference, University of MA, Amherst, MA,

A 16-17 Aug 1982.

I
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I)etai Ii Summary Sheet

Da te: I~~ Oct 82-------Proj No: C-25-78 - ~ Status: Completed

Determination of Opsonizing Antibody in People Receiving Polyvalent
* ~~~l~nCImococcaI Vaccine _____ ___

Start Date 30Ay_78 Est__CopDate:

Principal Investigator Facility
R~obert C. Al len, M.DPP I., MA.), MJC Brooke Army_ Medical Center
Dept /8cc Associate Investigators:
)cI partliwiit of C I i n i ca I Inlvest i g.t ionF - Ant W::Key

I Pneiiiiococca I va ccine

0I)sof i f i cat ion

Accmulative MEDCASE 1Est Accumulative Periodic
Cost: OMA Cost: $1808 Review Results:____

Objective: To determine the serum opsonizing activity in selected patients in
response to a polyvalent pneumococcal vaccine.

Technical Approach: Pre- and postimmunization sera were obtained from patients
undergoing immunization against Streptococcus pnreumoniae using polyvalent
pneumococcal vaccine (Pneumovax MSD). These sera are being tested for opsonic
act ivity directed against a nuimber of serotypes of Streptococcus pEamonIae as

Le well as other streptococciI species. A highly sensitive chemiluminescent assay
has been developed for qutant ifi cat ion of neutrophi 1 ( PMNL.) Ilukocyte ( - redox
11etab) iSin, and this technique is being appliled to the quant ificat ion 6f the
rate of opsonification for these sera.

Progress: A method for quiantification of antigen-specific antibody opsolnic
capacity has been developed. Thle experimental approach is based on cheni -

lumrinigenic probing of stimulated granulocyte oxygenation activity. Thi s
approach allows measuirement of the rate of antigen opsonification, and thtvs
provides kinetic data not obtainable by conventional techniques. Fhe method
is highly sensitive requiiring microliter quiantities of seruIm, and does niot
1'(11 i rLi' ra~l i 0 iSOt o)CS.
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-5-79 Status: Ooin..

Assessment of Opsonic Capacity and Phagocyte Functionality in Microlitei
Quantities of WKhole Blood
Start Date 5 Jan 79 __Est Comp latc:
Principal Investigator Facility
Robert C. Al len , M. D. Ph D. , MAJ, NIC Brooke Amv ,Medical Center
Dept,/Sec Associate investlgators:
Department of Clinical Investigation Deborah J. Ihnter, SP5

* Key Words: lack Kelly, SP5
CompIenent Michael Mold, IIFC
Immunoglobul in
Chemi lumigenic probes
Redox Metabolism
Accumutlative lEDCAS. Ist Accumulative Periodic
Cost: OMA Cost: $47,524 Review Results: Continue

Objective: To res-erct and develop a rapid, objective, and quantitative
approach to the assessment of phagocyte activity in microliter quantities of
whole blood by introduction of high quantum yield oxidizable substrate and
use of photomultiplication techniques to quantitate chemiluminescence (lumin-
escence resulting from chemical reaction).

Technical Approach: The use of two difficult high quantum yield, oxidizable
substrates for quantification of phagocyte 0 -redox activity in whole blood
has been achieved. Luminol, 5-amino-2,3-dihydro-l,4-phthalazinedione, various
substituted luminol derivatives, and lucigenin, l0,lO'-dimethly-9,9'-biacridinium
dinitratc, have been employed in this manner. Other substrates are also under
investigation. A technique for titration of serum opsonic capacity, based on
the ra;te of act ivation of PMN . O,-redox metabolism has also been established
ls ilg chemi luni genic p)rohe,.

Progres's: The chemilumingenic probe approach to the study of complement-
* mediated opsonic activity has been expanded through use of several different

cvcl ic hydrazide probes that allow diffetrential measurement of stimulated
g r:nl I ocvte oxygenation re'ponse. A titration method has been develope d for
inath(.matically describing the functional activity of the recognition compo-
ne,,ts of both the classical 'and ;altemnative pathways of complement. Cic,1 -
Iating immune complexes can also he m,,;istured by a modification of this

Sappl-o;ch.

11,- k' diffterent probes in (omh in;ition with iinmitne ind chemicaI st imuli ;i llaows
d i fc'ent iat ion of the type and location of slinl ated irantlIocytc( oxgelnt ion

t iv2i

SO
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-8-79 Status: Ongoing

TITLE:
The Measurement of Cyclic Nucleotide Levels in Purified Populations of

Lymphocytes Incubated with Mitogens._

Start Date 6 Feb 79 Est Comp Date: ,Jun 84
Principal Investigator Facility

David G. Burleson, Ph.D., MAJ, MSC Brooke Army Medical Center-
Dept/Sec Associate Investigators:
Department of Clinical Investigation John H. Sinegal, SSG

Key Words:

* Cyclic nucleotide levels
T and B cells

Mitogens

Accumulative MEDCASE Est Accumulative Periodic

Cost:J OMA Cost: $10,927 Review Results:

Objective: To purify guinea pig lymphocytes on density gradients into func-

tional subpopulations and measure intracellular levels of cyclic AMP and
cyclic GMP after incubation of the purified cells with the mitogens for T and

B Cells.

Technical Approach: Guinea pig lymphocytes are separated on density gr;1dient,

and further purified by fluorescent activated cell sorting. Culture-- from
these purified populations are subjected to lectin stimulation and the culturtm

extracted by acid precipitation at various time periods. Extracts are neitrail-
ized, dried over night and reconstituted for purification of cycc nalcleotides
by high pressure liquid chromatography (HPLC). Purified extracts are measured
by radioimmunoassay. Levels of cyclic AMP and cyclic GM' in stimula ted, cultilrc,

will be compared to unstimulated controls.

I'rogrc,;s: The necessary equipment (lIPLC and F,'S \ 00) is now on board to ,v -

pietc thi ; tudy. A Il1l'It" procedlre for purit cit ion or cyclic \MPl and (Ik;f sI-
workted olt v two roscrt, t* t officers on active dtitv for trtiii ., I he F:\ V
i. llmfv op'r,' It ioll. I \l -o ],rm . technical assi't;lnice i- .v lable, thl -vt1,\

-6(.



Detail Summ-:"-. Sheet

D~iLcL I 0't 82 Pi-j0 No: C-26-71) SIA uIS: CoyiplI'lld

StudieS onl the Opsoniz:at ion and Phazgoc\t os i.s ol iv.i I y .111d Noll -

invas ive t ShielaSc ics ))I l ~!1- .wjhouclear Leukq-y~tLes'_ NI
StartDate: 6 Nov 79 H'st comp 9)a~e:.
Principal Investigator Facility

Gar S.Maonn, .S. CP, SC __ BrookeArtn y ML~ivlc Cenie vr

Dept/Sec : Associate Investigators:
Department of Clinical Investigation Robert C. Allen, M.D., P1h.D.
Key Words: MAJ, MC
Shigella sonnel Michael M. Liebermnan, Ph.D.
Polymorphonuclear leukocytes (PMNL) CPT, MSC
Chieniluminescence (CL)

Accumulative MEDGASE jEst Accumulative Periodic
Cost: IOMA Cost: $7611 Review Results:
Objective: To investigate the roles of nonspecific and specific immunoglobti-
lius and complement in effecting opsonization and microbicidal action of PMNI.

* agaiinst vaitous enteric invasive bacteria.

eChnicral Approach: Target bacteria, lumino. and source Of opsonin were
Adde'd to sterile, siliconized vials and centrifuged at 2400 x G for 10 mini
it 'C. 1'MNI. (Percoll separated) were then added to the vials, followed bv
re.cintrifugation at 350 x G for 5 min at 4 0 . Chem!Iluminescence (UL), a
pTOdUrt Of luiminol oxygenation, was then measured intermittently at 24o C
ove'r A 2 hir interval by single photon counting. Specimens were then dilted
in sterilu water, agitated and aliquots plated on solid media. Following
overuig!ht incubation, colony counts were performed and an index of bacteri-
ida! killing for each mixture calculated.

* Fr..' rw~: lIvrforlphontielear leukocytes (PMNL) function by phagocytos ing

i I I in,, opsonif ied bacturia. This PMNL-mediated bactericidal act ion
!Idcr t upon t hie gtnerat ion of oxygunatinrg agents. Chemi Itumin ig-n i c

('I)provides an tilit rasens itive method for cont inuous measuiremlent
'MX. x~cfli lol At t iv iL, V md i,- based Uponl the measurement of lIumini-

.............. ilt illm" trom (1\VgUT1. ionl o[ high quantum hield substrates Stith as

ics r ibteI t e h iiqtc 1 )!ovidtI5 a seirs itLye Ict lint for aS155c5511111 o1

J, jj i, i id ud*er t hc cnd it ions of tt' s i hu, i'MNI.-oxv)ge iu-
Ii. .'r ii It i' ) nrie,kit- with1 biterial kilIlIin,'_
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-38-79 Status: Ongoing
TITLE: The Effect of Prostaglandin Synthesis Inhibitors on in vitro
Suppressor Cell Activity in Lymphocytes from Patients with Common Variable
Agammaglobul inemia. Est Comp_ Date: _Oct_83

Start Date Sep 79 Est Comp Date: Oct 83
Principal Investigator Facility
David G. Burleson, Ph.D., MAJ, MSC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Clinical Investigation Michel N. Laham, M.D., MA, MC
Key Words:
Agammaglobul inemia
T-cell Suppressor

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $9,658 Review Results: Continue

* Objectives: To test the in vitro activity of prostaglandin synthesis inhibi-
tors, such as indomethacin, on T-cell suppressor activity found in lymphocytes
from patients with common variable agammaglobulinemia. The reversal of the
suppressing activity on immunoglobulin cells by such inhibitors may indicate
candidates for an effective therapeutic drug for this immunodeficiency.

Technical Approach: Iluman peripheral blood lymphocytes (HPBL) from normal
individuals, patients with common variable agammaglobulinemia, or lPBL sub-
jected to a suppressor cell stimulant are incubated in the presence of poke-
weed mitogen and selected cultures in the presence of immunomodulating drugs.
After six days of culture, the cells are harvested and plated on slides in
agar. Immunoglobulin cells are detected using the reverse hemolytic plaque
assay. Increased numbers of plaques indicate decreased lymphocyte suppressor
activity. Plaque counts of normal patient and suppressor-normal patient
cultures are compared to determine the presence of suppressor cell activity.
Suppressed cultures incubated with immunomodulating drugs are evaluated for
release from suppressor activity. An assay for measuring numbers of suppressor
cells and suppressor activity is being developed on the FACS.

Progress: Progress has slowed on this project due to loss of technical help.
When technical assistance is restored, this project can continue.
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De tai I Summary Sheet

l)ate: 1 Oct 82 Proj No: C-4-80 Status: Ongoig
TITLE:

The Development of a Pseudomonas aeruginosa Vaccine for Laboratory
Animals, Phase II.
Start Date 10 Jan 80 Est Comp Date: Jan 83
Principal Investigator Facility
Michael M. Lieberman, Ph.D., CPT, MSC Brooke.Am Nedical Center
Dept/Sec Associate Investigators:
Department of Clinical Investigation Eleanor Ayala, DAC
Key Words:
Pseudomonas aeruginosa
Vaccine

Accumulative MEDCASE Est Accumulative Periodic
Cost: LOMA Cost: $10927 1 Review Results:
Objective: To develop a safe and effective, multivalentt, Pseudomonas acr-
ginosa vaccine and hyperimmune globulin for laboratory animals.

Technical Approach: Ribosomal vaccines will be chemically and physically
characterized and analyzed for cross reactions with outer membrane proteins.
Outer membranes will be prepared from P. aeruginosa by sucrose density step
gradient fractionation as well as other methods. Isolated membrane fractions
will be analyzed serologically for cross reaction with ribosomes and ribosomal
subunits dissociated by magnesium depletion. Preparation of ribosomal vac-
cines will be done as previously described.

*Pro, ress: Outer membranes were prepared from P. aeruginosa by sucrose dell-
sit' stcp gradient fractionation. The membrane fractions were analyzed for

protein and2- 2keto-3-deoxyoctulosonic acid (KIO), a marker specific for otuter
muihratine'. Material with a high ratio of KDO to protein was analyzed for a
serologiCal cross reaction with rihosomal vaccines and found to react with
antiserum to such vaccines. Previous studies have also demonstrated a reac-
tion bettAeen antiserum to ribosomal vaccines and a protein antigen on the
h;j'tj-ri~jl cell surface. Ribonticleic acid (RNA) was isolated from purified
ri no omes l)y sodium dodecyl sulfate extraction. This material will he used
to dtirmine if antiserum to the ribosomal vaccine contain antibodies
d i r'cct ;igaist the RNA component of the ribosomes.

29
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Detail Summary Sheet

C

Date: 1 Oct 82 Proj No: C-4-81 Status: Ongoing

TITLE:
Chemiluminescence (CL) in Populations of Immunocompetent Cells.

Start Date 4 Feb 81 - Est Comp Date: Dec 82

Principal Investigator Facility
David G. Burleson, Pn.D., MAJ, MSC Brooke Army Medical Center
Dept/Sec Associate Investigators:

Department of Clinical Investigation Robert C. Allen, M.D., Ph.D.,

Key Words: MAJ, MC
Chemiluminescence John H. Sinegal, SSG

Immunocompetent cells Jack Kelly, SP5

Accumulative MEDCASE] Est Accumulative Periodic

Cost: [__OMA Cost: $5303 Review Results:

Objectives: To quantitate the oxidative metabolic response of stimulated

populations of immunocompetent cells isolated from mouse or guinea pig spleen,

thymus, liver, and lymph nodes using chemilumigenic probes.

To quantitate and characterize the chemiluminescent response from various

populations of immunocompetent cells in the presence of cyanide, superoxide
dismutase, and catalase.

Technical Approach: Peritoneal cells from guinea pigs injected IP with sodium

caseinate are harvested at 7 days. Macrophages (MP) and polymorphonuclear
leukocytes (PMNL) are separated after the harvested cells are subjected to
density gradient centrifugation on Percoll. The purified cells are incubated
with various chemical, lectin and phagocytic stimulants as well as various

metabolic inhibitors and scavenger enzymes. The resulting oxygenation
activity is measured by chemiluminigenic probe (CLP) technique. Luminol and
DBA are used as CLP and the resulting chemiluminescence (CL) is measured in
Beckman scintillation counters modified to be single photon counters.

I' Iu ,. c ': [1h 1 proicct is Ile;Iri , completion. Oxygenat ion act ivity has Ii t 'nc-
t iv- clhir~ic t rrist ics thait ire unique for each st imullnt and cell type emplo cd.

lhr ilil it I o I' oxIgc0.1t iOnl aWt ivitv by superox id I di smut ZISC , Ca ta lasc , ani

:r'il. ile. t' illtlco pt ttcr -, dl' plldilng on tile stinli :lrlnt :l11d cell tTce used.

30



Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-13-81 Status: (On oin '
* TITLE:

Theraipeutic manipulation of metaholic Lndocritic CutitroIs IIl uIg
Infect ion
Start-D--te 11 Mlar 1 . . Est tl 1 I  t c: _ Aug_ S3
Principal Investigator Facility
James If. Anderson, Jr. , Nl. D. , IC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators*
Department of Clinical Investigation Gerald A. Merrill, Cl'f, MSC
Key Words:
Metabolic endocrine controls

U Infection

Accumulative MEDCASE Est Accumulative Periodic
Cost: IOMA Cost: $3,404 Review Results: Continue
Objective: To clearly define the mechanisms of hormonal action and metaboiic
alterations in infectious disease and thus establish tile best therapeutic and
SLII)l)ortive care for personnel exposed to infectious agents.

Tec hnica,1 Approach: Animals withI a variety of induced infections will he
st td ed for gzlucose tolerance and i ssulii secretion, hinding and effects
a-; , cll as specific biochemical i and physiological function of the islets
of t, angerhans and cel lular insulin receptors on monocytes, hepatocytes and
,a i ) cyt cs.

0

11rogi c" Continuation of this study at BAMlC awaits completion of the
;,hoit' it, v a imim l faci lity.
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-14-81 Status: Ongoing
TITLE:

Investigation of the Involvement of Endogenous Opiates in the Develop-
ment of the Metabolic Pathophysiology of Infection and Endotoxin Shock
Start Date 11 Mar 81 Est Comp Date: Sep 83
Principal Investigator Facility
James II. Anderson, .Ir., M.)., 1,TC, MC Brooke Army Medical Center
1)ept-/Sec Associate Investigators:
)cpa rtment of Clinical Investigation Gerald A. Merrill,

U Key Words:
Endogenous opiates
Fndotoxin shock
Metabolic pathophysiology

q Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $14,07.3 Review Results:
Objective: To determine the influence of stress released endogenous opiates
on hormonal release by the endocrine pancreas (insulin, glucagon, pancreatic
polypeptide and somatostatin) as a result of infection or endotoxin shock.

Technical Approach: Plasma endorphin (B-EP), methionine enkephalin (MET-
t-NK), immunoreactive insulin (IRI) and glucose responses were measured over a
6 hour period in fasted, anesthetized dogs divided into groups given either
(1) an 11)70 dose of E. coli endotoxin, (2) endotoxin and glucose, (3) endo-
tox in, glicose and na loxone (infused continuously at a rate of 500 itg/kg/hr),
(4) glucose and naloxone, or (5) glucose alone.

Progress: Plasma '.,EEP response was rapid with a two fold increase within
4 5 minutes of endotoxin administration plateauing at 270 min at 126 t 27 pM/I,

(n = 1i). tS-EP response in animals given glucose alone remained basal %whiic
tS-HP iin the naloxone animals were consistently higher than basal after 12(
min (to 1 0 vs 38 1 14 pM/l, at 360 min). Plasma MET-ENK responses paralleled
i -I' hut Iagged approximately 90 main. Naloxone alone did not induce an
increa,;e in MV- LiNK ove har 'sal values. Plasma IRI in dogs given endotoxin
uid gl coI kc Iva,; 193 1' 1()2 lI/nil at 3100 min. Naloxone treated dogs given
udotoiiu iind ioO min M' 198 1 58 :U/ml, ;lthough IRI did not suppress to

v;IIiie ',e'll ill dog- . iv ll onlI ( t'o ' ( 1 I1 lIj/ml . Interestinglv in
d, . it- 11 ol 11.1 I1 o~\ l .1in l 1 I ' I I t ian .tI I. t l ' t o I c'c Is CqI i N: lCnt t o
tl I I I I(, i lI dil 0\ 1'11 09" dog t rea t cd t'ith I \oil . I i colic Ils i o)
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C-14-81 (continued)

naloxone clearly inhibits the marked IRI response suggesting a definite role of
endogenous opiates in glucose induced hyperinsulinism in endotoxin shock. Addi-
tionally, naloxone itself appears to stimulate IRI release either directly or
by blocking a tonic inhibitory mechanism.

U

I
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I)etail Summary Sheet

Date: 1 Oct 82 Proj No: C-15-81 Status: Ongoing
TITLE:

Diabetogcnicity of Venezuelan Equine Encephalomyclitis Virus

Start Date 11 Mar 81 Est Comp Date: Jun 84
Principal Investigator Facility
James II. Anderson, .Jr., M.D., LTC, MC Brooke Army nedical Center
Dept/Sec Associate Investigators:
DeCpartment of Cl:nical lnvesttion Gerald A. Merrill, CPT, MSC
Key Words:
Diabetogenicity
Venezuelan equine encephalomyclitis

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $1,522 Review Results: Continue
Objective: To examine the hypothesis that Venezuelan equine encephalomyelitis
(Viii) vaccine virus is diabetogenic in animals.

Technical Approach: Animals inoculated with VEE TC83 vaccine (live virus) are
studied for glucose tolerance and insulin secretion as well as specific biochem-
ical and physiological function of the islets of Langerhans.

Progress: Continuation of this study at BAMC awaits completion of the
laboratory animal facility.

t
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O Detail Summary Sheet

Date: 13 Oct 82 Proj No: C-28-81 Status ---: Ong

TT TLE :
In vitro Synthesis of Immunoglobulins and Suppressor Cell Activity in

Patients _ with Solid Tumors andjymphomas on and off - ..
Start Date 1 a -s 1 .. Lst Coqmp Date: ,lwul 8.3
Princ ipal Invest igator lac Ii ity
David G. Burleson, Ph. D , MAJ, MSC Brooke Ar.. r Medi icali Centt,'

D~ept/Sec Associate I'est iga tors:
Department of Clinical Investigation James Boyd, M.DP. , IMI'C MC
Key Words: Karen Wolcott, DAC, GS-7
Suppressor cell activity
Lymphoma
Solid tumors
Immunoglobulins
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $165 Review Results: Continue
Objectives: To evaluate the in vitro synthesis of immunoglobulins in patients
with different types of tumors.

To determine whether suppressor T-cell activity is increased in patients with
lymphoma as compared with solid tumor patients.

]o assess the effect of chemotherapy on immunoglobulin synthesis and suppressor
cell activity in both groups of patients.

Technical Approach: 20 cc of blood are obtained from each patient by vcniptnc-
ture. Pcri pheral blood lymphocytes are isolated by sedimentation on Ficoll-
Ilypaque. "[he cells are assayed for their proliferative responses to mitogens
and their ability to synthesize immunoglobuli,is (Ig) by a reverse hemolytic
plaque assay. Mixed lymphocyte cultures are also carried out to determine
the cell's ability to suppress proliferation and antibody synthesis by normal
lymphocytes.

The is;olatcd lymphocytes will also be analyzed by the FACS using fluorescene
labeled monoclonal antibody to detect surface markers. Cells will be analyzed
for licu 2a (suppressor) and Leu 3 (helper) antigens and surfacC Ig (Ig 1), M,
C ;. Cells cultured with PWM will be monitored for surface Ig in an attempt
to dcc,,ct shift.< from one Ig class to another as on indicator of B cell stimu-
I it Ion. [his may be a quicker and more sensitive assay of B cell activity
thanii the plaque assay.

PIro, rcI- - 1orty-eight pat ients have been entered on the study. No progress
* -1, l l ) ible this yVear because of a lack of technical support. As soon as

t-,-!1a il 'ASistance is restored, the project will proceed.

S
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-53-81 Status: Ongoing
TITLE:

The Use of Monoclonal Antibody to a Pseudomonas Ribosomal Protein
Antigen for Passive Immunization Against P. aeruginosa.
Start Date 6 Aug 81 Est Comp Date: Aug 83
Principal Investigator Facility
Michael M. Lieberman, Ph.D., CPT, MSC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Clinical Investigation Eleanor Ayala, DAC
Key Words:
Monoclonal antibody
Pseudomonas
Ribosomal protein antigen

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost:$10,638 Review Results:

4 Objective: To determine whether monoclonal antibody to a Pseudomonas ribo-
somal protein antigen can protect mice by passive immunization against
challenge with P. aeruginosa.

(
Technical Approach: Mice are immunized with the Pseudomonas ribosomal vaccine,
spleens are excised and spleen cell suspensions prepared. Spleen cells and
mycloma cells (obtained from another laboratory where they are maintained in
culture) are mixed in the presence of polyethylene glycol, resulting in a
fusion of the two cell types. The fused cells, called hybridomas, are then
fluorescein labeled with conjugated antigen. Next, the hybridoma cells are
processed by the fluorescence activated cell sorter and plated such that
individual cells are deposited in separate wells of tissue culture plates and
grown in culture for several weeks. The hybridoma clones produced are then
tested for antibody production to a particular antigen. Antibody positive
hybridomas are subcultured and injected into the peritoneal cavity of mice.
The ascites fluid is then collected from the mice and should contain rela-
tively large amounts of monoclonal antibody. All monoclonal antibody prepar-
ations will he tested for antibodies to both protein and IPS antigens and
those p rcparat ions showing antibody activity to protein antigen only %ill be
tested for p:tsiv ie mouisc pr'otec ion. Prepara tion of Pseudomonas ribosomial
vanccines and passive mouse protection experiments will be performed as pre-
klolr>lI descri bed (C-7- ')

Progress: Several fusions of mouse myeloma cells and spleen cells from
immunized mice have been performed. Some of these fusion experiments have
yielded stable hybridomas (fused cells) which have been grown in tissue
culture and subcultured (cloned) manually by limiting dilution. (The
fltlore~cence activated cell sorter was not ready to be used for cloning.)



C-53-81 (continued)

The hybridomas were screened for antibody production and while the prese1c1,
of mouse immunoglobulin was detected in some of them, hybridoma culture supcr-
natants, the presence of ribosomal antigen specific antibody could not be

(7 demonstrated until the most recent fusion experiment. From this experiment,
one of the wells in the primary culture plate was shown to contain specific
antibody. These cells were then cloned and are being grown at present.

U
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Detail Summary Sheet

Date: 12 Oct 82 Proj No: C-16-82 Status: Ongoing
TI T LE.:

The Use of Biosynthetic Human Insulin in the Treatment of Insulin-Dependent
Diabetes Mellitus in Patients Who Have Never Received Insulin.
Start Date 20 Oct 81 Est Comp Date: Unknown
Principal Investigator Facility
lame, I1. Anderson, Jr., M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Lpartment of Clinical Investigation
Key Words:
Insulin-dependent diabetes mellitus
Biosynthetic human insulin

A-ccumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:

* Objective: To evaluate the efficacy and safety of Biosynthetic Hunan Insulin
(Bill) in the treatment of insulin-dependent diabetes.

To detect, if present, immunologic evidence of E. coli proteins in patients
who have received Bill.

Technical Approach: owly diagnosed insulin-dependent diabetics are begun on
biosynthetic human insulin using only regular insulin delivered by means of a
continticti, subctitaneous insulin infusion pump. This is a cooperative study
with the Fli Lilly Company'.

Progress: Two patients have been entered on the study. Both patients are
doing well with no complication from the insulin or pump. No adverse effects
havc been detected.

I
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Detail Summary Sheet

L

Date: 1 Oct 82 Proj No: C-43-82 Status: Ongoing
TITLE:

Immunogenicity of Pseudomonas aeruginosa Ribosomal Vaccines in a Cystic
Fibrosis Animal Model.
Start Date Jul 82 Est Comp Date: Jul 85
Principal Investigator Facility
Michael M. Lieberman, Ph.D., CPT, MSC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Clinical Investigation
Key Words:
Pseudomonas aeruginosa
Ribosomal vaccine

_U Cystic fibrosis

Accumulative MEDCASE -st "Acumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To evaluate the efficacy of a vaccine prepared from the ribosomal
fraction of Pseudomonas aeruinosa in an animal mode for cystic fibrosis.

Technical Approach: a. Reproduce the chronically reserpinized rat model for
cystic fibrosis as described in the literature.

b. Analyze the reserpinized and control rats biochemically for confirmation
of the CF model.

c. Determine the virulence of mucoid and non-mucoid strains of P. aeruginosa
in the CF animal model after exposure by direct instillation of aerosolized
sulturs. Virulence will be assessed by a determination of the lethality of
tht, !acteria (if lethality is demonstrated) and by a measurement of pulmonary
c I caran t' of the bacteria.

d. Oetermine the effects of parenteral and local vaccination of the reser-
pinived rats with the Pseudomonas ribosomal vaccine. Vaccinated animals will
hc coi,,.lired to control an ima ls after exposure to P. aeruginosa as described
abov for lethality and pulmonary clearance. In addition, vaccinated animals
will he analyzed for specific antibody in their serum and respiratory secre-
tions using techniques previously developed such as complement fixation,
passiv e hcmagglutination, or agar gel diffusion.

.. i~tuvmine the effects of administration of pre-formed antibody to ribo-
' ,fl oi vaccine (passive immunization) on reserpinized rats. Passively imunnited
inimalk wi 11 he compared to control animals after exposure to P. aeriuginois0 for-
leth la ani vard pulmonary clearance.

Progijrss: This protocol will not he initiated until at least one f&I I ,
tchniv a iv asigned to the project.

39

I L



4]

Detail Summary Sheet

Date: 13 Oct 82 Proj No: C-64-82 Status: Ongoing
T ITI.E:

A Study of the Efficacy of a Pseudomonas aeruginosa Ribosomal Vaccine in
the Burned Rat Model.
Start Date 24 Sep 82 Est Comp Date: Sep 84
Principal Investigator Facility
Michael M. Lieberman, Ph.D., CPT, MSC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Clinical Investigation
Key Words:
Pseudomonas aeruginosa
Ribosomal vaccine

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To assess the efficacy of a ribosomal vaccine prepared from
Pseudomonas aeruginosa in the burned rat (20% total body surface) animal
model.

To assess the ability of antiserum raised against the Pseudomonas ribosomal
vaccine to protect burned rats by passive immunization against challenge with
P. aeruginosa.

Technical Approach: Ribosomal vaccines will be prepared from specific strains
of P. aeruginosa. The burned rat model employed consists of a ten-second
scald (using boiling water) administered to anesthetized rats with 20% of
their total body surface exposed. This reulsts in a full thickness burn on
the exposed area with no lesions on the non-exposed area. The vaccines will
be used for two purposes: (1) to vaccinate groups of rats either before or
after burning as described above; (2) to vaccinate groups of rabbits for the
production of specific antisera to the vaccines. The antisera will then be
administered to burned rats either as prophylaxis ("passive protection") or
specific therapy for established infections with P. aeruginosa.

IProgres: hiis is a new Studv.
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C-40-80 (continued)

decrease in PtO seen in Group B which crossed baseline between the second
and third surgical minute, but did not continue to rise significantly, indi-
cates the least variation from baseline of the three experimental groups.
Although the mean dose of diazepam for Group C was 2.45 mg less than Group B,
the addition of only .05 mg of fentanyl resulted in a significant decrease in
PtO., in Group C. The significant decrease in PtO seen in Group C and the
del5yed return to baseline (ninth surgical minutei, may indicate that this
technique should be reserved for ASA I and 11 it icnts.

0
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Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-40-80 Status: Completed
TITLE:

Evaluation of PO2 Changes Associated with Intravenous Sedation for Out-

patient Oral Surgery
V Start Date 1 Nov 80 Est Comp Date: 1 Jan 82

Principal Investigator Facility
Richard A. Kraut, D.C., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Dentistry/Oral Surgery
Key Words:
PO changes

U Iniravenous sedation

Oral Surgery

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: To determine the change from baseline PO2 in patients undergoing2

outpatient oral surgery - (a) utilizing local anesthesia; (b) utilizing local
anesthesia and intravenous Valium; and (c) utilizing local anesthesia and
intravenous Valium and Sublimaze.

Technical Approach: Twenty five patients were selected for each of the three
study groups. Patients were selected from those patients who require removal
of at least one maxillary and one mandibular impacted wisdom tooth. Patients
were assigned to study groups based on their request for sedation or local
anesthesia. Patients requesting sedation were alternately assigned to Group
B and C.

The following monitors were used on all patients included in this study:

1. ECG - a cardiac monitor utilizing a 2 channel oscilloscope with cardio-
verter/defibrillator connected in line.

2. A respiratory monitor with a digital rate display and a graphic display
on the 2nd channel of the oscilloscope.

3. An automatic hands-off blood pressure monitor set for readings every
2 minutes.

4. A continuous cutaneous oxygen monitor.

Progress: The increased PtO seen in the group receiving only local anesthesia
2can be attributed to the stimulation of the local anesthetic injections and the

apprehension present at the start of surgery. It is interesting that, by the
tenth surgical minute, PtO 2 approaches baseline and remains around baseline,
perhaps indicating an acceptance of the srugery being performed. The minimal

4 41



Detail Summary Sheet

Date: 3 Nov 8 . . Proj No: C-62-81 Status: Ongoing
TITLE:

Effect of Supplemental Nasal Oxygen on the PO, of Patients Undergoing
Outpatient Oral Surgery
Start Date 23 Sep 81 Est Comp Date: Mar 83
Principal Investigator Facility
Richard A. Kraut, D.D., LTC, DC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of uentistry /Oral Surg ery
Key Words:

q Nasal oxygen
PO 2

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Objective: To determine the changes from baseline PO2 in patients undergoing
outpatient oral surgery with supplementsl nasal oxygen utilizing local
anesthesia or local anesthesia plus intravenous Valium and Sublimaze.

Technical Approach: Nasal prongs and a nasal anesthetic mask are to be com-
pared as delivery methods for supplemental 02 for patients undergoing out-
patient oral surgery.

4

Progress: Due to lack of staff within the Oral and Maxillofacial Surgery
Service. this project has been postponed during FY 82. The staffing situation
has been corrected, and it is anticipated that this study will be completed
emtrly in FY 83.
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Detail Summary Sheet

C
Date: 3 Nov 82 Proj No: C-63-81 Status: Completed
TITLE:

Evaluation of PO2 Changes During Surgical Removal of Wisdom Teethtilizing General Anesthesia
Start Date 23 Sep 81 Est Comp Date:
Principal Investigator Facility
Richard A. Kraut, D.D., LTC, DC _ _ rooke Army Medical Center
Dept/Sec Associate Investigators:
[)epartment of Dent istry/Ora 1 .Su. erjy
Key Words:
PO2 changes
Wisdom teeth

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

4 Objective: To determine the changes in partial pressure of oxygen experienced
by patients having wisdom teeth removed under general anesthesia.

Technical Approach: The study group consisted of 15 males ranging in age from
18 to 34 and 11 females ranging in age from 18 to 25 who requested general
anesthesia in association with the removal of their impacted wisdom teeth. The
Roche Transcutaneous Oxygen Monitor utilized in this study provided a written
graphic record of the P0 of the patient. This served as the data collection
vehicle for collecting P821 in this study.

2

Progress: Initial inspection of the PtcO, indicated a marked rise in PtcO
during the pre-induction oxygenation period, as well as during the controlied
ventilation period surrounding intubation. While breathing spontaneously,

4 the patients arrived at a plateau PtcO2 between 90 and 150 mm Hg. A segment
of the patients showed a marked rise in PtcO when enflurane and nitrous
oxide were discontinued it the termination oi surgery. A second group
reta 1inled the level of PtcO1 they had established during surgery, in spite
of receiving 100,, oxygen v-a the endotrachcal tube, which was still in
Il wc.

Rcpe';I cd I'c;IS11illeit s ;anaIlvsis of vari;Ince was performed, and two different
o'oIIl III it I',; lI ',' lbh' I o ,Q (oups did l It 1b'hIl' k. o t .c I 1 '.k ,1" V C r.K't I

4.4



C-63-81 (continued)

time. The group time interaction of the two group means are significantly
different, P less than .001. Group A consisted of 11 males and four females;
group B consisted of three males and six females. Groups A and B differ

. starting with pro-induction oxygenation and remain different, though parallel,
until the end of surgery when Group A showed a 150 mm rise in PtcoO2 while
Group B failed to show an increase in PtcO), in the face of 100% oxygen
administered via an endotracheal tube. A feview of all criteria failed to
separate Group A and B.

Upon completion of the 26 patients reported in this study, we have cont inued
to use t ransctLtanleots oxvigen monitoring while admini - t cirtng icncr I anest he-
sia. We continue to see two distinct patient groups; however, we are still
unable to determine what it is that separates patieints into these groups.

0

II)
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Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-5-82 Status: Ongoing
TITLE:

Evaluation of EKG Changes in Dentists Treating Awake Patients

Start Date2l Oct 81 Est Comp Date: Mar 83
Principal Investigator Facility
L. P. Bilodeau, D.D.S., MMJ, DC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Dentistry/Ora Surgey Richard A. Kraut, D.D.S., LTC, DC
Key Words:
Holter monitors
EKG changes

Accumulative MEDCASE Est Accumulative Periodic
Cost:_ OMA Cost: Review Results:
Objective: To measure changes in cardiac rate and associated arrhythmias in
dentists while treating patients.

Technical Approach: Holter monitors are being worn for 24 hour periods by
dentists. A diarry is being kept to indicate the time period during which
they are treating patients.

Progi-,'ss: Numerous logistical obstacles have had to be overcome in completing
the entry requirements for this study. It is anticipated that data collection
will be completed in the near future and that instead of a total of 50 partici-
pants, approximately 30 will be all that can be accomplished.
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-- Detail Summary Sheet

D6 t): 3 Nov S2 Pro i No: C-52-S.' Stat ) ,
TITLE:

A Comparison of nt ravenous and Laryngot racheal l idocaine before
Endotracheal Intuhation.
Start Date 13 Aug 82 Est Comp Date: Dec 82
Principal Investigator Facility
Richard A. Kraut, D.D.S., LTC, DC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Dentistry/Oral Surgery
Key Words:
Laryngotracheal lidocaine
Intravenous lidocaine

5Lindotracheal intubation

Acctiniulative MEDCASE Est Accumulative Periodic
(hotI OMA Cost: Review Results:
Obiectives: To describe the effect of intravenous lidocaine compared to
IaTryngotracheal lidocaine in patients having wisdom teeth removed under

* gcncral anesthesia.

'o determine if there is a preferred route for administration of lidocaine
1)0('forC endotracheal intubation.

Technical Approach: Patients are being randomly assigned to LTA versus IV
lldocaine study groups. Monitoring is progressing well with the Minamap
Recorder.

I rIgre.: 'h irty iat tents have been entered on the study. Preliminary
rct it ti ndic ate that there is less physiologic change in patients receiving
l idoc:iino via "'[A" kit conipa rdc to the group receiving I idocaine intra-
Voot' l V.

04
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Dcta i I Summary Sheet

Date: 3 Nov 82 Proj No: C-54-82 Status: Ongoing
TITLE:

Evaluation of PO2 Changes Associated with Intravenous Sedation for
Outpatient Oral Surgery.
Start Date 13 Aug 82 Est CompDate: May 83
Principal Investigator Facility
Richard A. Kraut, D.D.S., LTC, DC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Dentistry/Oral Surgery
Key Words:
PO changes
Iniravenous sedation
Outpatient oral surgery

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the change from baseline PtcO 2 in patients undergoing

@ ooutpatient oral surgery utilizing local anesthesia, intravenous diazepam,
fentanyl and methohexital.

To determine the effect of 6 liters/min 0 on the PtcO2 of patients undergoing
outpatient oral surgery utilizing local anesthesia and intravenous diazepam,

fentanyl and methohexital.

Technical Approach: Study has not started.

Progress: Project has not been started due to a lack of staff and ongoing
projects within the Oral Maxillofacial Surgery Service.

4
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0 Deta iI Summary Shec.

lDaty_..... 3N ov8S2 .. ... ... ~o:o __. 5 - 8 . . . )I 9.: g ,

11111 1C-59-S I[II

The Relationships of Soft and Hard Ti ssuei Changes in Comb i ned Max ill a ry'
and Mandibular Surgical Procedure.
Start Date 8 Sep 82 Est Comp ate: Dec
Principal Investigator Facility
George I). Suchko, D.D.S., MAJ, DC Brooke Army Medical Center
Dept/Sec Associate Investigators:
!ep.artment of Dent istry/Oral Surgery
Key Words:
Maxillary repositioning
Mandibular repositioning

Accuulat ive MLDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To assess th-e effec-t-sof--o-mbineJ-dhiaxiljlary and manU-ii-u'i ar-----
surgery on soft and hard tissues and to compare our findings with prior
studics done which evaluated changes noted after single jaw surgical

* procedures.

l'echnical Approach: Thirty patients will be selected who present to the Oral
Surgery Clinic who require total maxillary and mandibular repositioning that
can be accomplished simultaneously. There will be three groups of patients
involved in the study with each group consisting of ten patients. They will
be categorized as follows:

1. Maxillary superior repositioning via Le Fot I osteotoiuiy with
mandihoila r advancement.

2. Maxillary repositioning via total alveolar osteotomy with mandibular

" Max i I larv reposit ioning (A-P) via Le Fort I osteotomy with mandibuliar
l'et Iltl, on1

n'gr( he- "l'-tu1d' has not been started.

4 q



Detail Summary Sheet

Date: 29 Oct 82 Proj No: C-65-82 Status: Ongoing
TITLE:

Electrocardiographic Changes During Outpatient Oral Surgery.

Start Date 27 Sep 82 Est Comp Date: Sep 83

Principal Investigator Facility
Richard A. Kraut, D.D.S., LTC, DC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Dentistry/Oral Surgery_..

-! Key Words:
Oral surgery
Electrocardiographic changes
Physiologic Monitor

Accumulative MEDCASE [ Est Accumulative Periodic
Cost: OMA Cost: Review Results:I1
Objective: To determine the type and frequency of dysrhythmias that occur
during outpatient oral surgery.

Technical Approach: Adult patients presenting to the Oral and Maxillofacial
Surgery Service will serve as the study group. All patients assigned to the
investigator for surgery utilizing either local anesthesia or local anesthe-
sia plus sedation, will be included in the study. The patients will be
attached to an Electronics for Medicine CM 140 Physiologic Monitor which
contains an arrhythmia function block via standard chest electrodes. The
patient's initial V-2 rhythm strip will be printed by the in-line AR 110
Recorder attached to the CM 140 Monitor. The patients will then be either
sedated or anesthetized and the required surgery performed. All patients
wi t l e mofitored until the completion of their surgery.

Plrogress: Ihis is ; new study.
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cI', i I Sunmary Shet

Uat: 14 Oct 82____-o 9-_ 75-- t-t-___ -__....___4_Oct __82 . .. Proj No: C-9-75 .. .t.. ;' 2tn.,s__ Com!,l eted..

TITI LE
Clinical Outpatient Algorithm Validation - A Pilot Study

Start Date 30 Sep 74 Est Comp Date:
Principal Investigator Facility
Barry W. Wolcott, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Emergency Medicine Richard M. Tompkins, M.D.
Key Words:
Algorithm

ValidationU
Acc)umnlative MEDCASE I Est Accumulative Periodic
Cost : _---- LOMA Cost: Review Results:
Object ive: To determine if clinical outpatient algorithms originally used to
treat civilian outpatient populations can be validated and improved in a mili-

* tary outpatient environment.

Technical Approach: Collecting standard data bases on selected, defined out-
patient populations presenting for evaluation of acute symptoms and then
doing studies of their outcomes. Data base items linked to good/poor out-
conies identified by statistical analysis.

IrogresR AllI of the allgorithms developed have been shown to be safe and
et f'. tive in the hainds of BAMC AMOSISTs. This acute care system can be
is .d ,,ffect i el within or without the Army, Medical Depa rtment.

5!



Detail Summary Sheet

C
Date: 14 Oct 82 Proj No: C-37-79 Status: Completed
TITLE:

Ankle Trauma Study.

Start Date Sep 79 Est Comp Date:
Principal Investigator Facility
Robert Slay, Jr., M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Emergency Medicine
Key Words:

U Trauma
Algorithm

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

* Objectives: To define predictors for the clinical diagnosis of ankle fracture,
ligament rupture and strain; to develop cost efficient scheme for x-ray utili-
zation in diagnosis of ankle trauma; to evaluate effects of different treat-
ment modalities; to elucidate natural history of ankle trauma; to construct a
family of algorithms with cost efficient ratios.

Technical Approach: Each patient with indirect ankle trauma was offered the
opportunity to enter the study. A PG"-2 in Emergency Medicine followed a
precise format for obtaining a history and for performing a physical exam
which included both plain and stress x-rays. The x-rays were interpreted
by the physician and assigned to a specific classifcation established by
the protocol. The patient was treated according to the established classi-
fication of the ankle injury.

6

Progress: 693 pa tients cre entered on the study prior to FY 82; none were
entered during FY 82. The data has been forwarded to the University of
W;I hingtoll for arilv is: therefore, no definite conclusions are available
Ctor thi report. One determination which was reported previously was that
I)pr1'oXi111.11el'c one-thiird of tie an klei studies (x- rays) can lie eliminated.

I

* 52



Detail Summary Sheet

[f Date: _26 Oc t -8 2 Pr-oj -N-o: - (C->3-82- - ~ nv'1n

Comparison of Speed and Complication Rate of Nasotracheal or Endot rac hea I
Intubation by Standard Methods vs Fiber Optic Assisted Intubation
Start Datel8 May 82 ____aEstCompMa_83- .........
Principal Investigator Facility
Daniel .J. Boyle II, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
De]qartment of Emergency Medicine William I. Dice, M.D., MA.J, NlC
Key Words: Victor L. Burgos, M.D,, LTC, MC
Nasotracheal intubation Donald J. Gordon, M.D., LUC, MC
Endotracheal intubation

.ccumulative MEDCASE |Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Object ive: To determine the quickest and safest method of rapid intubation in
the Eimurgency Room.

Technical Approach: The first fifty patients arriving in the Brooke Army
Medical C:enter Emergency Room who require intubation will be included in the
stUdy. They will be randomized using a table for random numbers to determine
whether intubation will be done with stand:ard methods or with fiber optic
assistance.

"re "rc't' W(, haive no eel bn Ioe to obtain the requnire d equllipmlntlt. Aneri can
p lt l " , now off'cred to le:;d ni,, the fi heroptic scope and we ;hotild he able

;tJ ' , 1*t iht, ,tt11dy " Oon 'If't r o I - , i iv;il.
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Detail Summary Sheet

Date: 19 Oct 82 Proj No: C-60-82 Status: Ongoing
TITLE:

The Effects of Pneumatic Trousers on Cardiovascular Hemodynamics.

Start Date 8 Sep 82 Est Comp Date: April 1983
Principal Investigator Facility
William H. Bick-1l, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Emergency Medicine/Medicine Michael R. Geer, M.D., MAJ, MC
Key Words: William E. Craig, M.D., MAJ, MC

William Dice, M.D., MAJ, MC
Joseph P. Murgo, M.D., COL, MC

Accumulative MEDCASE Est Accumulative Periodic
Cos- OMA Cost: Review Results:
Objective: To study the effects of external counterpressure on the cardio-
vascular system through invasive monitoring.

Technical Approach: Volunteer5; previously selected for cardiac catheteriza-
tion will be asked to consent to application of the pneumatic counterpressure
device (MAST). Hlemodynamic and metabolic parameters will be measured before
and after inflation of the MAST. Each patient will serve as his own control
and all data will be eval.i ted for significance using standard statistical
methods.

Progress: ihis is a new study. No patients have been entered.

4,



1)cta I SUImmary Sheet

Date: 29 Oct 82 Proj No: C-61-82 Statu-s :- 01, -,-i-,8-

"T IT L:
Ionizing Radiation Exposure of Emergency Room Personnel.

Start Date 8 Sep 82 Est Comp Date: Dec 82
Principal Investigator Facility
Robert L. Kinsman, M.D., CPT, MC Brooke Army Medical Center
Oept/Sec Associate Investigators:
Department of Emergency Medicine Fdward W. Ellenbec, M.D., CDR, USN,
Key Words: MC
Radiation exposure Robert J. Matthews, PhD., CPT, MSC

William Il. Dice, M.D., MAJ, MC
Robert N. Cherry, .Jr. , Ph.D. , Cl11, MSC
Phillip M. Berry, Ph.[D. , CPT, MC

Accumulative MEDCASE Est Accumulative Periodic
(O t L OMA _CIost: Review Resailts:
Obiective: To quantitate ionizing radiation exposure of medical personnel

* assigned to the Brooke Army Medical Center Emergency Room and to determine
the need, if any, for routine personnel monitoring in accordance with
AR 10- 14.

Technical ApFroach: The ionizing radiation exposure of eight nurses, ten
residents and twenty enlisted corpsmen permanently assigned to the LR will
be monitored. The Student "T" test will be used to test the hypothesis
th't ionizing radiation levels in the ER do not (or do) exceed the minimum
(23,0 1i llircm) standard for designating an occupation as "radiation exposed".

F r ,',V No re ortahle "' rc available at this time.
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Detail Sumary Sheet

Date: 14 Oct 82 Proj No: C-6-77 Status: Completed
TITLE:

Mechanism of Modulation of Lymphocyte Responses by Complement.

Start Date 15 Sep 76 Est Comp Date:
Principal Investigator Facility
Michel N. Laham, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Aller :Imunolo Isidoro Chapa, DAC, GS-7
Key Words:
Complement
Cell mediated immunity

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $5,892 Review Results:

* Objectives: To determine whether the cleavage of complement component C2 by
activated Cl and C4 takes place in the fluid phase.

To determine whether generation of breakdown products of C2 correlates with
the modulatory effect on lymphocytes.

To investigate the effect of intact vs cleaved C2 on the generation of
suppressor T cells.

Technical Approach: Purified human Cl, C4 and C2 were sequentially added to a
suspension of peripheral blood lymphocytes in complement fixation buffer in a
ratio of 1:5:.15. Aliquots of the 0supernatants were drawn at 10, 20, 40 and
60 minutes, and kept frozen at -70 c until they were assayed for residual C2
activity. At each time interval stated, the lymphocytes were sedimented,
washed free of complement fixation buffer and resuspended in RPMI 1640 and
assayed for the proliferative response to mitogens and the ability to
suppress normal cells.

Progress: We were :,le to demonstrate fluid-phase consumption of C2 by CI
Sa nd C4 in complement fixation buffer but not in tissue culture medium. We

also demonstrated i sequential increase in lymphocyte inhibition with pro-
gressive ly longer exposures to active Cl, C4 and C2 prior to culture with
mit ogen.

I



Detail Summary Sheet

. ..Dae: - Oct 82 ProlNo:_ -23-77 S -itius: Co Iplt- "I
T 1TLE :

Oral Methoxalen Followed by Longwave UV Light EftctLiveness in the
Treatment of Psoriasis. ----------

Start Date: 19 Jan 77 Est Comp Date:
Principal Investigator Facility
Eric W. Kraus, M.D., MAJ, MC Brooke Army Medical Center

Dept/Sec: Associate Investigators:
Department of Medicine/Dermatology Charles W. Lewis, M.D., COL, MC
Key Words: Richard M. Storm, M.D., CPT, MC

Psoriasis
Longwave ultraviolet light (PTPVA)

Accumulative MEDCASE Est Accumulative Periodic

Cost: I OMA Cost: Review Results:
Objective: To determine the efficacy of 8-methoxypsoralen (methoxalen) and

longwave ultraviolet light (PUVA) in the treatment of psoriasis.

Technical Approach: Patients are given a prescribed dosage of 8-methoxypsora-

len (methoxalen) two hour's prior to long-wave ultraviolet light exposure. The
amount of light energy applied to the skin is gradually increased to obtain

clinical clearing of the skin disease and to promote pigmentation (tanning) of
the skin. The eyes are protected by special ultraviolet glasses that block

out penetration of ultraviolet. The light dosage is carefully regulated to

prevent a sunburn reaction of the skin. All patients receive initial labora-
tory screening studies and ophthalmologic evaluation and follow-up examinations

at regular intervals.

S

i'rtorcss: Since beginning the study forty-five patients with extensive

o;,r i aq s and nine patients with parapsoriasis have been treated. Thirt-y-
c i','ht of the fifty-four pat iea:ts have shown good to excellent response.
The remnaining sixteen patient s had poor to no response.

'Iht, FDA has approved thet use of PUVA in the treatment of psoriasis. It is
A r pl in to use PUVA therapy for patients with extensive psoriasis that is

tint to other forms of therapy.

i 7
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Detail Summary Sheet

Date: 1 Oct 82 Pro' No: C-5-80 Status: Completed
TITLE:

Lopressor Intervention Trial.

Start Date Jan 80 Est Comp Date:
Principal Investigator Facility
Francis R. D'Silva_M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Cardiology Joseph P. Murgo, M.D., COL, MC
Key Words: Joe Moody, M.D., MAJ, MC
Lopressor

Beta blocker

Accumulative MEDCASE | Est Accumulative Periodic 22 Jul 82
Cost: _ OMA Cost: Review Results: Continue
Objective: To determine the efficacy of Metoprolol (Lopressor") in reducing
the incidence of overall and cardiac death in survivors of recent myocardial
infarction.

Technical Approach: The efficacy of beta-blocade was evaluated by way of a
double blind study. All patients were postinfarct.

6

I' r r - ss Ninctoon pat ients were studied and now are in the follow-up phase.
No L I " l i at cowip 1I c;tLions have been reported. No new ptients will he
en rc1 d on lit, st i1 '.
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Detail Summary Sheet

C Date: 1 Oc-t 8 Pro . No: C-b-80 tabs: eritd
TTIE:

Clotting Studies in Liver Disease.

Start Date: 24 Jan 80 .... Est Co Da:...... ...
Principal Investigator Facility
Charles T. Thornsvard, M.D., LTC, MC Brooke Arm Medicl1 Center ...
Dept/Sec: Associate Investigators:
Department of Medicine John F. Schultheiss, M.D., LTC, MC
Key Words: Thomas F. O'Meara, M.D., MAJ, MC
Prothrombin time Barbara Reeb, DAC
Vitamin K

Accumulative MEDCASE Est Accumulative Periodic

Cost: _ OMA Cost: Review Results:
Objective: Attempt to predict whether patients with prolonged prothrombin
times with liver disease will or will not respond to Vitamin K administration.I

Technical Approach: Patients who are to get Vitamin K will be given 10 rng.
intramuscularly every 12 hours for the first 2 days. Serial prothrombin
times will be recorded at 12 hour intervals for the first three days. An
E~his carinatus time will be performed as a companion to the prothrombin
tim, determination. The data will be analyzed retrospectively to determine
whether Echis carinatus adequately predicted those patients who would respond
,r di,-! respond to Vitamin K administration.

6, Results of a similar study were recently published in the literature.

t lit st tidy was terminated.

I,
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Detail Summary Sheet

Date: 20 Oct 82 Proj No: C-7-80 Status: Completed
TITLE:

Evaluation of the Coagulation and Fibrinolytic Systems in Patients
Undergoing Prostatectomy.

U Start Date 24 Jan 80 Est Comp Date:
Principal Investigator Facility
Glenn M. MillsJ M.D., MAJ MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Hematology-Onc olog Gary Wikert, M.D., CPT, MC
Key Words: John J. Posch, Jr., DAC
Prostatectomy
Coagulation system
Fibrinolytic system

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $6,950 Review Results:
Objectives: To conduct a detailed and prospective study of both the coagula-

tion and fibrinolytic systems in patients undergoing either transurethral
prostatectomy (TURP) or open prostatectomy.

To familiarize the hematology laboratory personnel with the use of chromo-
genic substrates for the measurement of components of both the coagulation
and fibrinolytic systems.

Technical Approach: A detailed, prospective study of the coagulation and
fibrinolytic systems in fifty patients undergoing transurethral resection of
the prostate under spinal anesthesia was conducted. Twenty controls consisting
of patients undergoing urologic surgery not involving the prostate but with spi-
nal anesthesia were evaluated in the same manner. The new and more accurate
chromogenic assays for coagulation and fibrinolytic factors were used, as well
as immunologic methods.

Progress: TURP patients had significant decreases postoperatively in fibrino-
gen, plasminogen and antithrombin III. When compared to controls, however,
only the change in fibrinogen was statistically significant. Seven patients
with adenocarcinoma of the prostate were included in the study and had no sig-
nificant changes in any factors measured compared to controls and to the rest
of the TURP group. Six patients with large glands had significant changes in
antithrombin III and antiplasmins but the 'roup was too small for comparison.
OnlV two patients required transfusion, but twelve additional patients had

(chatonges in hemogloblin of more than two standard deviations from the mean.

400



C-7-80 (continued)

"bleeder" group had significant falls in antithrombin i11, plasminogen, progres-
sive antiplasmin and prekallikrein. Compared to nonbleeders, the only signlf-
cant change was in the antithrombin III level. The absolute value of antithrombin
Ill was low postoperatively in the "bleeder" group and compared to controls, this

was significant. The preoperative antithrombin III level in the "bleeder" group

was normal but consistently low normal.

Conclusions: In those who had statistically significant bleeding, the most active
pathophysiologic mechanism was local fibrinolysis. Also, it was proposed that the
preoperative antithrombin III level may be of predictive value for bleeding
complications.

I

0

0
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L)eta il Summary Sheet

Date: 1 Oct 82 Proj No: C-17-80 Status: Terminated
T ITLE:

Role of Digoxin in Preventing Myocardial Toxicity in Cancer Patients
Receiving Adriamycin.
Start Date: 6 Jun 80 Est Comp Date:
Principal Investifator Facility
Walter H. Harvey, M.D., CPT_, MC Brooke Army Medical Ceater
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology------- Kenneth R. Bloom, M.D., LTC, MC
Key Words: J. Dean McCracken, M.D., COL, MC
Digoxin
Myocardial toxicity
Adriamycin

Accumulative MEDCASE ] Est Accumulative Periodic
E Cost: OMA Cost: Review Results:

Objective: To determine whether digoxin, administered prior to and during
Adriamycin-containing chemotherapy regimens, reduces the incidence and extent
of myocardial toxicity in cancer patients.

Technical Approach: Cancer patients to be treated with Adriamycin will be
alternately assigned to one of two groups: (a) digoxin-treated, or (h) con-

trol. In order to assure equitable distribution of patients by age, sex and
tumor type, participating medical oncologists will be aware of and adjust
patient assignments :s necessary. Participating cardiologists will be unaware
of which patients are receiving digoxin and, therefore, all echocardiographic
results will be interpreted by "blind" observers.

Digitalization of the digoxin-treated group will consist of the adminis-
tration of 1.5 gm digoxin PO in divided doses for two days. Serum digoxin
levels will be obtained from digoxin-treated patients prior to starting Adria-

mycin and before each echocardiogram.

All patients will undergo routine echocardiographic evaluation by m-mode
techniquC, a method commonly used to evaluate cardiac function in patients on
Adrianl c in.

Pro, rss: 'IhW St ldv was terminated due to inabilitv to obtain enough patitents
0I11tI' t hr i ox i tr i it .d irm.
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Detail Sunmmary Sheet

Date:-27-T 82___ Proj No: C-23-80 Status.: _ngo inLg

TITLE: An Evaluation of Local Anesthetic Skin Testing and Progressive C(hallenie

*. in Patients with a History of an Adverse Reaction to Local Anesthetics

Start Date 24 JUN 80 Est Comp Date:

Principal Investigator Facility
Daniel A. Ramirez, M.D., MAJ, MC Brooke Army Medical Center

Dept/Sec Associate Investigators:
Department of Medicine/Allergy-Immunology

Key Words:
Local anesthetic skin testing
Challenge

Adverse reaction

Accumulative MDCASE Est Accumulative Periodic

Cost:j OMA Cost: Review Results: Continue
Objecti-ve: To confirm the safety and usefulness of this approach in a larger

number of patients with histories of previous suspected adverse reactions to

* local anesthetics.

Techical Approach: Patients with histories of adverse reactions to local

anesthetics are evaluated by a skin test progressive challenge protocol.

,. :No adverse effects have been encouatered in the 16 patients studied.
std' is, multicenter study ori,inall1v from iAMC. As many patient; as possible

n l led.

0

0B



4

Detail Summary Sheet

Date: 27 OCT 82 Proj No: C-24-80 Status: Terminatedr_ TITLE:

Establishment of a Plasma Bank for Oncology Patients

Start Date 30 JUN 80 Est Comp Date:
Principal Investigator Facility
Glenn M. Mills, M.D., MAJ. MC Brooke Army Medical Center
Dept/Sec Associate Investigators:

* Department of Medicine/Hematology-Oncology Glenda Sutton, R.N., CPT, ANC
Key Words: John M. Rembold, CPT, MSC
Plasma Bank John J. Posch, Jr., DAC
Oncology patient

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objective: To collect and freeze plasma samples from patients with cancer.

Technical Approach: Collection of blood specimens has been proceeding smoothly
in the Oncology Chemotherapy Clinic. Specimens are collected in this location
and immediately centrifuged, and the plasma collected. It is temporarily
frozen in the refrigerator in the Oncology Clinic and then transported the
same day to the -700 freezers in the Department of Clinical Investigation.

Al I q cfnwts fro'Iii to date were lost when the freezer in Clinlcal
lI~vt' itfol I 1 v th~iw'd. The protocol wI 1I be discontItuied due to freezer failure.
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)et'ail Sumnma ry Sheet

Date: 27 OCT 82 Proj No: C-36-80 Status: Completed
TITLE : . .Double-blind Parallel Comparison of Sulconazole Nitrate 1% Solution

and Placebo Solution in the Treatment of Tinea Versicolor

Start Date 1 JUL 80 Est Comp Date:
Principal Investigator Facility
Charles W. Lewis, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Dermatology ___ Eric W. Kraus, M.D., MAJ, MC
Key Words:
Tinea versicolor
1P1 acebo
Su lconazole Nitrate

Accumulative MEDCASE Est Accumulative Periodic
Cost ONIA Cost: Review Results:
Objective: To determine the safety and efficacy of sulconazole nitrate 1%
solution in the once-a-day, three-week treatment of tinea versicolor in adult
men and women as compared to placebo solution.

Technical. Approach: The patients applied either sulconazole nitrate 1%
solution or placebo once daily for three weeks. Follow-up evaluations were
conductcd at two, three, and seven weeks in this double-blind study. If
th patient was clear at the three week vi it, medication was stopped aind
a - l low-up visit scheduled one month later. If the patient was not clear
at the three week vis.it, the study was stopped and effective medication
sf i-Ited.

Pr,, ,si : Appr,-: ima tely one-hiall ; the patients cleared within thii ree weeks
01 e-,( itm0t . Of the original 23 patients, all on sulconazole nitraite

iered while tho.c-eon placebo (lid not. No adverse reactions were noted
,ii;: this studv. The (ode for the last 35 patients has net been broken

:it this writing,. These results probably will be published in Ctitis , a,< .i
Will t ice te( r s tidv,

6 '



Detail Summary Sheet

Date: 28 OCT 82 Proj No: C-37-80 Status: Ongoing

TITLE: Assessment of Granulocyte Function and Serum Opsonic Capacity in

Nephrology Patients Undergoing Dialysis

Start Date 28 JUL 80 Est Comp Date:

Principal Investigator Facility

Lucius F. Wright, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:

Department of Medicine/Nephrology Robert C. Allen, M.D., Ph.D.,
Key Words: MAJ, MC

Dialysis
Polymorphonuclear leukocyte
Redox metabolism

Chemilumigenic probes
Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objectives: To assess granulocyte function in nephrology patients undergoing

dialysis.

To assess serum opsonic capacity in these patients.

12 To investigate the relationship between dial 3 associated activation of com-

plement and the neutropenia observed during the initial phase of dialysis.

To assess peritoneal macrophage function in patients undergoing peritoneal
dialysis.

Technical Approach: Eleven dialysis patients have had multiple samples of blood
from both the arterial and venous limbs of the dialyzer circuit obtained and
measured for the generation of Cl function in response to known stimuli such as
DBA and Zymosan. Additionally, the serum from these determinations has been
frozen and will be further analyzed. A new approach to the measurement of comple-

ments system activity has been devised and should be further perfected in the
upcoming fiscal year.

Pro~rcss: A paper describing the basic concept and approach is in preparation.
A paper describing the methods of the paper as well as assessment of 2ranulocvtc
and opsonic c;ipacitv should be prepared during FY83.

I6



Detail Summary Sheet

Date: 20 Oct 82 Proj No: C-2-81 Status: _ o n _I TITLE:
Evaluation of the Coagulation, Fibrinolytic, and Humoral Immune Abnormal-

ities Induced by Crotalus Atrox (Western Diamondback Rattlesnake) Synjketbite.
Start Date 10 Oct 80 Est Comp Date: Undetermined
Principal Investigator Facility
John J. Posch, Jr., DAC Brooke Army_ Medical Center

Dept/Sec Associate Investigators:
Department of Medicine/Hematoogy-Oqncoloy Glenn M. Mills, M.D., MA.I, MC
Key Words: Barbara Reeb, DAC
Snakebite Thomas G. Class, Jr., M1).
Envenomate

Rattlesnake

Accu-mulative MEDCASE f Est Accumulative Periodic
Cost: OMA Cost: $9 374 Review Results: Continue
Objective: To evaluate and characterize the coagulation, fibrinolytic and
humoral immune abnormalities induced in patients envenomated by Crotalus
Atrox (western diamondback rattlesnake).

Technical Approach: Coagulation tests have been performed on 112 individual
specimens from 43 different snakebite patients received to date. Serum and
plasma specimens have been stored for further evaluation using chemilumin-
escence techniques. Because of the small number of specimens, hoever, that
could be obtained per patient, the future emphasis will be on serially col-
ected specimens from future snakebite patients. An estimate ot 15 to 20 more

patients is desired. Differences in qualitative and qu-.ititative coagulation
changes irduced in peoled plasma using crude venom from different size groups
of C. Atrox has also been characterized. During the winter months when snake-

bitt is rare, further isolation and characterization of venom enzymes will be
resumed using isoelectric focusing purification techniques and chromogenic
substrate :issavs.

Pro,.ress: Several patterns of coagulation abnormalities have been detected

in snakebite patieuts. Additional tests will be necessary to further
r"ihiratteriLe these changes in present and future snakebite victims.

I
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Detail Summary Sheet

C

Date: 25 Oct 82 Proj No: C-3-81 Status: Ongoing
TITLE:

Study of Granulocyte Function in Leukemia Patients Receiving Granulocyte
Transfusions
Start Date 10 Oct 81 Est Comp Date: Sep 82
Principal Investigator Facility
Glenn M. Mills, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Hematology Donald C. Townsend, M.D., MAJ, MC
Key Words: Robert C. Allen, M.D., Pn.u.,
Granulocyte function MAJ, MC
Leukemia Terry E. Pick, M.D., LTC, MC

k Granulocyte transfusion

Accumulative MEDCASE Est Accumulative Periodic

* Cost:L OMA Cost: Review Results: Continue

Objectives: Prospective evaluation of neutrophil function and humoral immunity
in patients with leukemia.

Evaluation of changes induced in humoral immunity and neutrophil function
by either radiation therapy or chemotherapy.

Evaluation of kinetics of transfused neutrophils in leukemia patients.

Correlation of improvement in neutrophil function and humoral immunity

in recipients of granulocyte transfusions and clinical course.

Technical Approach: Baseline evaluation of the patient's humoral opsonic
capacity will be performed. Granulocyte redox function will also be studied.
Additional studies will be performed with routine CBCs during the induction
phase of chemotherapy. Once a patient has entered remission of his leukemia,
n repeat study will be performed on a monthly basis. Serum opsonic capacity
and granulocyte redox function will be assayed by the micro technique of

4 probe amplified chemiluminescence.

Progress: Overall, one patient has been entered on the study. This past year
we have been refining our capabilities to do multiple samples of whole blood
for chemiluminescent studies.

8
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Detail Summary Sheet

Date: 25 Oct 82 Proj No: C-5-8I Stat us:
TITLE:

The Natural History of Patients with Large Local Reactions (ILR)
Following a fl.noptera Stin
Start Date 3 Feb 81 E__- - Se )..
Principal Investigator Facility
Daniel A. Ramirez, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Al lery-Immunology
Key Words:
Hymenoptera sting
Large local reactions (LLR)

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To study the natural history of patients who have experienced LLR
following an insect sting. Several aspects of this problem will be studied:
a. What is the risk of systemic anaphylaxis in this group of patients? and
b. Can patients with histories of LLR and at risk of anaphylaxis be identi-
fied prospectively.

'rechnical Approach: Patients who meet the above objectives will undergo the
following:

a. Venom skin testing - up to 1 ug/ml of concentration.

b. Obtain specific venom IgE and IgG.

c. Stay challenged under controlled conditions Lo assess current
react ivity.

d. Obtain specific venom IgE and IgG's following sting challenge.

Progress" Fourteen patients have so far been identified for the study. None
of these patients have consented to an in-hospital sting. Their blood is to
he analyzed by LIISA for venom specific lgE/lg(;. Patients with field stings
will he followed.

69
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Detail Sumnmary Sheet

Date: 12 Oct 82 Proj No: C-8-81 Status: Completed
TITLE:

Comparative Evaluation of Methods of Surveillance for Nosocomial
Infections.
Start Date 3 Feb 81 Est Comp Date:
Principal Investigator Facility
C. Kenneth McAllister, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Infectious Disease
Key Words:
Nosocomial infections
Infection control

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To study several different methods by which Infection Control
personnel might search for nosocomial infections, as well as the method pre-
sently employed at Brooke Army Medical Center in order to define clearly a
system which would most efficiently achieve the goals of surveillance for
nosocomial infections.

Technical Approach: Comparison was made between surveillance of key high risk
areas (ICU, etc.) plus pertinent microbiologic data versus review of each
hospital ward and chart (total surveillance).

Progress: The study revealed that "guided surveillance" (high risk areas,
etc.) was equal to total surveillance. The former method has now been
employed by our infection control serves at Brooke Army Medical Center.

I
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Detai I Summary Sheet

Date: 1 Oct 82 Proj No: C-9-81 Status: Terminated
TITLE:

Thyroid Function in Cancer

Start Date Feb 81 Est Comp Date:
Principal Investigator Facility
Lawrence Pupa, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
*p.epartment of Medicine/Internal Medicine
Key Words:
Thy ro id
CancerU
Accumulative MEDCASE jEst Accumulative Periodic
Cost: _ _ OMA Cost: Review Results:
Objective: To define the state of thyroid function in seriously ill oncology
pat i ent s.

Technical Approach: Ten patients will be studied. Blood will be drawn and
ST 3U, V1, , TS , ' T3RIA, and RT_ will be measured. Patients on thyroid

hormone or with a family history of thyroid disease will be excluded.

0
Ptr-ore s: The study was terminated due to inability to ohtain enough patients
to haive data that would he statistically significant.
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Detail Summary Sheet

Date: 25 Oct 82 Proj No: C-10-81 Status: Ongoing
TITLE:

Evaluation of the Complement System and Humoral Immunity in Patients
Undergoing Fibrinolytic Therapy. _
Start Date 3 Feb 81 Est Comp Date: Jun 82
Principal Investigator Facility

L Glenn M. Mills, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
12epartment of Medicine/lematology-Oncology Robert C. Allen, M.D., Ph.D.
Key Words: MM, MC
Complement System
[lumoral immunity
Fibrinolytic therapy

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objective: To conduct a prospective evaluation of the effects of fibrino-
lytic therapy on the complement and humoral immune systems.

Technical Approach: Patients receiving fibrinolytic therapy have blood drawn
every 12 hours for complete coagulation screening as well as functional com-
plement assays and WBC chemiluminescence.

I''ogress: A total of five patients have been entered on this study (two during
FY 8Z . Accrual is proceeding slowly as only limited numbers of patients have
bel)C i'ic', e vi rin ;t t-ptokinn sp.
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Detail Summary Sheet

Date: 25 Oct 82 Proj No: C- 12-81 Status: On .ink
TITLE:

Study of Granulocyte Function, Complement Activity and Coagulation in
Patients with the Adult Respiratory Distress Syndrome (ARDS).
Start Date 4 Feb 81 Est Comp Date: Jun 83
Principal Investigator Facility
Glenn M. Mills, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Hematolo y-Oncooy Robert C. Allen, M.D., Ph.D.,
Key Words: MAJ, MC
ARDS
Complement
Granulocyte-induced endothelial damage

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: $1115 Review Results: Continue
Objectives: Evaluation of neutrophil metabolism by chemiluminescence in
patients with ARDS.

Measurement of complement activity via the classical and alternate pathways ia
patients with ARDS.

Study of the coagulation and fibrinolytic systems in patients with ARDS.

Corrclation of steroid therapy with the above objectives in patients with
ARDS.

Technical Approach: Adequate number of control patients have been collected.
Primary limiting step is accrual of patients with ARDS without congestive heart
failure. Technical problems with contamination by heparin from indwelling lines
have been overcome by using Ilepabsorb. Docuientation has been completed that
this will not alter coagul" -n parameters to be measured.

Progres : 'lhe principal invest igator, CPT Nathan lrteschick, PCS'd in ,Julv
l')82, Ile study will be continued Inder a new principal investigator, , I
\i I Is. Pt i ents with ARI)S and conges tive heart failure will continue to be
st uid i cd.
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I etai I Summary Sheet

I

Date: 25 Oct 82 Proj No: C-17-81 Status: Terminated
TIT I E:

K. Effect of DMSO on Human Squamous Cell Cultuyes

Start Date 11 Mar81 Est Conp Date:
Principal Investigator Facility
Walter C. Anderson, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medic ine/Dermatoloy_
Key Words:
Human squamous cell sultures
DMSO

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objective: Using in vitro human squamous carcinoma cell lines (COLO 16), we
will determine whether DMSO induces their differentiation into more mature
epithelial cells.

Technical Approach: None.

,r,, r-oss, I.l'hc i-incipall investigator was reassigned to Darnall Army llospitail
and was tinable to conduct study.
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Detail Summary Sheet

Date: 25 Oct 82 Proj No: C-24-81 Status: Completed
TITLE:

Identification of Bacterial Receptors on the Intestinal Mucosa of Rabbits
and Determination of Its Role in the Pathogenesis of Bacterial Diarrhea.

Start Date 1 Apr 81 Est Comp Date:
Principal Investigator Facility
Robert A. Berendson, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Gastroenterology
Key Words:
Bacterial receptors
Bacterial diarrhea

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost:$1231.00 Review Results:
Objectives: Isolate segments of small intestine from adult rabbits and com-
pare the adherence ability of RDEC-1 and several control E. coli strains to
these intestinal segments.

Indirectly examine the various segments of intestine to determine if there
are any differences in the carbohydrate content between receptor positive
and receptor negative intestinal segments.

Determine the role the host receptors for RDEC-1 located on the intestinal
mucosa by orally challenging receptor positive and receptor negative
rabbits.

Technical Approach: To investigate the development of intestinal surface
properties, we examined the ability of a series of fluoresceinated lectins
(known to bind to specific sugars at certain locations in typical oligo-
saccharides from the aminal acid linkage (L), to core (C) and peripheral
(P) sites), to bind to ileum from rabbits aged 18, 21, 25, 28 days and
iadults. Lectins used (and sugar specificity) were Concanavalin A (Con A)-
mannose (man); Ricinus Communis (RCA)-galactose (Gal); Wheat Germ Agglutinin
(WGA)-Nacetylglucosamine (GlcNac); Soybean Agglutinin (SBA-Nacetylgalactos-
amine (GalNacJ; and Ulex Europaeus (UEA)-fucose. Each lectin was incubated
with ileal thin sections for 30 min. The apical surfaces of cells from
crypt ((:) to villis tip (V) were examined for the presence (+) or absence

* (-) of linear fluorescence.

I'rog )i,' s: Results are tatil ated below.

18 day 2] day 25 day 28 day Adult
I,,rtin q Site t V C V C- V ( V C V

Rt \ Ga I I/I' - + + - + + + +

si\ (;;IlNac I,/1' + - + + - + + + +

I;, k I; .'Nac I,/1 - - # + + +
(:011 A an 1: - -11 + . + +
1ll..\ I:Ig' IP - - - +
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C-24-81 (continued)

These results are consistent with the interpretation that 1 tip cells mini-
mally express reactive carbohydrates on their surface unt iI we:aning; 2)

crypt cells seem to express only rudimentar, structure., involvitig the
lillkage S1 iIrvs betore weaniiing; 3) more complex c.a toh'd -I os n i ot l'oimd

Unt il day 28 on both cell populations.

7
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Detail Summary Sheet

Date: 7 Oct 82 Proj No: C-25-81 Status: Completed
TI T LE:

Single-dose Treatment of UTI in Women.

Start Date 1 Apr 81 Est Comp Date:
Principal Investigator Facility
C. Kenneth McAllister, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Infectious Disease
Key Words:
Urinary tract infection

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: $52.30 Review Results:
Objectives: To investigate the efficacy and safety of treating women with
uncomplicated UTIs of the lower urinary tract with a single dose antibiotic.

To demonstrate a cost savings to the U.S. Army by utilizing a single dose
of antibiotic therapy for UTI vs 10-14 days of conventional therapy.

To provide a convenient means of treating UTI which optimizes patient
compliance and follow-up.

Technical Approach: Women between ages 18-55 with clinical findings sug-
gesting bladder infection were given 3.0 gm. of Amoxicillin as a single
dose with urine culture taken initially and at follow-up times of 5-9 days
and four weeks.

righty-five patients entered the study. Of the 85, only 25 were
evaol lahI due to ;I V:riety of re;jsons which include lack of return for follow-up.
)1, those rva lIabl, pat ievits , 12, were cured with single dose treatment and 28'

were not cured. There were no adverse reactions to the antibiotic. We found
that in all of the failures, the organism was resistant to Anoxicillin. We
conc lbded that cant ion should be taken in giving single dose therapy to women
with [IT''s due to the potential for resistant organisms and resultant treat-

nt f;1 i I ll7e.
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Detail Summary Sheet

Date: 7 19 Nov 82 PrlN:(-8 St l s': TI-III iiat ~I c
TITLE:

The Effect of Sterile Gloves on the Incidv'uce of* Cointsi n l io 15t'h

Infection of Intravenous Catheters
Start Date 1 Apr 81 Est Comp Date:
Principal Investigator Facility,
Charles E. Davis, Jr., M.D., CPT, MC Brooke Army Medical Center
Dept/-ec Associate Investigators:
Departmcnt of Medicine/Infectious Disease John L. Carpenter, M.D., COL, MC
Key Words:

Accumulative MEDCASE |Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To study the effect of the use of sterile gloves during the
insertion of intravenous catheters on the incidence of infection of indwelling
intravenous catheters and sepsis secondary to intravenous catheter infection.

.r Technical Approach: None

Progress: After the change in principal investigators, it was decided to
terminate the study.
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Detail Summary Sheet

Date: 25 Oct 82 Proj No: C-27-81 Status: Terminated
TITLE:

Karyology of in vitro Cultured Human Basal Cell Epithelioma Tissue.

Start Date 1 Apr 81 Est Comp Date:
Principal Investigator Facility
Stuart J. Salasche, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Dermatology

- Key Words:
Karyology
Basal cell epithelioma
Cell culture

Accumulative MEDCASE Est Accumulative Periodic
* Cost: OMA Cost: Review Results:

Objective: To investigate chromosomal abnormalities in basal cell epithelioma
cells and to initiate a cell culture line for this and further studies.

Technical Approach: Study terminated due to inability to maintain cell culture
lines.

Progress: None. Cell cultures continued to become in-.cted, and we were
never able to combat this problem.

9
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Detail Summary Sheet

Date: 25 Oct 82 Proj No: C-29-81 Status: Olik . .
TITI.E:

Treatment of Severe Erythema Multiforme with Systemic Steroids

Start Date 3 Apr 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles W. Lewis, M.D., COL, MC Brooke Army Medical Center-_
Dept/Sec Associate Investigators:
Department of Medicine/Dermatolog Nancy D'Silva, M.D., CPT, MC
Key Words: Eric W. Kraus, M.D., L'IC,MC
Erythema multiforme
St'eroids

Accumulative MEDCASE Est Accumulative Periodic
Cost: _ OMA Cost: Review Results : otJr _e
Objective: To determine if Prednisone is effective in the treatment of
severe erythema multiforme.

Technical Approach: A 3-4 mm punch biopsy or an excisional biopsy for I1 and
1: will be performed as confirmation of the clinical diagnosis. Direct
iminunofluorescence will be performed on the biopsy specimen in an effort to
demonstrate immune deposit if present. Involved areas will be photographed
upon entrance into the study. Follow-up photographs will be taken at 1, 3
7, and 15 days after institution of prednisone of placebo therapy.

' i, re- s.: So far we have not received any appropriate patients for the
' t ti, V



Detail Summary Sheet

Date: 1 Oct 82 Proj No: C- '-81 Status: Ongoing

TITLE:
Profile of Aortic Impedance in Patients with Congestive Cardiomyopathy.

Start Date 15 Mar 81 Est Comp Date: Dec 82

Principal Investigator Facility
Joseph P. Murgo, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Cardiology N. Westerhoff, Ph.D.
Key Words:

q Impedance
Congestive cardiomyopathy

Accumulative MEDCASE Est Accumulative Periodic 22 Jul 82
Cost:_ OMA Cost: Review Results: Continue
Objective: To evaluate the role of afterload reduction and exercise on the

aortic impedance profile of patients with congestive cardiomyopathy.

Technical Approach: Simultaneous high fidelity aortic pressure and flow
velocity signals obtained during routine cardiac catheterization were
retrospectively evaluated to assess aortic impedance changes during exer-
cise and after afterload reduction.

I'r('gre~ss: Seven patients have been entered on the study. Data have not
been evaluated.
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Detail Summary Sheet

Date: 26 Oct 82 01jN:C.-8 ~ tts non.. . .No: C-33- 81....lM _ 1,
T IT LL :

Renal Function in Primary ilyperparathyroidism.

Start Date 12 May 81 Est Coip Date: May-83
Principal Investigator Faci lity
Lucius F. Wrigl:t, M.D. , MAJ , MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Nephrology Charles .1. Foulks, M.D., MA.J, IC
Key Words:
Hyperpa rathyroidism
Renal function

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
OT, -iect i e: To gather etailed information about renal function in patients

0 with primary hyperparathyroidism at the time of diagnosis, and to follow
these functions serially in patients not undergoing surgery. These data
should pernit a more precise estimate of the risk of "medical" therapy versus
"surgical" therapy in patients with mild, asymptomatic, primary hyperpara-

wt h" ro i d i sin.

Technical Approach" Patients are admitted to the hospital on a controlled
calcium, protein and sodium diet and have determinations of maximum urinary

Osmolality after overnight fasting. Urinary dilution ability following water
loading - acidification of the urine following ammonium chloride loading and
hicarhomnate titration curb determinations through the use of sodium bicarbo-
ni)t i'.

0

1-.,7: Conip lltc studies have been obtained on six of the fourteen patients.

Addit iMal studies have been completed including a determination of osmot ic
*'!r "lit) in these pat ients which should be reported separately during FY 83.

je

S
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Detail Summary Sheet

Date: 26 Oct 82 Proj No: C-34-81 Status: Ogoin.
TITLE:

The Effect of Propranolol on Cardiac Ejection Fractions as Determined by
Gated Scans in Thyrotoxic Patients.

Start Date 15 Jun 81 Est Comp Date: Jun 83
Principal Investigator Facility
Thomas 1. T.-ylor, M.D., MAM, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Endocrinoo2_y _ Robert J. Telepak, M.D., LIC. MC
Key Words: Steven Bunker, M.D., MU, MC
Propranolol
Thyrotoxic
Cardiac ejection

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Cntin,,

* Objective: To study the effects of Propranolol on cardiac ejection fractions
in thyrotoxic patients and thereby critically assess the relative merits of
this mode of therapy.

Technical Approach: MUCA studies are used to evaluate cardiac parameters in
thyrotoxic patients before and after administration of Inderal.

Progress: In 10 previously un.reate(" patients with Graves' disease and
symtoiratic thyrOtoXicOsis (8 women and 2 men ages .)-158), serum total T.
by radioi.mmunoassny (341-702 ng/dl) and thyroidal I uptake (51-79%)
were m.rkedly elevated md were significantly correlated (r=0.70, p -0.02).

I
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Dut a I 5umma ry Sh.et

Date: 26 Oct 82 Proj No: (>35-81 Status: Oig__.
TITLE:

flepat ic Artery Imbo I i -at i on i i 1,e Managemtnt kif Primary or Metastat i c
Hepatic Neoplasm
Start Date 15 ,un Si .. st Comp Date: ,Jun 83
Principal Investigator Facility
Walter II. Harvey, M.D., MAd, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
DepiLrtment of Medicilc,'( lcology J___ . Dean McCracken, M.t)., COL, MC
Key Words:
Hepat i, art ery embo I iat ion
Nepa t ic neop :lsm

AL: ci -un t iy LC >- i 1. -1 Accimm I:i t i ye Periodic
''.t\ ,t Review Results: Cont ilue

(Oh1 cC r I (,S: To determine t h,.' i'coio, rate of hepatic embolization of primaryS1 II t I It, t i C I oIC lC) S I i Ilt l -, .

10 C 1 1 et the moI 1id t h . i ctbol i :ation.

10 LVAiAIaIt e the re5Imo,'si rit .: ear, undergoing embolization with
meta-tit ic discas;c to i iver I t,, i I t i cal control group.

Techic iial Approach: Helipat " i;.' c0, ;iea tion using l valon particles for
aeri hr it' etibol i-:ItioI1 11L . . ,il:, for proximal embolization was util-

ze.I the man:agem.int .t h hepatic neoplasm. Sixteen patients
Si , ionallK cal'lo f i t d ; - i iK.- I ver and who had failed either

Kt:1, 0 t'trv IL TT, .:Htliei apy were eligible. Embol iza-
t , v,,a carri 'd '!It fii.! i K a ,t ie Ilus f emora I approach. Hepat i c

T't,, -' I' J)t hll I, . - H I I ati on of pat ient s with hepat ic
mT t .I J ald I )it a, , ' I'. :; so-- iated w i ) the procedu re. The

t)V ' ' t :pI; i. re e t-ert . ,



Detail Summary Sheet

Date: 28 Oct 82 Proj No: C-36-81 Status: Ongoing
TITLE: Comparison of Gray-Scale Ultrasonography and Computed Tomography
with Infusion Nephrotomogram in Early Diagnosis of Adult-type Polycystic
Kidney Disease
Start Date 15 Jun 81 Est Comp Date: Jun 83
Principal Investigator Facility
Lucius F. Wright, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Nephrology Harold Cable, M.D., CPT, MC

I1 Key Words:
Polycystic kidney disease
Gray-scale ultrasonography
Computed tomography
Nephrotomogram
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To compare gray-scale ultrasonography and abdominal computed
tomography to infusion nephrotomography in establishing the diagnosis of
adult-type polycystic kidney disease in asymptomatic persons at risk.

Technical Approach: Offspring of patients identified with adult type poly-
cystic kidney disease undergo Gray-Scale ultrasonography and abdominal
computed tomography as well as infusion nephrotomography which are then read
blindly and independently of each other. Total number of patients in study
now is 18, all of whom were entered in FY 82.

Progre,s: This study has shown that ultrasonography is about twice as sensitive

;is the more traditional nephrotomogram and is less hazardous and less expensive.
We thlrcl' ore coni'i der lilt r:i; onography the diagnostic method of choice; CT
scanning does riot aippear to add to the diagnostic yield, although it is nearly
;is sels t i V('. Thusta r the study h;is shown that clinical findings are often
pri'.;onti. childrell ith P(KI it a younger age tlhan is generally appreciated.
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Pet a i Summary Sheci

Date: 28 Oct 82 ___Proj No: -C-37-81 Sta"tus Lu:,

I ITLE:
EvalIua t ion of Curet tage and ElIct rode s i c cat i on i n I rei tic vt

Basal Cell Epitheliomas_______
Start Date 15 Jun 81 Est Com Date_

Pricipl Ive gaorF-a-c iIi t y
St uart .1. SalIasche , N .1. ,LTC , MC Brooke Army Nkcd ic Ct r,
bDep t S e C Associate Invest iptc.<-
Department of Medi ci ne/Dc rmato1g
Key Words:
Basal cell epitheliomaU Curettage
Elcctrodesi ecation

ccmltive MECS Est Accumullat I u Periodic
Cost: OMIA Cost: Review Results:
Oh j ectI i vcc: To as s the adeaitl cy of c:,ret tage and elect rode.-I,

* met hod oF treatment foi- hzisa I cell ep i the I i omas of thle skin i)jn a vopi
s t t Id(y.

I echn iciL Approach: 1'i ot ihsm-il. korcv toksly untroieat d
car i nofl were t reateil in t he si audji dK:iion with eetid
cui r ett "I' go fte r cmin 1 cti Io!" C he p"., 1!co a snai I I ( g I ca
excision mas taken I imi. a r-nimI i unid I,(, defect aInd subctcd

olt i !spck t !un it 11 e t rm i;e If tumor01 cel IS remaI tn d
ta e in-,Ia,,'t ft--

it

I 0 K ted :i 'f les ions on the nose were
-- - .Ii~iI ~ '; :o 7. Iocslocated cm the face to,t



i)etai I Summary Sheet

C

Date: 28 Oct 82 Proj No: C-38-81 Status: Terminated
TITLE:

IThe Use of Mannitol and Lasix in Intractable Ascites

Start Date 15 Jun 81 Est Comp Date:
Principal Investigator Facility
Willie R. Whitaker, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Internal Medicine Lucius F. Wright, M.D., MAJ, MC

I Key Words:
Intractable ascites
Manni tol
Las i x

Accumulative MFDCASE Est Accumulative Periodic
I Cost: OMA Cost: Review Results:

Objective: To compare Thiazide to a combination of Mannitol plus Lasix in
maintaining urine output and mobilizing intractable ascites in patients with
cirrhosis.

Technical Approach: None

'r'; The study was terminated because of the inability to identify suitable
'it .nt ibis, ;d willin), to give informed consent.
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-0 Detail Summary Sheet

Date: 1 Oct . .roNo:_: C-39-8 Status: TeItt.,

Program on the Surgical Control of the Hyperlipidemias

Start Date: 15 Jun 8. Et. Ci - Date: .

Pr incipal invest igator Facility
Ronald R. Blanck, COL, MC: Brooke Army Medical CenLvi
Dept/Sec: Associate Investigators:
Department of Medicine
Key Words:
Hyperlipidemias
Mvocardial infarcion

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Q bjOctive: To fENow a tchrosclerotic plaque progression in coronary nr,,-
in patients following myocardial infarction who have been randomized i...

S conrol group and a group that has experienced marked cholesterol reductii
by modified intestinal bypass. By extension, this is a test of Lhe hypthcs-t.-:
that 3ltering lipid levels significantly alters atherosciosis.

I .Ich, ial Approachio Data was to hae been collected from clnical a.

C,'.,e slc.h, toand pnt 1ent contacted Cor possible inclusion in the _t,,

0
; -, , ; i!h :-' t v ,'q ricin dtod due to transfer of princip.l v

r i h , , i t ,it lick or0 OL t1 [)in ! thuiO Stldy.

0

S4'
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Detail Summary Sheet

(

Date: 28 Oct 82 Proj No: C-42-81 Status: Ongoing
TITLE: Effects of Dietary Sodium and Potassium Intake upon the Response of
the Conscious Dog to Acute Hyperkalemia: The Quantitative Role of the Liver

Start Date 15 Jun 81 Est Comp Date: 84

Principal Investigator Facility
Charles J. Foulks, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Nephrology Lucius F. Wright, M.D., MAM, MC
Key Words:
Hyperkalemia

Accuimulative MEI)CASE [st Accumulative Periodic
Cost: L OMA Cost: Review Results: Continue
Objecti quaitative role o the liver in the homeostasis
response of a conscious dog to acute hyperkalemia.

Technical Approach: The approach used involves quantitatively time inte-
grated response of serum potassium to infusion of potassium under a variety
of metabolic circumstances. In an effort to develop data on the quantitative
role in the liver and maintenance of internal homeostasis and protection
against acute hyperkalemia, cannulas will be plased to permit sampling of
the portal and hepatic vein. The technical approach has not varied from that
described in the original clinical investigation protocol.

I'rogres,;: This project will be initiated once the clinical investigation
nil:l 'jc-il ity is Iva i lable.
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Detail Summary Sheet

Date: 28 Oct 82 Proj No: (-52-81 -St atus: Oion,:

T ITLE:
Effect of Aspirin (ASA) on Airway Rusponses

Start Date 7 u. 1:1: Cop abte: lAN 8
Princi pal Investigator laci lity
Daniel A. Ramirez, M.D., LTC, MIC Brooke Army Medicail " .n.

repartment of Medicine/AIlergy-Imunoogy__
Key" Words:
Nou~a l evgi~c rhinitis

Aspirin

AxclWhiI:It lye MEDCASF---U - AcumuIati-ve r iodic
Cost OMA Cost: Rev Iew Results : o l ot ,

Objective; To investigate the effects of aspirin on airway rcspor...

* Specifically the following questions will be answered: a. What e f,
ASA have on upper and lower airway resistance in patients with nonan !
rhinitis with eosinophilia (NARES)? and b. Are patients with NARLS
ident ifi able subset thereof - at particular risk of developing lu, K

o)h;tr- rt ion from aspi rin?

.'echnn-al Approach: Subjects are to be challenged with lI grains ,i

and their nasal airw:av resistance and pulmonary functions will K -

and o I owed.

i .k'.' plicilt I0 pe rfo rm lls- I 'i i way r es i t,,
" !' ' ! : ', 1 l' ;1,I " ' ;: -![ ! o f' th e (,foi pll c)i ll ha "l' h ck' t t,'"



Detail Summary Sheet

C

Date: 28 Oct 82 Proj No: C-54-81 Status: Ongoing

TITLE:
Phosphate Homeostasis in the Normal and Renal Failure Dogs

Start Date 6 Aug 81 Est Comp Date: Unknown
Principal Investigator Facility
lucius 1. Wright, M.D., MAJ, MC Brooke Army Medical Center
I I e p -t-FZ7 Associate Investigators:
[pepairtnent of Medicine/Nephrology Charles .J. Foulks, M.D., MAJ, MC

W Kev Words :

Ilomeostas is
Reim) failure

.Accumulative MEDCASE Est Accumulative Periodic
(ost : OMA Cost: $5258 Review Results:
Mbj7-c t ven: ToderinThekinetics of phosphate elimination in response to a
number of maneuvers in normal dogs and in dogs with experimentally induced
reduct ions in renal failure. These data will be used to examine the hypothe-
sis that secondary hyperparathyroidism develops in early renal failure as a
f ,olsequ(,nce of the need to amplify the renal excretory response to phosphate

Wading that occurs as an inevitable result of eating.

li,,httcal Approach: Phosphate loads are given intravenously to awake dogs
;-w,{,ded in a sling while determinations of glomerular filtration rate are

ut. Variations include administration of glucose with the phosphorus and
,ra Jly- of the rise in serum phosphorus, fall in serum calcium and increase

'r nary phosphate excretion.

I'roi rc,, s: Lqui pment ordered during FY 82 has been slow to arrive and is now in
1l1;ce. 1.stinmate initiation of the studies at the beginning of FY 83.
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Detail Summa ry Sheet

Datec: 28 Oct 82 Proj No: C-S6-81 Status: [e rm i;;
* TI TLE:

Eva luat ion of Indomethac in as, a Pr ot ect i ve Agent Aga inst Rad iat i on-
- induced Esophagitis

;tart Date 1Au81stCmDt:
IPrincipal Investigator Facility

Rohert A. Berendson, M.D., MAJ, MC Brooke Army Medical Center
Dept /Sec Associaite Invest igatorz;S:
Department of Medicine/Gastroenterology John F. Schtilthei ss, M.D. , 1:1k

Key Words:Gary West , MI.D. , COL, USA!.,
* LSophagitis John R. Sharp, MI.D. , LTC, U1-

Redi it ion therapy

A".\ -Wl I ]it i ve \11:DCASE list Accumulaive Periodic
DMIA (Th st : Review Results:

(YiiJ cit ice : cmif the azmi M-'1 strzlt ion OT nTii~iii intu j
F* indergoiligz radiotheraipy oft the chest area will p~revent the developien

)phlii t S

I ch ienIApproach: PIat i ents receiving radiation therapy for di ffcrteal
.4i i~i rumiors ill a port t ha t w i I ic Iide rid iat ion to the csophliguc1 i

h )1i iad I V' alt o four group's- NIme .:Iou of controlled sub i et-

g;-lI whF- will rceel\ C- t7-el, 1. ( close levels of' Indolic~t
3 -ne i stuiesto be proTcQI i,j:-,) i~ ol ''d es plag - Ili, - ; -n - wi I Undergo, pri or to rc]! *

0: )ho v)igo ,apy with piiatCgra1 )n-i, -oith biopsies and hrushii
: t i At t copeion of radijot herapy , each Pal I"C

Ci () 01d I :lo,-opy w ith hi opsy , photography , and] cc lic
iia lh- p itielits will he asked to report anydffelu

'k-phi 1; l wcc k 1\1. interval,;. The treatment grouIP
~~atiol ~ 1'ei 11d:itiic other Using Student

ih jff kii 1 :11- 'Ii C t0 s c o I oiller in tihe Ar . I

i Ia h 1:..> d i th '- 11t cole i t of iTh; .



Deta il Summary Sheet

Date: 28 Oct 82 Proj No: C-58-81 Status: Ongoing

T'I'LE:
The Specificity of the Priming on the Nasal Mucous Membranes by Allergens

and the lffect of Pharmacological Intervention
Start Date 20 Aug 81 Est Comp Date: Aug 83

Principal Investigator Facility
Daniel A. Ramirez, M.D., LTC, MC Brooke Army Medical Center

Dept Sec Associate Investigators:
Department of Medicine/Allergy-Immunology

Key Words:
Allergen
Nasal mucous membranes

4 Accu :bmulat ive ML)CASE [-Est Accumulative Periodic
Cost: _ _OMA Cost: Review Results: Continue
Objective: To investigate further the phenomena of mucous membrane priming
by antigens. Several aspects of the problem will be studied: a. Does it
occur in different aeroallergen systems? b. Is the priming effect on the
nasal mucosa specific for the allergen that induces it? c. What is the
effect, if any, of antihistamines, intranasal corticosteroids and cromolyn
sodium on nasal priming? d. Is the priming effect due to an increase of
specific IgE?

Technical Approach: Study subjects will be challenged intranasally to the
appropriate allergens over successive days to prime their mucus. By
challenging with a different allergen to which the patient is also resistive,
we will determine if the phenomenon is specific or not. Also, antihistamines,
corticosteroids and cromolyn sodium will be used prior to the study to deter-
mine whether priming can be pharmacologically inhibited. Specific TgE (by
RAST) will then be obtained.

Progress: Ihc equipment necessary to perform nasal airway resistance measure-
mcits is finally arriving. When all the equipment has been received, the project
will be ctarted.

9
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DetailI Summary Sheet

Date: 12 Oct 82 Proj No: C-59-31 S;t at us: 'cIu n ,11 1
TiTLF

Utility of Uro logical Invest igat ion of Female s withi Invwasiv I VC ii, L '

'Tract Infections.
Start Date 20 Aug 81 __ ltCop at
Pr nc i i vest igator-F" Pi Ili ty __

Dlt / SvC A-ssociatc Invest igatot>.

_Kpartmn ofMedicine/InfectiousDisease
Key Words:
ljr inliry tract infection

~nnli ieMRDGASE Est AccLuMUlat !VC Periodic,
L DM C:ost:Rie Results:

I.o In nves-tigate tie sonsitiIjty si,. pecificity Of irlt u'.
I gwsand c-st oscopi es in femal1ec pati1ents %eho have fai led

* r r,:itient of urinary tract infection,,.

.G et ermine the cost effectiveness of these urological investigatici ;
nst of 1p)at ients I with urinar'Y t I'act infect yI -I.

,Ain cal Approaich: None.

Ji - tlldy f l(t srillled J ') InT e i jt;!~111

ta or.
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Detail Summary Sheet

.C

[late: 28 Oct-82 .ro No: C61-81 Status: Terminated
TITLE:

A Phase IV SurveillanceStudy of Sucralfate in the Treatment of Duodenal
Ulcer Disease - An Open label Study
Start Date I Sep 81 Est Comp Date:
Principal Investigator Facility
.'ohn F. Schultheiss, M.D., LrC, MC Brooke Army Medical Center
Dept/-Sec Associate Investigators:
Iepartment of Medicine/Gastroenterology Robert A. Berendson, M.D., MM, MC

',q Key, Words: Leonard Duran, M.D., CPT, MC
Duodenal ulcer disease Joseph W. Jackson, M.D., MM, MC
Sucra 1 fate USAF

Acuul-ative MEDCASE Est Accumulative Periodic
(7 o;t OMA Cost: Review Results:

71 iKT-1e' To obse-e t T-T s- ii1c-r-aaite in a population of duodenal ulcer
patients for effectiveness and to detect possible adverse reactions.

F'cchnic;il \pproach: Participants will be asked to take one Sucralfate tablet
(m n empty stomach one-half hour before meals three times a day and at bed-
time. During the course of the study, participants will be asked to refrain
from using aspirin, aspirin-containing drugs, and any analgesics they have been
uing to relieve ulcer symptoms. Treatment will terminate at the end of six
weeks.

Hmon'ss:~ Completed forms on patients entered into the study were forwarded to
Ntirin I,.horatorics, Inc. The principal investigators are no longer in the Army

4 and, a:, ,uch, we were unable to obtain the final results of the study.
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Det al i I Su,11ilm 1-y Shee0

D Jate: 28 Oct 82 Proj No: C -6- 8I Stts lei milat kd
TITLE:

[ouble-Blind Parallel Comparison of Sulconazole Nitrate I". Solut Ini
arid Clotrimazole 1% Solution in thle Treatment of Acute Symnptomnat ic 'I i nk. Bed
StartDate 24 Sepl 81 Lst Corn Date:------

T~r nlcipal Inves tiga lt-or Ea-- - - - -- -,-- ]c-i l-it)' - - ---- ---- - -- _
Chairle~s Wv. Lewis, M.D., COL, ,MC BroeArmy Med icalI ,onl i ec

*Dept/Sec Associate Invest igators:
Department of Medic ine/Dermaitology Eric W. Kraus , PI.D.K, LTC, .(

Ti}lna Bed is

m izi , %Te UDCASL j Es t Ac cumul a-i e Per ,-) Cu
OMA_ CoSt: ~iel

A..I~~ IJc eterminte tile safety and effi.cacy Of SuIcona zo[Ic n Iit ie PI
6i i iit 1Ini in thfe t reatment of acute symptonrat ic t i nea pLI i s ini adn -iir wa 01,,

i~niner :i compared to 1% c lotrimazo] o soluztion.

\ppi~ach:None.

Sj T h~
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Detail Summary Sheet

Date: 28 Oct 82 Proj No: C-67-81 Status: Completed
TITLE: oube-BlindFParallel Comparison of Sulconazole Nitrate 1% Cream and
Miconazole Nitrate 2% Cream in the Treatment of Symptomatic Tinea Pedis

Start Date 2 e 8 1 Est Comp Date:
Principal Investigator Facility
Charles W. Lewis, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Dermatology Eric W. Kraus, M.D., LTC, MC

[* Key Words:
Tinca Pedis

Acct-mil-at-ive MEDCASli Est Accumulat ive Periodic
C )st: OMA Cost: Review Results:

Objective: To compare the safety and efficacy of sulconazole nitrate l1%
cream in the treatment of symptomatic tinea pedis in adult men and women
as compared to that of miconazole nitrate 2% cream.

Technical Approach: Patients were treated once a day for four weeks with
either sulconazole or miconazole nitrate cream. The two drugs were randomly
assigned. Patients were examined on initiation of therapy, at two weeks,
and on completion of four weeks of therapy.

P'rors;: Twelve ptients were entered on the study. Both medications were
eqImiliv effective in treating tinea pedis. No adverse reactions occurred
t-'11 I I k on the fdi cat ion. No further studies will be done as the study ;i
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Detail Summary Sheet

C Date: 1 Oct 82 Proj No: C-1-82 Status: trigoi ..
TITLE:

Chronic Cardiopulmonary Adaptations in Pentathlon Athletes.

Start Date 21 Oct 81 list Comp Date: Dec 82
Principal Investigator Facility
Bernard J. Ruba 1, Ph. D. , DAC Brooke Arniv Mcd i ca J (ci t tr

Dept/Sec A-,ociate Investigators:
Department of Medicine/Cardiol 2  _ Joe M. Moody, M.D., MMJ, MC

Key Words: S. Damore, M.D., MAJ. MC
Endurance conditioning

SPcn ti th letes

,wuw ,-lative MEDCASE Est Accumulati, Pei iodic
L~it _:-,_" OMA Cost: R, : Lew Results: (;onti Ui. C
u:, i.t i ves: To identify the risk and/or benefits of long-term, inten.'

e;idu r;lnce training.

k) ox:imine the cardiovascular adaptations associated with athletic trainirni,

-UlechnicaI Approach: Ten pentathletes underwent echocardiography, M'U(A,
Hrillitum stress test, and electrocardiography.

jtj : it cI 1 ow o i 1
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Iet a i I SI1lullih I.V Shoet

Date: 28 Oct 82 Proj No: C-3-82 Status: Ongoing
TITLE:

Assessment of Sunscreen Substantivity

Start Date 21 Oct 81 Est Comp Date: Unknown
Principal Investigator Facility
Eric W. Kraus, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Dermatology Martha McCollough, M.D.
Key Words: James Keeling, M.D., MAJ, MC
Sunscreen
Subs t ant i vi ty

AccUmu-at iye MEDCAS. Est-Accumultive Periodic
I Cost: j OMA Cost: Review Results: Continue

--.-- tive: To compar-aie-*Tie- -epr-otct i-o-tTer.d by sunscreens after s uing w-th
that achieved when not exposed to water.

lechnical Approach: Apply measured amount of sunscreen to one side of the hack.
PIlace a template over the site and expose to 40 minutes of swimming. Apply same
sunscreen to the other side of the back (not water exposed) after 4-5 hours of
sun exposure. Compare both sides immediately and after 24 hours.

I'r, s,, Thilrty seven vOllnt eers elte'cd the study. Sunscreens with subs taii-
tttvtt lprotcct ion ' fter vat or exposure) in decreasing order of effectiveness
.li-', :I, follows: (l) Stindown - 15; (2) Sundown - 8; (3) 3Mi15; (4) Supershadc I

nrc (:re;my; (0) 3M8; and (7) Eclipse 15.
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Detail Suniniary Sh2et

Da t Due to 8 Proj No: C--2sats T Viinit cI

I Isudoypoemi Du toExtreme Lcukocyto> is, or 'Ihrombocytosi

Start Pate 21 Oct 81 -Lst_ Comp -Date.:-
Ir I' I I 1vest igatori t

l~y inJy , M.D[. , COL , MC Brookc. Arm Med ical CenlIelr
D Dept/,)CC I Icit 0 1InVeSt i gat 01
Dcpa rtmnent of Med ic ine/flematology-Oncol ogy

* ~ Kev Words,:
Pteiidohypoxemia

I'l 1-omhoc vtos; is

**cv iva e MEIFDGASE Ls.,t Accuniilat iv P. Kr I rad i c

To 11V Iuato tefcto leukocyto-sis or thronbucytus,., ilnuir
*Mc- ;t1 , 0 rrnet of part ial pressure of oxy'gen in1 )rtcrrjal I lood (1P0 2

I \ 1pocb :None.
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Detail Summary Sheet

Date: I Oct 82 Pro No: C-7-82 Status: Terminated

TITLE:
Antibodies Directed to Streptococcus Bovis as an Indicator of GI

M[a Ii}jnancy.

Start Date: 26 Oct 81 Est Comp Date:

Principal Investigator Facility

Peter C. Lafon, M.D.,CPT, MC Brooke Army Medical Center
I)cpt/Sec: Associate Investigators:

Depirtment of Medicine/Internal Medicine

Key Words :
Streptococcus Bovis

A ,twilative MEDCASE Est Accumulative Periodic
Cost -: J OMA Cost: Review Results:

Objective: To determine if antibodies to streptococcus bovis exist in

patients with GI malignancies and can be used as an indicator of the

presence of malignant disease in the GI tract.

Tiochnical Approach: Study not done.

Ihis 4t udv %,,is tc.rTwinated due to transfer of principal inw,.-ui-

,I 0 I



Det a i I Summina rv Y C c

Arc 65-1 -07 "47

The Effect of Cimetid ine an Acetninuphon [v cnoll

At batD 2 1 Odct 81I is upbt,
bnifal iInvestigator I~ GOiC itx -

Ro la nde R.op Longra , NIA). ' LT, NIC ix- Ake ArmLn Med ical t elit en
Ap~t >.C fm \no i ate76 es ga
liopattment of Medic ne/Gastroentejpol __
Kay l'ards 1

Art (1idi

WoT aminophen
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Detail Summary Sheet

Date: 29 Oct 82 Proj No: C-10-82 Status: Ongoing
TI TL ,E:

Effects of Asynchronous and Nonhomogeneous Regional Function in Global
Parameters of Ventricular Performance.
Start Date 18 Nov 81 Est Comp Date: Dec 82
Principal Investigator Facility
William E. Craig, M.D., MA, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
D)eartment of Medicine/Cardiology Ares D. Pasipoularides, M.D., Ph.D.
Key Words: Massimo Pagani, M.D., Universita
Ventricular performance de Milano, Milan, Italy

\c cumu iit-iv" MlDCASE F Est Accumulative Periodic
: OMA Cost: $214 Review Results:

Th-iectives': To establish in the chronically instrumented animal model: (1)
how hyterdynamic (or hypodynamic) segmental function is embodied in global
ventricular performance parameters, specifically pressure and pressure derived
parameters; (2) how diastolic-systolic segmental functional abnormalities are
related reciprocally; (3) how neurohumorally mediated cardiovascular reflexes
ould be complicated in inappropriate, nonhomogeneous myocardial performance

pat terns.

lechnical Approach: This is a collaborative study which will consist of two
parts. Part I will consist of experiments on conscious, chronically instru-
mented dogs. The experiments will be conducted at the Institute for Cardio-
vascular Research, University of Milan, Milan, Italy.

Part II will consist of a computer assisted analysis of the experimental
,,..llts. rhis analysis will be conducted in the Cardiology Service, Brooke
\rmv Med i ca 1 (enter.

* s' 'hl,':c I of the study is almost complete. Phase II will start in the
, e '', r',l l'l ire. Vi [ rolgress can he reported until Phase II has started.

4l
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* YT~FTLE: Open, Singl c-ose L'valuat ion of WA~tn lendnmi fctkS0 v

Si fed~i pine in Pat ienits w<i th Ilypert r phi Card iomyopit hv and Acquii red lxf;
*e \ ct r io lar Hypert-rophm. --

Sa rt__Date -4 Dec 81 List Co~n Date Dcc 82
Princ.ipal Invest igator Ht i t

Ii m I m i ,M ,MAJ , C "3rooke Army Mod i cci CLenteor

QUMA~ocitcinvstgatrt

TIT yperrophy.
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Detail Summary Sheet

0a 7 Oct 82 Proj No: C-12-62 Status: Completed

Evaluation of Nifedipine in Coronary Spasm and Refractory Angina.

Start Date 15 Dec 81 Est Comp Date:
'rnc i pal Investigator Facility
it ch;ard A. Scha t :, M.I). , NIA. , M-(: Brooke Army yedical Center
I~ep /Sec Associate Investigators:
Ii. tlti2en t of Iedic ine/Lard io1op
Kk, Words:

l,-iurn chainnel blockers

' .II Iat Ire .DCASE Est Accumulative Periodic
..h.\ Cost: Review Results:

, .t~ ..... ": 0 c lua~ the efficacy of Nifedipine in the management off ;an ::,.
I ,. : (. , coronary jrtery spasm may be a pathogenetic element or

I 1 where fixed obstructive disease is unresponsive to conventional therapy.

cc hnikcal ,Approach" PIai ients not responsive to convent ional ant inginal ,ri i,
S,,crc, i Nifedipinc and followed for clinical improvement.

* ', .i ... It., pa :t ,  cru entered on the study. Nifedipinc c .Ii, H i
' ,re ,tmely offective ini the management of angina pectoris.

h, I.ool1 and i rug Administration (FDA) has approved the drug for widespread
, ltherefore the sttidy has been completed.
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I.' t a i I SuLImma ry Shoot

I. . 'Sr8 Proj No: C-13-82 St at 's; 0L I 1

I lT I- iriC Pr(.-: luz'e and 1:low Cimviiies FolI low ing \Ii)-y I N i ft r mIu,i Lio

~:'.t~ S m 2Est Comp Date; Jl 8ii
~ :QitorFacility

1
\) MA.1 , MC Brooke AriVy Medj cal 'lentL e

Associate Invest igators
o! \Ied cI , ~ir iaLg B. . Riiba I I l h 1). I)AC

t ~um iat ive Period ic
o o' s jRoview R e'ui It s

-11l the hernodenan i c, event- I,(~ >ii t
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Detail Summary Sheet

(,

Date: 7 Oct 82 Proj No: C-15-82 Status: Ongoing
TITLE:

Percutaneous Transluminal Coronary Angioplasty, a Prospective Study on
Its Indications, Use, and Efficacy.
Start Date 19 Jan 82 Est Comp Date: 30 Dec 83

Principal Investigator Facility
Richard A. Schatz, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
IDepartment of Medicine/Cardiology S. Zumbrun, M.D., MAJ, MC

Key Words :

ATgioplasty
(oronary artery disease

*\,- umlT-1-ativ, NlEDCASE Est Accumulative Periodic
(1 -v ii OMA Cost: Review Results:
hj.: ct iv e: To evlutec coronary angioplasty in selected patients with

coronary artery disease as an alternative to surgical revascularization.

I ,chn ii \2pproach: Coronary angioplasty is a procedure that involves
dilating a coronary artery that has been partially occluded by atheromatons
Icvion(s). ihis procedure is performed during cardiac catheterization.

4

Phys ici ans and technicians are presently in training and angio-
I kit. t jrc on order. It is expected that this project will commence

S \'' rV/Ic r | ture1.
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Detail Summary Sheet

C
Date: 19 Nov 82 Proj No: C-24-82 Status: Ongoing
TITLE:

Duration of Nosocomial Oropharyngeal Colonization Following Hospitaliza-
t ion __
Start Date 9 Mar 82 Est Comp Date: Jun 83
Principal Investigator Facility
Charles IF. Davis, M.D., CPT, MC Brooke Army Medical Center
Dept/Svc Associate Investigators:
DeEirtment of Medicine/Infectious Disease John L. Carpenter, M.D., COL, MC
Key Words: C. Kenneth McAllister, M.D., LTC,
Pharyngeal flora MC

Ac-umulative MEDCASE -st Accumulative Periodic
Cost: OMA Cost: Review Results:

-. Objective: To determine the duration of the changed pharyngeal flora
(gram negative rods and Staph aureus) acquired by hospitalized patients.

Technical Approach: Throat cultures will be obtained at the time of admis-
sion to CCU, ICI, General Medicine, Cardiology and Oncology Wards.

* Progrcss: No patients have been entered on the study.

4109



D)t a i I SUmlma ry Sheet

C. Date: 12 Oct 82 ___ProjN C-25-82 Status: Termin ,at-ed.-
TITLE:

The Prophylactic Ilse of Intravenous Immune Globulin in Adult Neutropenic
Patients with Acute lematologic MalI ign , ._......
Start Date 7 Apr 82 Est Comp Datc: ....
Principal Investigator Facility
John L. Carpenter, M.D., COL, MC Brooke Army Medical Center-
Dept /Sec Associate Investigators:
Department of Medicine/Infectious Disease
Key Words:
Immune globulin
Neutropenic patients

Acc inuht ive MEDCASt. Est Accumulative Periodic
Cost OMA Cost: Review Results: _
Ub icc t i vts: To compare the i.cidence of hospital acquired infections in
neut vp,,i c patients who rec(2 ve immune globulin with incidence in nleuit re-

'0 penic patients who receive albumin.

The study will provide information about the severity, frequency, and duration
of adverse reactions that o,.'cur in patients with acute hematologic malignancy
and nnC't1ropel) ia who re&ei y, immone globulin.

"I'echni:a, Approach None.

" ' ,;: 1' rfl ' , d i H to other commitmient ,  hv the p 'iTl :i..1

0b

ISi
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Deta i I Summa ry Sheet

Date: 29 Oct 82 Proj No: C-27-82 Status: Ongoing
T ITLE:

The Role of Patient Education in Diabetes Care Utilizing Video Disc and
Computer Technology
Start [)ate 5 Mar 82 Est Comp Date: Sep 83
Principal Investigator Facility
Thomas J. Taylor, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Endocrinology William J. Georgitis, M.D., MA,
Key Words: MC
Diabetes James H. Anderson, Jr., M.D., LTC,
Computer technology MC

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: A video disc program is available that provides comprehensive
diabetes education. We intend to evaluate the role of this teaching program
in improving patient compliance and patient understanding of diabetes.

Technical Approach: Statisticially significant patient knowledge exams will
be given to patients utilizing various methods of education including video
disc programs.

Progress: The video disc machine has been ordered. The study will begin as
soon as the machine is delivered.

lll



Deuti i I Summary Sheet

_____- 8ro2 No: C>28-82 Stat ts: non

TITLE:
The Dose of Venom in Pol istes Hypersensitivity

Start Date -5 May 82 Est Cop Pate: Unknown
Principal Investigator Facility

MDaniel A. Ramirez, 1M.D., LTC, MC Brooke Ar-my Medical Center
Dept/Sec Associjate Invest igators:
Department of Medicine/A] Ieugy- Immunology
Key Words:
Polistus venomq Immunotherapy

A-C cumLIa tive MV E - - DCASE{- -1 -,;t -A-cc -r niil-at -i ve Periodic
Cost : -NI Cost: $225 Review ikestilts:

th-e i 1. -,- Fodet c winwh-ether- he-i curen reomn1 eeo ~ '
*mug) ia:ppropriate for polistes sensitive patients.

Technical Approach: Pat ients who currently receive recomiended dose of
pol i.sles Venom immunIotherapy (100 mcg) are candidates for this stiudy. They
will he evaluated by drawing venom specific IgE/IgG and by a controlled
st lug cha illenpe in the hospital.

h. 'oo e at it, i th "he Al lcrgy- lmmriii11ology Se rvicc aIt Wi lford 11;11

I I,]W Irh till, it folr tho: stutdy. arect C I je1Ilt Iv hil l!
"YV let erm irot I ons, pri or t o for-11;1 Ilv he i i

-- 't I 1)-t, ww ii n th thle st ing~lt cha 11'nj



Detai l Suimmary Sheet

Date: 7 Oct 82 Proj No: C-29-82 Status: Ongoing
T ITLE:

A Comparison of the Accuracy of the Sphygmomanometric and Oscillometric
Blood Pressure Measuring Techniques.
Start Date6 May 82 Est Comp Date: MAR 83
Principal Investigator Facility
William R. Cox, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Cardiology Bernard J. Rubal, Ph.D., DAC

q Key Words: Southwest Research Institute
Blood pressure
Pulse wave velocity
Osci liometry

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
jbjectives: This study will compare the systolic, diastolic and mean blood

pressure obtained by sphygmomanometry and oscillometry with an intravascular
measurement of blood pressure obtained by high fidelity micromanometry during
cardiac catheterization.

'The study will evaluate the effect of occlusion cuff length on the accuracy
of the noninvasive measurement of blood pressure.

Technical Approach: The accuracy of sphygmomanometry and oscillometry was
compared using high fidelity brachial artery blood pressure measurements
obtained during cardiac catheterization as the gold standard.

I' rog rc',,: Two plt i ent s haew been enro lIed in this study. Sufficient data
iav, not been collected for statistical analysis.
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Dct a iI Summa ry Sheet

Date: 12 Oct 82 Proj No: C-31-82 Status: Ongoing
TITLE:

Evaluation of a Non-Invasive Strategy for the Diagnosis of Coronary
Artery Disease.
Start Date 18 May 82 Est Comp Date: May 1983
Principal Investigator Facility
David L. Brown, M.D., MAJ, MC Brooke Army Medical Center
Dept/Ste Associate Invest igators:
Department of Medicine/Cardiology William E. Craig, M.D., MAJ, MC
Key Words:
Coronary artery disease

q
AccumLlat ive MIiDCITS 7l!st Acu inih-at-ive Periodic
Cost: .... OMA Cost: Review Results:
Objeti e 1o cvltIiTC the predictive value of a specific sequence of non-
invasive tests to deterrmine the probability of coronary artery disease in
patient, prior to selective coronary angiography.

Technici l Approach: iu. will compare the results of multiple non-invasive
tests to evidence of anatomical lesions obtained by coronary arteriography.

I

VU- 1 v ::ii ti,- iv,, been entered on the study. Signific.nt
n, , t:, wle . ot l ulcction and evaluation; howev(er, the,

pat It t ,( ,ifhI'Q I 1 :I, 2 ii j rIt statistical comrp risoiin . No Iomp I -

414



Detail Summary Sheet

Date: 12 Oct 82 Proj No: C-35-82 Status: Ongoing
TITLE:

Ineumococcal Meningitis.

Start Date 18 May 82 Est Comp Date: May 83
Principal Investigator Facility
C. Kenneth McAllister, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Infectious Disease
Key Words:

U Pneumococcal meningitis

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

* Objectives: To retrospectively review the U.S. Army experience in the
management of pneumococcal meningitis.

1'o analyze the potential morbidity and mortality among active duty U.S. Army
personnel with pneumococcal meningitis.

To determine whether or not the pneumococcal vaccine would be of potential
benefit to active duty personnel.

Technical Approach: To seek record review of all cases of pneumococcal menin-
gitis at all Army medical centers--utilizing Infectious Disease specialists
for the review.

Progress: Project has not begun due to inability of principal investigator
to ob ,'i ci olah rition.

11!5



Detail Summary Sheet

Dfa te: c 2Po No: C-37-82 Status: 01o~ 1~g
TITLE:

Evaluation of SodiUM Ipodate as an AdjUnct ive Therapy to RadilMCt.Lye
Iodijne for Graves' L~yodim
Start Date 7 Jul 82 ____Est Cor 2  ate:
Principal Investigator FaCilit~y
Thomas J. Taylorj~,_M.D., MAJ, MC _ Brooke Army M ial Center

ADept/Sec Associate Investigators:
Departrnenit ofMediine/Enidocrinjooy WilLiaim J. Ceoorgit is, M.D)., MAt,
Keyv Words: MC
Graves' hyperthyroidismi

Sodium ipuidateq Radioactive iodine

Accurnu 1 t ive MEI)C~ £S t Acci.imtiazt ive Periodic
Cost: OMA Cost: ReviewResults:
Ohj L-L' t la T eva I art ct he cu.L1ti a] advantages of the uise o f sod! urn iliod ite
fiellowing raidioa-tivo i adjit lao ,ii.I,-t rati on in thle t re1timent ol' Cratv-s'

hyperrhvroidism.

l i ,~I Approi'h j'i, e st id'.' ris_ originally designed was to cons i si of two
grouips. Group I wonItd receive rad ioac tive iodine a lonie aud, Group) It[ woo Id
rec ci ye radiac Liv i'eodine fo I Iowe-d by sod iUM ipoda te. Af~e ti a piict stujdy
)f t ivzl pt t-tts, iL , 'c ae Ir that a dnouhle hilinded , plot t ho conl ye]

I S iiwo d -11esay tor this study. I his means that a caips iiie i dentl
Cci sod ikit ipadate ne11-t lo pr paired. One group of patLientS Will r--ice [y

SI e h4 nk tii he tit i rotp w 1 1 r e e i v' t ht' lruc . Ne itL he tt-he pa t i en t
o ~cdv i c 1 W c~v~l cl capsi i~I sbe] n, taken1.

ill hej s;toicj ki ccc hoi the IND) is received.



Detail Summary Sheet

Date: 29 Oct 82 Proj No: C-38-82 Status: Ongoing

TITLE:
Autologous Bone Marrow Transplantation in Resistant Neoplasms: A Phase I

Study
Start Date 7Jul82 Est Comp Date: Jul 87
Principal Investigator Facility
Walter 11. Harvey, D.O, MA, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Hematology-Oncology Glenn M. Mills, M.D., MAJ, MC
Key Words: James F. Boyd, M.D., LTC MC
Bone marrow transplantation Catherine Craven, M.D., CPT, MC

Accumulative MEDCASE Est Accumulative Periodic
Cost: ORA Cost: Review Results:
Objective To develop a bone marrow transplantation program at Brooke Army

Medical Center.

To participate in research and clinical studies individually as well as part
of the Southwest OnIcology Group.

lTo establish a competent transplantation service for all eligible DOD patients
for pres;ent clinical indications and future indications.

Technical Approach: Bone marrow will be aspirated from the pelvis of patients
who will undergo autologous bone marrow transplantation. The bone marrow will
be frozen and stored in liquid nitrogen storage containers. High dose cyto-
toxic therapy will be given in an attempt to reduce the tumor burden and the
frozen marrow will be thawed and transfused to the patient in order to reconsti-
tute the bone marrow.

Progress: Phase I of the development of bone marrow transplantation unit is
almost completed. Necessary equipment for freezing and storage of bone marrow
has been ordered, and we are awaiting the arrival of this equipment. Contact
has been made with the bone marrow transplant unit at the VA hospital in San
Antonio and arrangements have been made to send our technicians thcre for a
period of time in order to train in the processing of bone marrow samples for
t rallspl;,n t . Once' eqI iprirent has been proctired and technicians have been trained,
thell wc can develop protocols for actual tis, of auitologous bone marrow trans-
p Lnt S.
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Detail Summary Sheet

Date: 29 Oct 82 ------- Proj No: C-62-82 Status: .-Onging
"T TIT1 F:

The Effect of Calc Lum Channel Blockers on Sickling and Blood Viscosity
in ltgb SS Disease
Start Date 21 Sep 82 Est Comp Date: Mar 83
Principal Investigator Facility
.James F. Boyd, M.D. , LTC, mC Brooke Army MCdical Center

Dept/Sec 
Associate Investigators:

Department of Mledicine/ttenitology-Oncology Glenn M. Mills, M.D,. MAJ, MC
Key Words: John J. Posch, Jr., DAC
Hgh SS disease Barbara Reel
Calcium channel blockers
Sickling
Blood viscosity
Accumulative M1ILDCASIJ- -tst Accumulative Periodic
Cost: Review Results:----
Objective: To study the in kitro effect of calcium channel blockers on

* sickling and on blood viscosity in tlgb SS disease.

( Technical Approach- Venous blood will be collected in heparin from nontrans-
fused patients with sickle cell anemia. Plasma will be separated and centri-
fuged to remove white cells and then used to resuspend the red cells to a
hematocrit of approximately 30' . Glucose will then be added to the suspension
to provide a final concentration of 10 millimolar. Samples of 6-8 ml with
appropriate additives (veiapimi l or nifedipine) will be preincubated for 30
minutes 1i! 12 ml glass flaik: submerged in a 37 .water bath and shaken at.
00 oxcill tiun, per miumtc. Hydrated warm gas will be passed over the cell
stpu.nsimSous and the p1l stabi lit y ma inuta i ned at 7.5 + 0. 1 by the presence ot

c;,, t lon ox ide >olt ion in i ll i ' 'h gs mixtur TuC concentrations of
v'r:apamiI to be :'vI'Lt i ' i c 50, 150 and 300 ng/ml. Thc concent rat i ons

ot n ted lipine -i-. 2), S , ifij 1I () ng/ml.

P r'o p l' s '; . fh i.; i.- :i l e,; t i.! .

0

I.P



Detail Summary Sheet

Date: 29 Oct 82 Proj No: C-63-82 Status: Ongoing
TITLE:

Evaluation of Catheter-Mounted Micromanometers vs External Fluid Trans-
ducers for Continuous Pressure Monitoring in the Coronary Care Unit
Start Dat27 Se 82 Est Comp Date: Sep 83
Principal Investigator Facility
William E. Craig, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Cardiology Joseph P. Murgo, M.D., COL, MC
Key Words:
Continuous pressure monitoring
Catheter-mounter micromanometers

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objectives: To evaluate the use of high fidelity cather-mounted micromano-
meter transducers on flow-directed balloon-tipped right heart catheters in
the Coronary Care Unit.

To determine whether the more accurate pressures obtained from the micro-
manometers are significantly different than those obtained from conventional
fluid-filled transducer systems and whether or not these differences would
change or improve the clinical management of patients requiring hemodynamic
mon i tori ng.

Technical \pproach: Six patients in the Coronary Care Unit who require con-
tinuous pulmonary artery pressure monitoring will be included in this study.
Patients selected will he those with acute myocardial infarctions complicated
by Killip Class III or IV failure or patients with unstable angina that
requires intravenous pharmacologic intervention.

The balloon-tipped flow-directed catheter containing the micromanometer will
he inserted either at the bedside in the Coronary Care Unit or under fluoro-
scopic visualization in the cardiac catheterization laboratory. The techniques
of insertion will he identical to those routinely used for placement of
Swan-Ganz catheteris. Following insertion, hemodynamic monitoring and clinical
management of the patient will proceed as usual.

Progress: This is a new study. No patients have been entered.

1lO



Let a iI Summa ry Sheet

- ate: 9 Oct 82 - Proj No: C-66-82 Status: Ongoi -g
TITLE:

Detection of Immune Complexes in Serum and Synovial Fluid of Patients with
Rheumatic Diseases and Other Diseases Characterized by Circulating Immune Complex,,
Start Date 27 Sep 82 Est Comp Date: Sey)84
Principal Investigator Facility
Charles S. Via, M.D. MAJ , MC Brooke Army Medical Center
DeptiSec Associate Investigators:
Department of Medicine/Rheumatolog' Robert C. Alen, M.D., Ph.. MA,
Key Words: MC
Immune Complexes
Rheumatic diseases

K&7It1mult ire l lst Accumulative Periodic
Co st OA,\ Cos I Rev iew Results:
Oh ct i ;... Study the t, c ff -- r-i and synov i a 1 fI -i ds contaiin-i ng -imm1funeU

- complexes (IC's) on norma il granulocyte function.

Develop an assay for quantifying serum or synovial fluid IC activity based
upon direct stimulation of granulocyte oxygenation activity, or inhibition
of oxygtruation response to a second stimulus. Correlate these findings with
currently used clin1'ici.1 lahorntory techniques for IC detection such as Clq
binding.

Deve lop tecchn iques for qurntifying the autoantibody activities of scrum or
synovtal fluid for ant igens such as DNA, rihonucleoprotein, mitochrondria,
et 'ol emA

Mcsuic tihe pre- and po, t-;t rmu ' tion oxygenation activity of granulocytes
(11; i fg mi clo it r qunt It i o whole blood or synov ia I fluid aspirates)
t r' , cu it . ih i itk,, , p ( aS cia;t ed dise.lsrs.

I . ;ic l ,p) ,c i i :i net' linod [t I Iood or svflo .I lIiid will Ibe
"11 ,ii tiltc ;:1ii- dti\ ci d i l . lic t1st f'c 'l ill be 1iil :,-

* I , ,)i d :rid ; ( t n l-;." c l;l i i it t vi t i 11 , 1 in -, !r ' ))V r by i lln i

a I ii , )I tI t I )li ; I ; ic., Oiiid O(N V eiy t i 011 a t it v till t I'OSi t- e lo c to .

haliL 1 ! Kiti~l , ich s t 1-, -Ui ,VrIoszru, 1n t': it It"> i-cr ill-. u110
, - " ' %, I x rdod by s i ug 1e photl O o l I ll .

I
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Detail Summary Sheet

(

Date: 27 Oct 82 lrojNo: C-67-82 Status: Ongoing
TITLE:

Pathogenesis of Tissue Injury in Porphyria.

Strt Date 27 Sep 82 .. Est Comp Date: Sep 85
Principal Investigator Facility
Charles W. Lewis, M.D., COL, MC Brooke Army Medical Center

Dept t -€e Associate Investigators:
Department of Medicine/Dermatology Deborah A. Spiva, M.D.
Key Words:

Prophyria
Erythropoietin

Porphyrins

Accumulative MEDCASE Est Accumulative Periodic
4 Cost:---- OMA Cost: Review Results:

Objecti'.,es: To investigate the pathophysiology by which circulating porphyrins

produce hyperviscosity states and to determine the extent of tissue injury

produced.

To determine the effects of ultraviolet rays (UVA, UVB, Soret Band) on the

deposition ,of porphyrins in the skin.

To evauate the role of erythropoietin as the primary stimulus of the bone
marrow's overproduction of porphyrin precursors/heme and to determine the
effect of suppressing this stimulus.

To examine immunologic parameters caused by fixed porphyrins, i.e., IgG
I IN deposition and complement activation by porphyrins.

Technical Approich: Plasma/neocvtopheresis will be performed to lower circu-
lalting porphyrin levels in order to accumulate data concerning the development
of hypervikcosity and tissue damage due to elevated levels of fre2 porphyrins.

I
To investigate the mechanism of skin damage due to porphyrin deposition, two
biopsy protocols will he followed.

Immunologic and coagulation factor participation in the development of skin
d!:arage will be examined.

The reasons for the development of hyperviscosity states and the effects of
;uch states on crythropoietin levels and salt and water balance will be

P t'og t, , : I'hi' it; ;I new study.
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I)Dtail Summary Sheet

Date: 1 Oct 82 Proj No: C-18-82 Status: Completed
TITLE:

The Effects of Patient Education on the Need for OB-GYN Care of the
Active Duty Female.

Start Date 16 Feb 82 Est Com Date:
Principal Investigator Facility
Patricia Cefaly, R.N., CPT, ANC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Nursing

Key Words:
Feminine hygiene
Venereal disease
Birth control

Accumulative MEDCASE j Est Accumulative Periodic
Cost:[ -Cc OMA Cost: Review Results:
-bjective: To determine if patient education in the areas of feminine hygiene,
venereal disease and birth control affects the need for OB-GYN care of the
active duty female.

Technical Approach: 'The study consisted of two control groups (299 students)
and two test groups (295 students). Subjects were female students from four
separate companies attending the 91B course at the Academy of Health Sciences,
Fort Sam Houston, Texas. The test groups received a one hour class on
feminine hygiene, venereal disease, and birth control. The control groups
did not. The number of clinic visits for OB-GYN related problems were recorded
and comparisons were made between the two groups.

Pr t, ,;: The control groups made a tota l of 86 visits, or 29% of the control
pop ti tion were seen hv the OB-GYN Nurse Prac titioner. In contrast, the test

* !..r,'i, ma1d, 121 visit 4, or 411" of the population wis seen. To alid in
aI. .ssilu tile ' t l Ctiveness of the class, a post test was given to all test
-,h 1,..1!; wlho wct-, l i ll , linic. About hallt (49 " ) of the test subit.cts
th ou,ht tht class ma1de them m-ore aware of their complaints.

We found t hat pationt edcaton in the a reas of feminine hygiene, birth con-
trol :ind venereal disease resulted in a significant increase (12) in clinic
vi ti s. In addition there was a significant difference in the number of sub-

t,;v .een for the purpose of obtaining birth control counselling. In this
categorv 14% more test subjects than control subjects were seen.
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-30-82 Status: Ongoing
TITLE:

Systematic Relaxation Training Group

Start Date ll Maj 82 Est Comp Date: 30 Jun 83
Principal Investigator Facility
Elizabeth A. Bell, R.N., MAJ, ANC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Nursing Harley G. Klein, R.N., MAJ, ANC
Key Words:
Relaxation training
Oncology patients

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:

I Objective: To provide an alternative or adjunctive intervention to oncology

patients to deal with their responses to their illness and side effects
concomitant with radiation, chemotherapy and/or surgery.

Technical Approach: Oncology patients are being provided training in systema-

tic relaxation and visualization in a group format. Pre- and post-evaluation
is done to determine the patients' current response to illness and other
stressors.

Progress: A pilot study of six patients was completed in August 1982. The
first study group of four patients is now in progress. It is anticipated
thi.t the project will be completed in approximately nine months.
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Oct a I IS1iimm111 ry Sheet

Dt: 19 Nov 82 Proj No: C- 12-79 Status:_ -- m'.ce
TITLF:.-- ~------.---.-- - -(o~ee

Clinicopathologic Study, of Uterine Vascular Changes with and without
Hormonall Influence
St-art Da te Mar_ -79--------------Est CompDae
Principal Investigator Facility
Charles V. Wilson, M.D., CPT_, _MC __ roeArmy Medical Cne

ff Jft~secAssociate Investigators:
fDeparytment of Obstetric-, and Gynecol lpy Roby Joyce, M.[D., LTC, MC
Key Words:
Uterine ,,ascular change.s

Orail contraceptives

AcnIi re INEDCASI. 1:-t Accnmn lit Ive Peiiod ic
Co ONIA Cc)ast: Rev iew Results:

Ih. .I stod,, tht, ;isl-.) 1:it on of intimal thichcltini, of titerine alrtolruf-
WithI or-.1 canlt ricept ive (Ise InI women undergoing hysterectomy, with and " t hut
ccrv i.) ai '1rid iter il rw athiol gy.

Ie~: hn i ca I \ppaach : .~-a.ventj Pait ient s were entered onl the td.ALptict
indergo'intg liuvst orotv by * m an dmia or vgnlroute were cligi for 0'

stiid v P sec nue vna takeni to the pathologist for both elect roit
Inl I. TrC)p I ed ;i I t dt It i ',I I xt i;ion and p reparcat ion. .Sct i ons Swe re imi Ie

t' tt I:tclerr 1K Itid tt1--t I' e l s and exami ned for i nt i ma] thi c ke-nij i:C'

P I tt ruuot :IsLl;i IL (11 t t;--i t )

Il6n ([. A m i r ri t h i, ! (i i
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)etail Summary Sheet

Date: 1 Oct 82 Proj No: C-2-82 Status: Completed

TITLE:
A Comparison of the Supine Pressor Test, vs the Short Supine Pressor Test,

for the Prediction of Pregnancy Induced Hypertension.

Start Date: 21 Oct 81 Est Comp Date:
Principal Investigator Facility

Jerome N. Kopelman, M.D., CPT, MC Brooke Army Medical Center

Dept/Sec: Associate Investigators:

Department of Obstetrics and Gynecology

q Key Words:

Supine pressor test
Short supine pressor test

Hypertension, pregnancy induced

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objectives: 1. To study the relative merits of two different methods for

the prediction of pregnancy induced hypertension.

2. To determine which test is a better predictor of pregnancy induced hyper-

tension.

Technical Approach: Fifty-three primigravid patients between 28 and 32 weeks

gestation, without prior history of renal disease or hypertension, were
selected from the routine prenatal clinic at Brooke Army Medical Center. Of

this initial group 43 remained evaluable. For the purposes of this study,

pregnancy-induced hypertension was defined as a blood pressure of either

140/90 or an increase of 30 mm Hg in systolic or 15 mm Hg in diastolic blood
pressure. The supine pressor test (SPT) technique was identical with that
of Cant, and the technique for the short supine pressor test (SSPT) was

identical to that of Peck.

I

Progress: The SPT was positive in 19/43 and the SSPT in 17/43. Results were
negative for the SPT in 24/43 and for the SSPT in 26/43. Of the 43 subjects

4 for which follow-up was available, 21/43 developed pregnancy-induced hvper-
otislon and 22/43 remained normotensive.

I'he results idicate that these pressor tests should be abandoned. The
posit ioltal chall) s in blood pressure that occur in pregnancy do not allow the

,-I in i ,l1 I o delineate .I population at risk for pregnancy-induced hypertension.
(Xirtuil protimital oval tation of weight gain, blood pressure, proteinuria , etc.
SrciLta ins the best nieais for early diagnosis and management of pregnancy-induced
lvpertensf on.
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1)t' ai[ Suatiary Sheet

( Date: 1 Oct 82 r No: C-9-82 Status: Competed
TITLE:

Retrospective Analysis of Experience with Tubo-Ovarian Abscesses at

Brooke Army Medical Center from 1976 to 1981.__. . .
Start Date: 21 Oct 81 Est -(ounp I)tc:-. .
Principal Investigator Facility
Dale Wo1ford, M.D., CPT, MC - Brooke Army_ _Nedia I Cent -er _ __

Dept/Sec: Associate Investigators:
_Dpartment of Obstetrics and__y necolgy
Key Words:
Tih-ovarian abscesses

q
Accuritlative MEDCASE I Est Accumulative IPeriodic
.Cost: .. OMA Cost: .Review Results:
Objedtives: To evaluate suirg,.alty proven tubo-ovarian abscesses for: a)
incidence and age of patirnt., b) relation to contraception, c) present ing
signs and symptoms, d) hacteriology and antibiotic use, e) management, f)
surgery performed and complications of surgery, g) days hospitalized, and
1) outcoome of patients treated with conservative surgery.

iechnica i Approach: ihis icview encompassed five years - 1976 to 1981 - of
<all .<ynecological admissioes to Brooke Army Medical Center. There were 7966
gynecul o, iral admissions during this perird, and 50 cases were recorded as
t:o--o'.'arialn absee-,- ;t. F ive charts were deleted because of insufficient
, i I,:..,A to subsln! i(t tl lig osi at tubo-ovarian abscess. O thc 45

S - , ,- rd i a.s ; . ;,.., 7ii - -ur cally proven and 29' worer

h1 I ll t W,1:; rt.'i I r td I I IagLe Lid parity, ccntraception, prL-

" ll r ,: -e, ! ll I } I{ . 0, i gntiI s iS, g iil i c r1l;L t 1110t1ira ;liII

,tt , II . ,rV v.ilties, ,lnit ibiot ic Ilse, fe'ver, Lypce
.,, I .... T ed ! i t. h nil;nagemen t

, the erria r ot t Ilt)o-(v rian absr(esks,

,, . i , . I ' : - r.q w i tl S LT under the i;gt, krl Iti rtv No
iI "pi r  

I 1i'' ri in ated as predi-upos ing rto the i l or '
t tiiL present i g syrTip t u was ',w( r

4 .: : ii. IJ i ' .  stay was 10.5 da . 'he majoritLv
' -. [ ii, . -K' . . r ,ed (onservativel), with a trial oIf ,'

I ( '. . I r, - '. I f tl I w' a iI l' tsplt ho 4

s.. • .., ,, ,i i ] r.: {< - ' i* th's trkc't~r sUr -i <i~ Ii'.- t t lr ' ?,

itjI w t . rl j i l i [i r'S:5 i,! 14, rii 1* ?., ,' . :¢ . o,,r ' ' at .[ r. .-t II')iV' L. l i ti r cn ,i , ;

t i t I i 1,lI 1w )L Ilk 1 o t 1t
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)eta il Summary Sheet

Date: 29 Oct 82 Proj No: C-36-82 Status: Ongoing
T ITLE:

Intraoperative Intrauterine Irrigation with Cefamandole Nafate Solution
at Cesarean Section vs Intravenous Prophylaxis with Cefoxitin.
Start Date 26 May 82 Est Comp Date: Sep 83

Principal Investigator Facility
Charles A. Jeffreys, Jr., M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics-G ynecolo y Roger W. Wallace, D.O, MAJ, MC
Key Words: C. Neil Herrick, M.D., COL, MC
Cefamandole nafate
Cefoxit in
lProphy I a x i s
Itrauterine irrigation.
Accunulatiye NIDCAS EFst Accumulat ive Periodic
Cost: .MA Cost: Review Results:
Obct-i-ves -By lse of an irrigation solution containing a cephalosporin, tIV
confirmation of its usefulness in decreasing postoperative infections will he
assessed.

The study will compare the relative effectiveness of intravenous prophylaxis.

The study may also aid in determining if one of the two methods is more appro-
priate in certain clinical situations.

Technical Approach: Patients were randomized into two groups (1) receiving
cefamandole irrigation (intrauterine) and (2) receiving intravenous prophy-
laxis with cefoxitin. Patients are placed on study if (1) primary C-section,
labored, with ruptured membranes/without ruptured membranes; (2) repeat C-
sections with failed trial of labor.

6

I' ro. r' : [l'wellty- lile p;It icunts have been entered on tile study. Information
i. k )Ie kd on ;I IhL't s concering preoperative, intraoperative and post-

opt rlt ive coil ls e. This is ;in ongoing double )lind study, and the code thusfar
has" not been broken n. There have been no major complications sustained by
;1llVOll Ia, t i c]) pa ng ill the study. One pati ent was discontinued from the
;t[,ul%, for te-iper;itiire ,l,,'ition (on day of surgery to 1020. She was placed on
apl'opIriatc double ant tbiot ic tfherapy and had a benign postoperative course.
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I ct,iil Summar.y Sheet

Date: 29 Oct S2 PIro. No: (.55--8-2 Slt tji-s o:. i

The Reliability of the Reta Specific Urine Pregniincy Test vs thc Waklio-
immunoassay for eta-Ci ymin ! aigSsris oin tLctok i.lyliii. _
Start Date 13 Aug 82 Est Comp Date: May 83
Principal Investigator Facility
Andrew W. Robertson, J.D., CP, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics-Gynecology dharles V. Capen, M.D., LTC, MC
Key Words: Edward J. Shunski, M.D.
Bet a-HCG

U Beta specific urine pregnancy t,:
Rad inimmunoas say

Acc'unriltW ielEtCAS- st Accumulative Periodic
Cost: ONA Cost: Review Results:Oh ec7[:t- -ve - To; compa lre-the usefulness andi reliabTiity of a beta spec ific urine

* l-,.regnmic.y test in tihe clini cal diagnosis of ectopic pregnancy.

lecli icll Approa-ch: A]I women admitted to the Gynecology Service with the
diaignoK-. of "rule otit ectopi c pregnancy" will be included in the study. It
is the p liv to ohtain cert ain ]aboratory tests on the patient to include

tllllv q l.this stud" will ise the already collected urine to run a Beti-
sp>, tr i1 i Tih pl'einIAit tet ind compare these results with the serum pre -

,;nr", t(,:t. ilice'c restIlts, 1,ill he correlated with the final diagnosis of
th, pt.. t .. !h.. d\ ,ill , olllp. r- the Teliability and accuracy of the
kt,j-siw if<'It Ir ly J)te gilgrlncy test in the diagnosis of ectopic pregnancy.

S i, . i.. I ll n lio i oportab lI dilt a a i ll ic ;It till s tim
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-58-82 Status: Ongoing
TITLE:

The Study of HormoninR in the Management of Postmenopausal Symptoms.

Start Date 23 Aug 82 Est Comp Date: Unknown
Principal Investigator Facility
C. Neil Herrick, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology Charles S. Foreman, Jr., M.D.,
Key Words: CPT, MC
Postmenopausal symptoms Andrew W. Robertson, M.D., CPT,
HormoninR MC

Accumulative MEDCASE Est Accumulative Periodic
Cost:_ OMA Cost: Review Results:

6Objective: To evaluate the comparative short-term efficacy and safety of
different HormoninR dosages for the treatment of postmenopausal symptoms
in both naturally and surgically menopausal women.

Technical Approach: The study group will be made up of females, age 30-65,
who are naturally or surgically menopausal. They will be assigned to one of
three groups of patients and will be given one of three dose levels of
flormonin or Premarin or a placebo. The medication will be taken daily for
three weeks each month for three months. Endometrial biopsy will be obtained
at the first and last visit.

Ei

, r' : 'h is i 1 IL'w study. No patients have been entered.

I i0



1)eta iI Sumnia rV Sheet

Da te: 3 Nov 82 Proi No: C:- 21 -80 St aIt ts : OngoI ig
T" ITLE :

In vitro Demyelination and Reryclination of Cultured Mammalian Centtral
Nervous Tissue.
Start Date 7 Ma) 80 __tEst Coap Date: Jan, 83
Principal Investigator Facility
Roby P. Joyce, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Dtpartment of Pathol 2y._
Key Words:
Dereyl inat ion
Remve i nat ion
Central nervous tissue

Ac,'UmLl;tive NEDCASE- Est Accumulative Periodic
:oOt . _ L - bM"\ Cost: Review Results:

I oct itve: To establish at Brooke Army Medical center the capability to
sttlV lomvelination ;111d rem',c liii tion of mammalian ceiitr Il nervous ti SSHe

* in a re ihibe cel culture laboratory model.

iechnical Approach: Minced newborn mouse cerebellum is cultured in Lagle's
1 basic meditm enrichei %,.ith fetai calf serum and glucose at 35.5 0 C in a 5%

CO, iucuLbat or. Twice weekly the c1lt ores are washed and fed. Using an
n~ert, d tissie culture micro.scope 'ind 35 mm camera attachment, the growth

,rlt (. ~' t tl decline of th co lonies is documented.

11i h- ',:1 b [.I it if tandstill for the past year dlm. to lkict
0l c~v hc I , at c l. 1 i! ;fillI icipated that work onI the study wi I I lie

I. , I kc ll cir i i1 m r I n , c in has now ell ,m ,jitrc, d o ;i St
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Detail Summary Sheet

Date: 5 Oct 82 Proj No: C-64-81 Status: Completed
TITLE:

Detection of Rotavirus in Selected Pediatric Patients Utilizing RotazymL;
Rotavirus Diagnostic Kit.
Start Date 23 Sep 81 Est Comp Date:
Principal Investigator Facility
Thomas R. Perez, DAC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pathology/Virology S. Vern Juchau, Ph.D., LTC, MSC
Key Words: Paula Mosman, DAC
Rotavirus
Rotazyme, Rotavirus Diagnostic Kit

Accumulative MEDCASE Est Accumulative Periodic
Cost: j OMA Cost: Review Results:
Objectives: To field test the Rotazyme Kit as a possible new diagnostic
procedure for detection of active rotavirus infections in pediatric gastro-
enteritis patients.

To provide a definitive rotavirus diagnosis allowing physicians to make a
proper diagnosis and alert him to potential complications.

Technical Approach: Fresh stool from 58 Pediatric patients (6 months to 2 years)
were submitted. If a stool sample proved to be impractical, rectal swabs were
submitted using a "Virocult" for Rotavirus and other viral agents and a bacterial
"culturette" for bacterial studies.

Progress: The number of specimens received were less than anticipated. This
seemed to indicate a possible unawareness to the availability of a new
lothool I for dclc ction of Rotavirus. Some specimens were not properly
l:ibeled "Rotavirtv; Study" which resulted in partial performance of procedures
required. Age requirements were not always met resulting in older patients
being included in the study. A total of 58 specimens were received. Of these,
only 43 had complete testing for Rotavirus, other viral and bacterial agents.

'lhi procedure has become a standard laboratory procedure.

1 2



De t Ii I S111111, Irv She et

CDate: 1 Oct 82 Proj No: C-22-82 Status: xoin
TIT[LE:

Production of Leptospira hyperimmune sera in rabbits.

*Start -Date- 4 Mar 82 Est Comp Dt: Unknown
*Prink ipaI Investigator Facility

Michael C--Gra-,- M.-S.-, DA-C Brooke -Ar-my -Medical Centvr
Dept/Sec' Assoc iat e livcst i ga.'e rS:
tDcpa rtn)met of Pat ho log/VtrarLb
Key Words:

Ace1111I in e MEDGASE Est Ac ctirnt,t Live Prid '

Cost: - jM-A Cot:ReviFew Resu-lts,:

Il i, To ItrodU d ti ,.i, ric reag.-ents for Leptospiri.

lechn i nil Approach: Ur ine aind blood spec imens from pat ients suspe ted o; havi:HAv
leptosp irosis were cultured. Leptospira isolates were purified, grown to 'ic.rev
density, inocul ated in to rabbit-s by IV for product ion of anti nera. RaIbbit- n:'-
w.-,- ul Kthited ' -0 das ost; last Injection (series of 4) and LitereLd -))' IInSt
hon log v" s and1( heterol or-1nnts a-nt igens. The isolates withI an1t: iScra were Sv t iL
I-EL, A: Hntn, G;A for qtornt(iej identit f Lition.

!.it t ot P. P t i n! a o t tidy : 0

P itnt v nl 1

I Isor A ~ 'o. tt~Ji lst 1 ptep Ioni solt t

ni *it t ed to t Iie, it s i s Reference labih (, At kiitI, *

I I ' i1 J( i Id, 't!" ,ospi ra were idet ical tIo L



Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-17-82 Status: Ongoing
TIT LE :

Beta-Thromboglobulin Levels and Platelet Function in the Newborn.

Start Diate 20 ,Jan82 Est Comp Date: Jun 83
Principal Investigator Facility
Virginia liallinan, M.D., CPT, MC Brooke Army Medical Center
DeptfSec Associate Investigators:
Dpartment of Pediatrics - - . - Lawrence K. Wickham, M.D., MAJ, MC
Key Words: Terry E. Pick, M.D., LTC, MC
Bet a-thromboglobul in
Platelet
Newborn

Accumulative MEDCASE El Accumulative Periodic
Cost: OMA Cost: $2543 Review Results:
Objectives: To determine the level of Beta-thromboglobulin in the healthy,
full term and preterm gestation neonate.

To measure platelet aggregation in this same population.

To determine if a correlation exists between Beta-thromboglobulin levels and
platelet aggregation in the term and preterm gestation neonate.

Technical Approach: Twenty cc of whole blood will be obtained from the umbili-
cal cord of 50 healthy, term infants and 25 preterm infants. Beta-thrombo-
globulin dete--inations will be performed as well as a determination of platelet
funct ion.

I

Progress: Much difficulty has been encountered in making the Beta-thromboglobulin
determinations. The problems seem to have been solved and the study will start
in the near future.

4

1 4
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I)Cti i I SuLnimary Shect

Pt: 9 ctS 8 11 N o: C2- 19-8 2 Stza0uS : Compet cd

L:ompa r i son o f ff i c ac y of Iheophyl I Ii neC Adml in1 i Ste Ce I-L W Con1 t i u)(io1 S 111 (11 iOl
ver'sus B3o lus f or St at us Ast himat i cus.

Start~-.011L Dt 14eb8 t Date
Principal Investigator Facil.ity
IBradfn)rd R. N1i 1 1cer, M. D., CPT, M( Brooke Army Medical Center
Dept /Sec Associate Investigators:
Deaartincnt of Pediatrics
Key IWrds:

Sa tus- Astlimat icuIs

-mi i x NIII1CAL jLst .*Xccnumtlat ive Petidi

L,)t : __UMA Co St :Revijew Results:
.)h i 0 d:,tCImiI1 neWhich of two methods of IV TrhoophyllIinc zidnin istiril-

I o00 iroct etf k .ct i ce i n reri ng stat us asthmniat i cus

(:II in 11 App roach : Twent y con seccut ive admiss ions to the Ped iat ric I ntens ive
Ca r- Uni I ((P1' II) who satisfied the definition of status asthmat icus were

O-lt-Li ieno the sttudy after i.nformeod consent was oht ained. Upon adninss ion
toC thc 1 iCU, I Pc r'andom Assiognment of' each subject to a treatment prot0col wa:

lliCill A dOUble-hi i d fa h ion. Fqnuivalent 24-hour doses of' intiraveiioi--,
ixIne were ndm init ered and responises measured tPy resp ira-te wY ser

I I ! I ffe1'cc d I.c k I- [)-t m.Cl t Ile' I at I I I

0m o lla in,



0

Detail Summary Sheet

Date: 2 Nov 82 Proj No: C-26-82 Status:
TITLE 

:

The Effect of Tylenol Therapy on Subsequent Chloramphenicol Serum

Start Date20 Anr 82 Est Gomp Date:
Principal Investigator Facility

Thomas G. Hardway, M.D. CPT, MC Rrnnke Army Modjr4n1 Cente
Dept/Sec Associate Investigators:

Department of Pediatrics _ _

Key Words:

Tylenol
Chloramphenicol

Accumulative MEDCASE Est Accumulative Periodic
4 Cost:_ OMA Cost: Review Results:

Ob"jective: To confirm an observation suggesting an interaction between
cliloramphenicol and tylenol.

Technical Approach: Retrospective analysis of patient records at Bexar County
Hospital using Microbiology log of chloramphenicol assays done in past three
years was accomplished noting use of or lack of use of tylenol.

I

P reIres: App roximatelv , i records were reviewed. However, the restilts are
not :lval kHl)le due to rcassignment of principal invest igator.
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t)et ail Summary Sheet

-Date: 2 Nov 82 Proj No: C-35-74 Status: Completed
TITLE:

Clinical Evaluation of Cisternography Utilizing Indium DTPA.

Start Date 25 Jan 74 Lst -omp -at,:

Principal Investigator Facility
- St even Bunker, M.D. , MA , MC Brooke Army Mcdical Center

Dept/Sec Associate Investigators:
lepa rtmcnt of Radio logv/Nuclear Medicine
Key Words:
Cisternography

SI lydrocepha Ills

Accimimulat ive MIDCASi 1 st AcCum-Lt-at ,e Periodic
Cost: OMA Cost: Review Results:
O CC t it: To evaluate the safetv and efficacy of 11 ndium DTPA for cisterno-

* graph>'.

Iechni,;i! Approach: The isorope is introduced intrathecally. The patient i-
imaged at 6 and 241 hours a fter injection. Progress of the isotope is followed,
Cotton pledgets are p laced in the nose and ears of patients suspected of CS:
leaks. ihey are removed and counted at 6 and 24 hours.

Ili

- n n I I,,, Ip i ov d hv tie FDA tor unrest ii t t,-d w
i ir - i 1 it :L; t: t ,i on a I dirug iio Iu onpmI IIp

6l

S
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iDetal I Summary Sheet

Date: 2 Nov 82 Proj No: C-12-77 Status: Ongoing
T IT LE :

Intravenous Administration of I for Adrenal Evaluation of Imaging.

Start Date 15 Nov 76 Est Comp Date: Unknown
Principal Investigator Facility
Steven Bunker, M.)., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Radiology/Nuclear Medicine

U Key Words:
Adrenal Scan
1131 (NP 59)

Accumulative MEDCASE Est Accumulative Periodic
* Cost: _ OMA Cost: Review Results: Continue

Ob ective: Clinical evaluation of NP-59 as a diagnostic agent for the detec-
tion of adrenal-cortical disorders and as a potential scanning agent for
detecting structural abnormalities of the adrenal meduila.

Technical Approach: The patient is injected IV with 1-2 millicuries of
1-131 labeled NP 59. Scanning over the adrenal glands is performed at 3 days
and again at approximately 7 days after injection. Bisual image interpreta-
tion as well as computer enhanced processing of the images is used to evaluate
them. In selected patients, two repeat studies employing dexamethasone sup-
pression may also be performed.

6

'olg r'es,;: I)uring the period 198) to the present, there has been no usage of
thi,. pimlict. The protocol is being maintained in an active status should a
kli;l'ilIOs t i"Ilnee ;narise.

K 138
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[tet Na I SU1irima I-v Sheet

C ~ ~~~~~~~~~~~ tae 2 o 2Po o -0$ tts oped-
TITLE:

Teclinet ium-99m-DiethylI-IDA for Di agnosis of liepatobil iarv and Gal lb ladder
Patholog ________

Start 'Date 18 Mar 81 -~Est Cornp Date:
*Principal Investigator Facility

Steven Bunker, M.D., MAJ, MC Brooke Army MedicalCenter
*Dept/Sec Associate Investigators:

!De,ptment of Radiology/Nuclear Medicine
Key Words:
Ilepatb oI ii ary Scan

Accumulat ive MEI)CASL E st Accumulative Periodic
Co';t: I MA Cost: Review Results:
)' eCt i Vy(: TO evna mato thle c' i cal efficacy of 99rnI'c-L:I1I)A ais a hepato-
iI ry aIgent.

C '[Techn icali Approach: Each pat ient is studied foll1owing a 4-0 hour period of
fasting (when possible). Following JV injection of 7-15 mCi of TchlnetiumTl
9m Di.I liyl- IDA, s imulItaneous computer acquisition is performed for further

dhe'1ay ;ITaayS i s . After nuclear images are stored, distribution curve dInaa ,
(iI ived. Initilally, views will he obtaiined every 5) minutes post injectio0n

v', the firs t 30-45 rrinfutes . Add it ional views are obtained at oric1l01u11 and
W.u~'' IF obstruction is; suspected. If thle gallbladder does not visual11 z

I1 2 us lCut(, chroit. K 'iolecysti tis or gallbladder dysfunction is

I Cli h e l ase'd 1) 1 -i - 01)1'0 1 ) iV I IIi i no0d i iiC t Ic CIQ i J
* hi itI , s;iiper iol )n>' I I IDA . ['herefIore , nlo pat iei

0

0'



Detail Summary Sheet

U

Date: 1 Oct 82 Proj No: C-21-81 Status: Terminated

TITLE:

Evaluation of Young Amateur Boxers by Computed Tomography

Start Date 26 Mar 81 Est Comp Date:
Principal Investigator Facility

Luis Canales, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:

Department of Radiology
Key Words:

U Computed tomography

Accumulative MEDCASE Est Accumulative Periodic

Cost: I OMA Cost: Review Results:

I Objective; To assess the extent of intracranial abnormalities that may

develop in young amateur boxers.

Technical Approach: CT scanning of the head of the amateur boxer will be done

after a boxing bout.

6

Progress: Fifteen cases were studied and no abnormalities were found. However,

the study was terminated due to inability to obtain volunteers.

4
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Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-65-81 Status: Completed
TITLE:

Odontodysplasia and the Trico-Dento-Osseous Syndrome, Type II.

Start Date: 23 Sep 81 Est Comp Date:
Principal Investigator Facility
Frank Quattromani, M.D., LTC, MC Brooke Army Medical Center

* Dept/Sec: Associate Investigators:
Department of Radiology
Key Words:
Odontodysplasia
Trico-Dento-Osseous Syndrome

Accumulative MEDCASE Est Accumulative Periodic
0 Cost: I OMA Cost:$1290.00 Review Results:

Objective: The principal investigator has found odontodysplasia, tightly
coiled hair and calvarial osteosclerosis and thickening in four generations
of a family of German ancestry. A study of the entire family is proposed
not only for genetic counseling purposes, but also to gain a better under-
standing of this disease so that it may be distinguished from other closely
allied syndromes.

Technical Approach: Radiographs of the immediate family of the proband as
well as twelve other members of the kindred were performed. Blood was
obtained for genetic association and linkage studies. Additional family
members were asked to complete a questionnaire and through this the kindred
members were identified according to generation to form the pedigree.

O

Progress: The earliest reported affected kindred member was the great
• grand lather ot the proband. All marriages in the kindred were noncon-

sanguinous although there was a common name in several generations.There
was no instance where an affected child was born to two unaffected parents,
nor was there a marriage between two affected individuals. Each affected
Indlvidual had an affected parent and male to male transmission was noted
several times. Nearly equal numbers of males and females (21 males/26

* females) were affected. Thus, the pedigree indicated an autosomal domi-
nant pattern. Affected family members were invariably edentulous by the
fourth decade of life, but frequently before age 30. All 47 affected
individuals reported loss of maxillary teeth prior to loss of mandibular

* 141



C-65-81 (continued)

teeth. Twenty-two of forty-seven individuals with ennmel dv pl wf.l1.1 .i f
)one time tightly colilel (tuzzv) hair, while lWb ot 1P) with 111,,.11 I Ld I

had straight hair.

Interestingly enough, in 1972, Lichtenstein eL Al. investigjtd a

kindred of 169 members from Washington County, Virginia, with an aulosomal

dominant syndrome of curly hair since birth, dysplastic enamel and a gener -
ized skeletal dysplasia involving long bones. The present kindred of 226

members live along the Holston River Valley of Tennessee and demonstrate a

similar disorder of hair and teeth but in which the skeletal findings Includ.
a markedly sclerotic and sometimes thickened calvarium with long bones that

are slightly undertubulate d without sclerosis. In spite of radiologic

differences between the two kjlrihipr, it is likely that they have a common

ancestor given the similar geovr ... origins. However, after an extensive

genealogic survey, no such ancestor was identified.

0b

U. i
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Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-21-78 Status: Ongoing
TITLE:

Clinical Study of Intraocular Lenses.

Start Date Feb 78 Est Comp Date: Unknown
Principal Investigator Facility
John Gearhart, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Ophthalmology Donald Griffith, M.D., COL, MC
Key Words: Charles Aronson, M.D., LTC, MC
Intraocular lens
Cataract extraction

Accumulative MEDCASE Est Accumulative Periodic
Cost: _L OMA Cost: Review Results: Continue
Objective: To establish the safety and effectiveness of this device for use
in human subjects according to guidelines recommended by the Food and Drug
Administration ophthalmic advisory panel.

Technical Approach: Data required for the study is collected and reported to
the intraocular lens companies in the individual format required by each
company. The data consists of ocular preoperative, operative, and postopera-
tive information with particular emphasis on resulting vision and complica-
tions accompanying implantation of the intraocular lenses. The lens manu-
facturers then compile the data for the nationwide study and supply the FDA
with the results.

Progress: Overall, 300 patients have been entered on the study' (160 during
FY 82). Since last year enough data has been accumulated nationally to start
r1,mov i ng ome lens style,; from the investigational requirement, and many more
arc planned for release. The data is showing the devices to be safe and
vfc t i vc.
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Detail Summary Sheet

0, -te: 3 'Nov 8 . Pro No: C- 14-8o $,,t U,, z,,,, .
TITLE:

Abdominal Wound Closure

Start Date Mar 80 Est Comp Date: Indefinite
Principal Investigator Facility
Michael J. Walters, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/General Surgery General Surgery Residents
Key Words:
Running suture
Interrupted suture
Wound closure

Accumulative MEDCASE Est Accumulative Periodic
Co St _____ OMA Cost: ___ Review Results: ColltiluUe
Ob-ective: To determine if there is a difference in wound closures performed
by interrupted or running suture techniques on the fascial layers.o

l'chnikcil Approach: Wound cIosure techniques are evaluated tor: (a) time of'
c los ore t operati on and (h) iIlmedi ate and long-term postopera tive wo md
C.01o 1 1, OTI'

0
h,* : ' h, 1)cei Cout )J' OyN 101) dtiV )1 i I~t ~ II>Ii

r ;ti;k , ri'm It .\ , l ch 1 < vtl i h1i- ) " en at a ta ' iidt Ii 1 I t9
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Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-7-81 Status: Ongoing
TITLE:

Open-ended Cutaneous Vasostomy

Start Date 3 Feb 81 Est Comp Date: Undetermined
Principal Investigator Facility
Maro P. Gang i, M.D. Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Uroo1Y__ _ C. Ritchie Spence, M.D., COL, MC
Key Words:
Spermatic granuloma
Open-ended cutaneous vasostomy

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

* Objective; To avoid the major complications, such as spermatic granuloma of
the vas, epididymal discomfort and pain due to intravasal pressure buildup
and spontaneous recanalization which often occur in patients who have a vas-
ectomy performed in the conventional manner for surgical sterility.

Technical Approach: Open-ended vasostomy is performed by isolating the vas
deferens in a standard fashion and using vaso-clips on the distal end of the
vas. The proximal vas is spatulated and sutured in an open fashion to the
scrotal skin.

4

Progress: This study was designed to include 200 patients--lO0 in the study
and 100 as controls. To date 138 patients have been entered into the study,
of which 63 were entered in FY 82.

It :ippears that an equal number of complications are occurring in both the
' tiudy ;itii control groulp. No unexpected adverse effects have been noted from
,ith ,r grounp. The study is ilncomplete ;it present until the total number of

pat i, nt o 1re regist ertd.
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Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-22-81 Status: Ongoing
TITLE: -_

The Effect of Prophylactic Antibiotics on Wound Sepsis Fol lowing.
Elective Cholecystectomy

tart Dae 26 Mar SL t . . .n 8
PrI'iIc ipa 1) 1 Invest igator 1: I Ci I i tyN

Cheryl A. Wesen, M.D., CPT, MC Brooke Army Med ical _Cent e
Dept/Sec Associate Investigators:
Department of Surgery/General Surgery Michael J. Walters, M.D., LIC, MC
Key Words:
Prophylactic antibiotics
Cholecystectomy

Accumulative MEDCASE Est Accumulative Periodic
Co t t_ OMA Cost: Review Results:
Objective: To determine if tl1' use of prophylactic, broad-spectrum anti-
biotics will significantly decrease the incidence of wound sepsis following
elective cholecystectomy for chronic cholecystitis and/or cholelithiasis.

lckhnikcal Approach: Patients undergoing elective cholecystectomy will be
i:initoini: d into control and study groups. The control group will receive
no Antihi tic. The ;tidy group will receive intravenous Cefamandol ime-
dlITely p ri or to surgery arid 6 and 12 hours after surgery. Cultures of

for rohe; and TnIerobcs will be obtained intraoperatively. Pat ients
hr1 hc tollowed postop,,rIt yrely for s gn s and symptoms of wotund sep; i..

S'wen VIt)" (V (i/ cli -c n in , ha vc been enrolled in t e t udy, six dii c i

" r ,  have heei io 'i , ic fect ions in any of" t Ie pI t ient s stud i ed
' Hi'. Ilk n) i . .s , . c , ffects attributable to the adninijtri: oo
., mcl , l F'. -. ,,s i "rl ier thi h year secondary to d( pari it,

• " ' i ' , rii nent of ;i new prircip;il iiiv(,sSt ig12,3 1



Detail Summary Sheet

Date: 3 Nov 82 Pro No: C-23-81 Status: Completed
TITLE:

Comparative Efficacy of Serum Albumin Products

Start Date 31 Mar 81 Est Comp Date:
Principal Investigator Facility
Nelson L. Isenhower, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Anesthesioloz, Chester E. Pruett, M.D., MAJ, MC
Key Words:
Albumin

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost:$35,280 Review Results:
Objective: To determine if there is a difference in the therapeutic effec-
tiveness of the Federal Standard 25% Normal Serum Albumin U.S.P. (which
requires refrigeration with 10 year shelf life) and the commercially avail-
able 25% Normal Serum Albumin U.S.P. (which requires no refrigeration with
3 year shelf life).

Technical Approach: Clinical comparison of patients needing colloid volume
expander comparing Depot albumin and commonly available albumin.

I

lirmoress: No i gi t'i cant cli n i cal difference has been noted between the two.
Therefore the study is considered to be completed.

1
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DeCt IiI Summary Sheet

fC Date: 3 Nov 82 Proj No: C-30-81 Status: Onoing
TITLE:

Renal Sequelae of Vasectomy

Start Date 10 Apr81 Est Comp Date: Apr 83
Principal Investigator Facility
Ian I. Thompson, M.D., CPT, MC Brooke Army Ledical Center
Dept/sec Associate Investig ito,-r:

Department of Sur ery/IroLoy Mauro P. Gangai, M.D.
Key Words: C. Ritchie Spence, M.D., COL, IC
Vasectomy
Renal sequelae

* A'ccuili -e -- M -- L-t -Acc-uTru---i-v - -  Periodic
Cost: .. .. A _st Review Results: Cont inue
Oh ective: To detemii., in a retrospect ive manner, if any changes in renalI

ccO 't after a'e';Cct'tllv.
I

lechi-i il Approach" 1e wi i ,onipare patients with history of vasectomy to agc
match..d cotrols usiIx, 24 hour creat iinei/protein clearances as a measure of

l" 1F; iac t ioni.

I

K 't -, ., * i' i h lr inc iipt li'aI ltn h};h. i~l'n at I"o ' t flood tOi" t~l Y' pi'.

I
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Detail Summary Sheet

(

Date: 3 Nov 82 Proj No: C-32-81 Status: Ongoing
TITLE:

The Role of Continuous Peritoneal Lavage in the Treatment of Severe
Acute Pancreatitis

Start Date 12 May 81 Est Comp Date: Jun 83
Principal Investigator Facility
James M. Kunkel, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/General Surgery
Key Words:

qPancreatitis
Peritoneal lavage

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective; To determine the efficacy of continuous peritoneal lavage in
decreasing the morbidity and mortality of severe acute pancreatitis.

Technical Approach: Patients diagnosed as having severe acute pancreatitis
will be randomized into control and study groups. The control group will
receive standard care for pancreatitis with surgical intervention when
appropriate. The study group will undergo continuous peritoneal lavage
with Inpersol for not less than 48 hours and not more than 5 days.

Progress: One patient has been enrolled and was treated with peritoneal
lavage. The patient survived and ultimately did well.
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'ctaiIsulifia ry Thect

D -te -Nov 8 rjN:C4-1Sau:TriaeAT TITLE:
Anterior Vitrectomy for Aphakic Cystoid Macular Edema -Collaborative

Study __ _ _ _ _____ _ _ _ _ _ _

Start Date 15 Jun 81 ____ Es C Da te:
Principal Investigator Facility

16Do nalId G. G r if f ith, M. D. , CO L, MC Brooke Army Med ical1 Cent er

'6 P t /5Scc Associate Investigators :

DeWrds:n of Surgery/Ohthalmoiogy

Viti--t m
.\h. cvstoic maculiar edeina

wiiii LAr ye MICASU Est AccumulIat ive Per iodic
StOMA Co st: Rev iew -Resul t s

'Io learn whait effect, if iny, zinterjor vi trcctonv/ha-,on per --

1(.Alntcal 'pproach: 1a je, i with aphakic Cys-tOid ma1,cular Cdemll aind c.v idenfce

uof vitr-eous a.2*mrrmal it\ ,,ill he1, randolf selected for vitrectomy or for
ca. nalagemt-fit

* It I ' ) r~ede' h ii ce cki o( te n t 1
A k .) 1. 1 1 t~: W~ V10 I~ iIt t LC IZ t ' C2
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Detail Summary Sheet

(7

Date: 3 Nov 82 Proj No: C-41-81 Status: Ongoing
TITLE:

Hearing Levels in Otherwise Healthy Children Who Were Exposed to
Ultrasound While Fetuses
Start Date 15 Jun 81 Est Comp Date: Mar 83
Principal Investigator Facility
Leonard Brown, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Otolaryngology
Key Words:
Ultrasound

Accumulative MEDCASE Est Accumulative Periodic
Cost:_ _OMA Cost: Review Results: Continue
Objective: To measuring hearing levels of otherwise healthy children who
underwent diagnostic ultrasound in utero.

Technical Approach: Puretone audiometry through very high frequencies is

performed on children exposed to diagnostic ultrasound in utero.

Progr-ss: IPue to the lack of patient response to numerous letters sent out
,during FY 82 ily two patients tested), our plan is to take another approach
il coopers, Iih the Dpartment of OB-GYN.
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li1 J i I SuIHnMa r'y Shice

5. Dte: - 3 Ngov-8 82- '-Proj iNo-:- C-5 -7---8l Status:-S -OWif ig1-
TI TLE:

Cardiac Surgery Prospective Follow-up Project

StartDate ___20 Aug 8! Est Comp Date: Ag8 __

PrniplInvestigator Facility
Georg eF. Schuchiann,NL.D., COL, MC Brooke Army Medical Center
Dept Sec Associate Investigators:
Department of Surgery/Card iothoracic James B. Peake, M.D., COL, MC
Key Words:
Cardlic surgery

Accumullative ML'DCASi-lEs t Accumiuaiti ve Periodic
CUi t : ___ A Co st R Rev i 0w R 0Slts S C')11 t i nueI
Ob.) ict i c-i : To ol 1 low-- up pa t i eut> who live had card ii.: surg icaIi procedu res
to alssesns: a . Shiii I- LOV)l oil(Olil. 1). Ionig --term Ou~t oni:1; C . p)rugrio > t iC

* faictoris aind relate ilbovt,~ to vo ik st t nd militar)y serv ice.

cchn i Ji Approach: Ar : r ifo nied c oiisc-t. patijents were asked to fill oult
ba';Vl lu-k data shii; g iforimitioi to al1low contac~t fo-f Follow-up.
Flthe r kcollst. mt :Loll of Id t l(as e is ncr-omll) 1ished by physic ian review of

a rtdll 01 ditilit a iil igu rp tde ind hii.storical1 dat a wh iti were
nw a iah-d on a -tandlai-i Coi-e ud he out bahse was expanlded withI a t'or,%

11([d 1it ilitraop(j!i-t cely. t oi ii- ii Ie 1, tars :iave been S01ni, 1ntill1i

[); At wc!'Q t j 7 ' ,it \oNi t deteriine the ef! oct of
- ml a--gey poti , sn i vit I , )preoperatfive svmtpois , 3) qual1ity- of

-1~ ) m I O" lVa 1t -

-I-e ill t tv L- pat inf have becn regi stered, 127 Wfirling FY S1

I U Kr is' of tiinil g, 11 ol1Ni (C Ili e.

I it -a" t-- ''' ies have been azntI mnintaijnc, A

I IIl"o! j 1(l 5- i 2t'W C Of Other comm it meat i tt
-. -, 1-r(iA . 1ins, we are soloiiwh~it holh :I( ll(1

I~~ n F I '; he 1'' 1 f '



Detail Summary Sheet

Date: 2 Nov 82 Proj No: C-60-81 Status: Terminated
TITLE:

Post-cholecystectomy Analgesia and Respiratory Function in Patients
Treated with Epidurally Administered Morphine, Bupivicaine or Sterile Saline.
Start Date26 Aug 81 Est Comp Date:
Principal Investigator Facility
Chester E. Pruett, M.D., MA, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Anhesiology __ Wallace H. Good, Jr., M.D. CP1', MC
Key Words:
Epidural morphine
Analgesia

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To document the postoperative respiratory function and analgesia
obtained in patients undergoing a right subcostal approach for cholecystectomy
given epidurally applied morphine (the test drug) as compared to Bupivicaine
(a previously reported modality) or sterile saline (a placebo control).

Technical Approach: To randomly epidurally administer morphine, Bupivicaine
or saline to patients undergoing cholecystectomy in right subcostal approach
by the investigators and compare preop and postoperative respriatory functions.

Progress: Principal resident investigator PCSd and principal staff investi-
gator not interested in doing the study by himself. Other residents like-

* wise not interested in the study, therefore it was terminated before sig-
nificant number of patients were entered.
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Detail Summary Sheet

Dit - .C Nov x 8 .2 Proj No: C(- -82 1 ;it, A:. Oii ".I
TITLE:

Antibiotic Prophylaxis for "'ransurethral Resection of the Prostate
TURP.

Start Date 21 Oct 81 Est Comp Date: Oct 83
Principal Investigator Facility
Ian M. Thompson, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Urolggy __ C. Kenneth McAllister, M.D., Li,
Key Words: MC

Transurethral resection of prostate (TURP) Vern Juchau, Ph.D., LTC, MSC
Prophylaxis Mauro Gangai, M.D.
Antibiotics C. Ritchie Spence, M.D., COL, MC

Accumulative MLDCASE Es t Accumulative Periodic
U _t._ . . . . .[ ONMA Cost: Review Results: .......

Objective: To determine if a rationale exists for the prophylactic use of
antibie, ics prior to and during transurethral resection of the prostate

* ( IRPJ.

Iechnic;al Approach: This is a randomized, double blinded placebo controlled
1 study of Septra (2 doses pruo;;/ 2 doses po.:top) for T'URP in low-risk patients.

B• ni'rc ol cxci ltion,,, many patients cannot he cntcr'. ,

..nc t king, (,1 wit cci pticnts having 5cen enrollc.d.

L



Detail Summary Sheet

Date: 1 Oct 82 Proj No: C-14-82 Status: Ongoing
TITLE:

Association of Geniourinary Tract Abnormalities with Inguinal Hernia and
Prognosis of Inguinal Hernia Repair
Start Date Jan 82 Est Comp Date: Unknown
Principal Investigator Facility
John K. Hamelink, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/General Surgery [an Thompson, M.D., CPT, MC,
Key Words: Urology Service
Inguinal Hernia Cheryl Wesen, M.D., CPT, MC
Prostatism General Surgery

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:
Objectives: To determine the degree of association of genitourinary tract
abnormalities and inguinal hernia.

To attempt to identify any association that may exist between genitourinary
tract abnormalities and prognosis of inguinal hernia repair.

Technical Approach: Part I: Male patients over age 40 with inguinal hernia,
(without previous hernia surgery or transurethral surgery) are evaluated in
the General Surgery Clinic for repair. Following consent, patients are sent
to the Urology Clinic for examination and urine flow rates with recommended
treatment.

Part IT: Follow-up schedule of postoperative herniorrhaphy patients on proto-
col from Part 1. Complications, hernia recurrence, and progression of uro-
logic disease are recorded.

Progress: The study has been dormant until recently because the principal
investigators were off :heir respective services or on TDY. Five patients
have bcct enitered on the study and significant progress is anticipated in
tho' ('omilg Vear.
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Detail Summ'ry Sheet

j Date: 2 Nov 82 Proj No: C-20-82 Status: Ongoing

TITLE:
Long-Term Effect of Orthoptics on the Fusional Vergeances.

Start Date 16 Feb 82 Est Comp Date: Dcc 84
Principal Investigator Fnci 1 it,

John C. Kotulak, O.D. , CPT, MSC - -- Brooke Arm i edical Center-__
Dept,/Sec Associ'ate Invest i ga to':
Department of Surgery/Opt ometr.y___ Wi I Iam B. Knapp, 0. 1). Ilh. ).
Key WIords: Mark D. Cooney, 0.1).
Orthoptics

q us iona I Vergeances

Accuulative MEDCASE 1 Est Accumulative Periodic
Cost: _ OMA Cost: Review Results:
Objective: To determine tl~e long-range efficacy or permanency of orthoptic's

* as a treatment modality for strabismus.

Technical Approach: Only patients who have been successfully treated with
orthoptics are eligible for inclusion in this study. After being admitted
+o the study, patients are given regular post-orthoptic follow-up care at
regular time intervals. At each follow-up visit, the amplitude of the particu-
iar tusi,-)nl vergeance that has been enhanced orthoptically is measured and
recordcd. The major thrust of this study is to observe the effect of tinc
)I tl 11plitude and to gain the ability to quantitatively predict the cd-

s t~. or ui i mate amplitude many years after therapy has been terminated.

11, ' at ie nts havc itn 1 t d ied tTICfnr.

S
' ',,:' - lh Fstndy i.in its carl jest stages, during which time the iit ial

It I 'r a. C j!(2 i njL, IrtCn [0 rat (?t. After a I lowance for at t 11ion, approxim:tely

.: ,.' ,e C.,:p ,'t, i , added to the study each year.

0 f



Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-34-82 Status: Ongoing
TITLE:

Preoperative Detection of Gram Negative Pathogens in Intraocular Surgery
Candidates.
Start Date 18 May 82 Est Comp Date: Sep 83
Principal Investigator Facility
Don G. Griffith, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Opthalmoloj Vern Juchau, Ph.D., LTC, MSC

q Key Words:
Limulus lysate
(onj unct iva

Accumulative MED-ASE Est Accumulative Periodic
Cost: __ OMA Cost: Review Results:
Objective: To utilize Limulus Lysate screening to detect the presence of gram
negative organisms in and around the eye in patients scheduled for ocular sur-
gery. Patients will have simultaneous cultures performed to correlate caterio-
logic growth and potential pathogenicity with positive Limulus Lysate Test
results.

lechnical Approach: Fourteen patients have been entered on the study. Limulus

Lysate is inoculated with swabs from subject's conjunctiva.

Progress: Currently all types of swabs tried have resultedin false positive
tests. A search is underway to find a new type of swab or a new collection
method that does not result in a false positive test.
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Detail Summary Sheet

Date: 3 Nov 82 Proj No: C-40-82 Status: Terminated
TITLE: A Comparative Study of Two Peripheral iV Site Dressing Methods: The
Present Sterile Gauze and Antibiotic Ointment Method vs a Transparent Poly-
urethane Dressing and Antibiotic Ointment.
Start Date 7 Jul 82 Est ComL Date:
Principal Investigator Facility
Al In Rastre II i , NI.1)_, C.PT, MC Brooke Army_ Medi.cal Center
)ept /Sec Associate Investigators:
De-artment of Surgery/Anesthesiology Nelson Isenhower, M.I)., ITC, MC

W,.'v Pords: Paul 1. (:s in Ii , N. D. C(TI'. MC

q

At.'cumulative MEDCAS i Est Accumulative Periodic
- .... JcY OMA Cost: Review Results:

t hi. te To observe aiid compaie in a prospective study using a random
-Arlple, the incidence of phlebitis using two methods of IV site dressing.

-. ~ira i :Approa ch: Study terminated before doing patients.

I

.,' ,e , 'l li , I , d (.' "- -,uv fior % udv 1O longer ]reent

I

0 3,
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Detail Summary Sheet

ii

Date: 3 Nov 82 Proj No: C-41-82 Status: Ongoing
TITLE:

Color Defects in Glaucoma.

Start Date 7 Jul 82 Est Comp Date: Sep 83
Principal Investigator Facility

John R. Gearhart, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Surgery/Ophthalmology
Key Words:
Color vision
Glaucoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: Assess the relationship between glaucoma and color vision defects.
Primary emphasis will be on the correlation of early color vision defects with
other signs of glaucoma, such as visual field changes and optic disc changes.
The prognostic significance of color vision defects in the early glaucoma and
ocular hypertensive groups will also be evaluated.

Technical Approach: We plan to administer the Farnsworth 100 Hue Color Vision
Test to about 100 glaucoma patients and 100 patients with elevated intraocular
pressure without optic nerve damage. We will follow these patients in the
traditional manner as well as with the Farnsworth 100 Hue Test. We will
attempt to correlate any changes in color vision with other demonstrated defects.

Progress: None. Awa itig equipment.
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Detail Summary Sheet

b late: 3 Nov 82 Proj No: C-21-82 Status: Ongoing
TITLE:

A Predicti- Model for Estimating the Response to the Army Physical Fit-
ness and Weight )ntrol Program.
Start Date lb Feb 82 Est Comp Date: Dec 82
Principal Investigator Facility
Kenneth D. James, MAd, AMSC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Food Service Division/Clinical Dietetics
Key W'ords:

Weight control
qArmv Phvsical Fitness Program

Accumulative MEDCASE jEst Accumulat ive Periodic
Cost: .OdA Cost: Review Results:
.1 eCt I':V To deter'mi ne if overweig h-t -u t generally healthy sold-i ers- pa rti -

11.aI i I in a manda tory weight reduction program lose weight at the same rate
A .Hnd degreC as matched general clinic patients desiring weight loss for cosme-

tic and/or health reasons.

lo i,.cnt ifv and evaluate factors which will predict compliance with and result-
,f h)i weight control program as applied to individual soldiers.

!'(o idcntify and evaluate factors within the administration of the program whi.:h
:iov bc indicative to successful compliance with and completion of the program

1,y i:(Jividual sold iers.

,h;, , I Approach : Pat ients were selected, questionnaires administered .tj!,J
i f01 ow--1up lquest ionnaires ire currently being administered.

, It',1 illi .:rv rc('Sll .t ot tlh' st idy are he in t:1ht l;hi 11 cd O Wt .

I

I hO,

I
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Detail Summary Sheet

_3__Nov 82 .... Proj No: C-33-82 Status: Ongoing
TITILE:

Evaluation of Radiation Exposure to Personnel During Cardiac
(:atheterizat ion.

Start Date 18 May 82 Est Comp Date: Dec 82

Principal Investigator Facility
Robert J. Matthews, Ph.D., CPT, MSC Brooke Army Medical Center
l)ept/Sec Associate Investigators:
Medical Physics Service ....

Key Words:
Radiation exposure
Cardiac catheterization

Accumulative MEDCASE j Est Accumulative Periodic
Cost: OMA Cost: $4000 Review Results:
Objective: This project will assess x-ray exposure levels of personnel during
cardiac catheterizations, particularly exposures to the lens of the eye and
the thyroid which are the radiosensitive organs of interest.

Technical Approach: The mensuration of the x-ray exposure levels is accomplished

by placing small solid state detectors (LIF) on the foreheads and at the sternal
notch of physicians and technicians performing the cardiac catheterizations.
Additional data is obtained from film badge exposures and mechanical tiners
placed in the laboratory.

Progress: The necessary laboratory equipment is operational. Several trial
runs to test methodology were accomplished. With the opening of a second
cardiac catheterization lab, the study was modified in order to distinguish
dat;i taken from the two labs. This will allow the assessment of exposuresdue to different laborato rv equipment.

161
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Det at I Summary Sheet

late: 3 Nov 82 Proj No: C-11-81 Status: Completed
TITiE:

Teaching the Language and Learning Disabled Soldier.

Start Date 4 Feb 81 Est Comp Date:_____
Principal Investigator Facility

,Judith Riggan, MA, AMSC Brooke Army Medical Center

Dept/Sec Associate Investigators:

Physical Medicine & Rehabilitation Service

Key Words:
Learning disabled soldier

Accumulative MEDCASE --- Est-Accumulative Periodic
Cost: _____OMA Cost: Review Results:
Ubjective: To determine ifAcademy ot Health Science students documented as
"language and learning disabled adults" (LLD) can be helped to succed in

their advanced individual training program thus reducing attrition and/or

failure rates at the Academy of Health Sciences.

Technical Approach: The 91E Basic Dental Specialist Course was chosen as the

course for initial inclusion in this stud . A questionnaire was given to each
student on orientation day which coverc uch areas as: previous educational

history; participation in special education services during high school; read-
ing and/or writing problems. If any of these areas were noted, the staff would
immediately consult with the student regarding special needs during the 91l

Course. Based on the faculty screening process, some of the students were
referred to the occupational therapist for more definitive testing. If a

"language and learning disability" was suspected, the student was referred

to Psychology Service for thorough psychometric evaluation.

If sensory integration (the ability of an individual to receive and process a
vajrily or stimuli so that they can react to the evironment in an integrated,
organi7ed manner) or learning disability was noted, the student was asked to

part icipate in the Occupational Therapy learning Abilities Program (OrlAP)
to enhance sensory inte'gration skills and develop compensatory work/study

skills.

Progress: A total of 93 students were evaluated during this study.A total
of 27 (29',1 were documented as having significant sensory integrative dysfunc-

tion; 21 (22. 5) were documonted as having significant integrative dysfunc-
tion; b (Q%) were assisted in a series of appointments dealing with only
study; 39 (42%1 had no significant problems noted.

(cc'pat iotdl ITherapy formal ly intervened with 47 sensoi y integrative or

learning disabled students with thn following results: 91 of the noldiers

1 0.?



4/

I 1-S1 (cont inued)

that received training/skill development from the Occupational 'lherapy learn
Abilities Program are currently product ive soldiers :;atistactorilv fll fil I l.i
tbtwr initial or subsequent enlistment commitments.
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Detail Summary Sheet

Date: 1 Dec 82 Proj No: C-44-82 Status: Completed
TITLE:

Torque Production by the Quadriceps Muscle Group on the Cybex II Dyna-
mometer as Related to Changes in Lever Arm Le__th
Start Date 7 Jul 82 Est Comp Date:
Principal Investigator Facility
2LT James Casey/2LT Rogan Taylor Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section

q Key Words:
Cybex II Dynamometer
Torque

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To determine if change in lever arm length will affect torque
output when using an isokinetic exerciser.

Technical Approach: Active knee extension by 32 active duty Army men and
women was measured on the Cybex II Dynamometer. Each subject randomly
selected three of four predetermined levels for resistance pad placement
and delivered four maximal knee extensions at each of the three levels
chosen.

Progress: As the lever arm was shortened, the subjects' ability to produce
torque was decreased. It was concluded that when using this piece of equip-
ment, torque production is significantly affected by changes in lever arm
length. Therefore, for the most accurate use of this equipment in the clinic
and for research, a standard lever arm length should be extablished for each
';uh.iect tested.

lol
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Detail Summary Sheet

PteC: I Dec 82 Proj No: C-45-8. Sta-1tus: Compl)1etIed

.houlder Mohilization, Ice, liltirasound, and lenLil! l Exeei,;c': A
'i-cat r tor A es ive Ca sul it is

St art a, te 7 JuLI 82 Fs.t C 1) . j_ I t ,,::
Pr'in-ipa-l n1ve stigator Facility
2UT Suzanne Groff/2LT Jeremy P. Hutton Academy of llealth Sciences
Dept/Sec Associate Investigators:
Physical rherapy Section
Key Words:
Adhesive capsulitis

\(cumutative NIEDCASE Est Accumulative Periodic
(ost OMA Cost: Review Results:
i-A)c- t-iv: To evaluate shoulder mobilization for increasing range of motion

I 'ill eats with adhesive capsul it is.

'I ,chn:i ) I pproach: ShouIder mobilization techniques were used in con junctimoi
with it:', ultrasound, and pendulum exercises to treat 5 patients with adhesivt,
Sq)siul iti s. Four patients in the control group were treated with ice, ultra-
sound, ard exercises, but did not receive mobilization. Passive shoulder
meT ins .,ere measured with a standard 180 degree long-arm goniometer before

ti :I Two-weeh treatment period.

-I , i ld t't l owe " [glltilc;lnt ly gr actller gains () .)

Ti' ab ct in ' !)it i i s i n T he mobi I i zcd grOup, 1)11 the i r
I _1i 1ct :n I / t , (!, , , rn:'l; IrOt tl ion did Iot increase Si PHi

S , a;I tIa, cont r,,,! .' ' 1w', It was onicluded that mohi li zat ion
I,, : I-r,., iJg l :ir. t ion, I [t that ' Irt her study i

I I,:)V(N. I l I f- ct iv 'Ic(:- I rcat ,idhes ive c;ipsil it i
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Detail Summary Sheet

Iate: 1 Dec 82 Proj No: C-46-82 Status: Completed
TITLE:

Effect of Plantar Flexor Strengthening on Vertical Jump Ability

Start Date 7 Jul 82 Est Comp Date:
Principal Investigator Facility
2LT Kathleen F. McCoy Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section
Key Words:
Plantar flexor strength
Vertical jump

Accumulativc MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: To evaluate BAMC's method of assessing its plantar flexor
strengthening program.

Technical Approach: The Cybex II Dynamometer was used to measure plantar
flexor strength at speeds of 10 rpm and 30 rpm in 19 active duty military
personnel. The subjects were also measured as to vertical jump ability in
an effort to determine if a relationship existed between plantar flexor
strength and vertical jump ability. The subjects were divided into an
experimental and a control group. The experimental group was given a
three-week exercise program consisting of 100 toe raises done twice daily.
Both groups were then retested as to strength and jump height.

Progress: "The dJat was :)n;lvz ed using t-tests and simple regression tests.
No significant strength increases were produced by the exercise program, and
no core l ation mi;3s foltihl to exist between plantar flexor strength and verti-
cal jiump ability. Thus, plantar flexor strengthening may not be an effective
mea:ns of improving vertical jump height.
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Detail Summary Sheet

Ca I'd i 0-pu lino)lia r Responses to B icyce Ic Ergoim I i r wiIh Ii. C II),.

Start Date 8 ,Jul 82 .t. Coll 3t.e.................~ ~ 1 -.."-_ _ " . . : _.- .................

Principal Investigator Facility
2LT Charles Lauer Academy o.HaltI.th Se 'nces
Dept /Sec Associate Investigators:
Physical Therapy Section
Kev Words
F r1-romet ryU

: :A-wrilative NIEDCASE Est Accumulative Periodic
So .t •_ ON_ A _ost:_ Review Resllts

T It VC: To ' asse-s the effects of toe-clips on the heart rate and
* r"T'piraitorv exchange efficiency of normal male subjects.

[, hn i " I App roach: None

I',. ,,. Pr) i('ct termin.,ed dute to b rea kdown ,f esenti al pieces of equipmeint
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Detail Summary Sheet

Date: 1 Dec 82 Proj No: C-48-52 Status: Completed
TITLE:

Comparison of Oxygen Consumption Levels in Adult Males Running in
Combat Boots and Running Shoes
Start Date 7 Jul 82 Est Comp Date:
Principal Investigator Facility
2LT James M. McKivigan Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section

I Key Words:
Oxygen consumption

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To provide a data base for administrative policy with regards to
rtnning.

Technical Approach: Six, male, armed forces officers whose age ranged from
24 to 33 years ran on a treadmill on two separate occasions, once in combat
boots and once in running shoes. Two gas samples were taken after 5 and 10
minutes of running in each type of footwear and used to calculate each sub-
ject's oxygen consumption level.

Progrcss: A t-test was utilized to determine any statistical difference
in thvcs, oxygen I ev, ls, mld none was found at the .05 level. In this
4tudy, fti e was no di ft'trcnce in oxygen consumpt ion levels between running
in com ;lt hoots anid rlilinlng shoes.

I(Io 4



Detail Summary Sheet

Date: 1 Dec 82 Proj No: C-49-82 Status: Completed

TITLE :
Footprint Sequencing in the Analysis of the Angle of Gait in 75

Normal Children
Start Date 7 Jul 82 _ Est Coa Date:---__-
Principal Investigator Faciit,
21T Christina Barnett/21T Vicki Belcher Academy of Health St'iVnCes
Dept/Sec As:oci I C In've.,t igil "or :
Ph\'sic._l Therapy Section
Key Words:
Angle of gait

A .,,umulative MEDCASE Est Accumulative Periodic
OMA Cost: k3view Result.:

(-, t I' -- Fo provide a data base for standardized evaluation of the angle
of g:,it in children.

Technic l Approach: Footprint sequencing was used to measure the angle of
* ait in 75 normal children. This study was undertaken to generate norma-
tive dat:i in children between the ages of 12 and 72 months.

I

* ,): .. ; t t : an: vlsi reve.il ed the meanl angle of ).ait to bI.
. . ti of ch 'r ()o , I g .'"a I
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Detail Summary Sheet

D ate: 1 Dec 82 Proj No: C-S0-82 Status: Completed
TITLE:

Relationship between Isokinetic Torque and Body Weight

Start Date 7 Jul 82 Est Comp Date;
Principal Investigator Facility
2LT Leo H. Mahony, Jr. Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section
Key Words :
Isokinetic torque

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: To add to the existing body of nowledge on isokinetic dynamo-
metry through the establishment of normative data for use by clinicians and
researchers.

Technical Approach: Thirty active duty U.S. Army personnel ranging in age
from 19 to 29 were studied. There were 12 females and 18 males. None of
the subjects had a history of serious knee pathology. The peak torque of
each subject's knee extensors was measured using a Cybex II isokinetic
dynamometer. Following two minutes of rest, the subject performed three
maximal effort contractions in both directions of possible rotation. The
left knee was initially tested in all subjects, with the right knee tested
in the same manner.

I rore,': 'The t udv indica ted that body weight was the hest deterininant of
ma xifimiin i okinetic torqtui genernting capabilities (r = .85). The mean values
of miximum torq||t, divided by body weight resulted in 100.23% for males and
78.v3':, for females. Also proposed were minimal values of 77.42% and 66.230
for the samv populations.
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Detail Summary Sheet

Date: 1 Dec 82 Proj No: C-51-82 Status: Completed
TITLE:

Reliability of Goniometric Measurements: The Lower Member

Start Date 7 Jul 82 Est Comp Date:
Principal Investigator Facility

2LT Randal J. Halter Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section
Key Words:

Goniometric measurements

Accumulative MEDCASE Est Accumulative Periodic
Cost: O4A Cost: Review Results.:
Objectives: To evaluate the intratester and intertester reliability of
measurements taken with the universal goniometer. More specifically, the

* reliability of range of motion measurements for the lower member will be
investigated.

2. The manner in which reliability relates to the tester's years of clini-
cal experience will also be examined.

Technical Approach: Both intratester and intertester reliability of
selected goniometric measurements were studied. These motions included
flexion, extension, abduction, adducti.on, internal and external rotation
of the hip, extension and felxion of the knee, dorsi and plantar flexion
of the ankle and supination and pronation of the foot. Fifteen subjects,
including graduate students in physical therapy and practicing therapists,
took five series of these 12 measurements. The two-way analysis of vari-
ance was used to determine the significance of the differences between
(intertester) and within (intratester) subjects.

Progress: Although the intratester variation was found to be significant
for only hip abduction and foot supination/pronation, all of the motions
were significant for intertester variation (at the .05 level). The means
and standard deviations of intertester measurements indicate that the
reliability of these measurements varies from joint to joint. Therefore,
a blanket statement of goniometric reliability being a certain number of
degrees wniid be invalid.

6
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Detail Summary Sheet

Date: 1 Dec 82 Proj No: C-53-82 Status: Completed
TITLE:

Effect of Stretching on Ankle Range of Motion While Running

Start Date 13 Aug 82 Est Comp Date:
Principal Investigator Facility
2LT Mary Dillon/2LT Jane Freund Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section
Key Words:
Stretch exercise
Jogging

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To compare the effects of stretching immediately before running,

0 stretching after five minutes of slow jogging, and no stretching at all
before running two miles.

CTechnical Approach: Ankle dorsiflexion measurements before and after a two-
mile run were used to compare the effects of different Achilles' tendon
stretching procedures on ankle range of motion. Testing procedures were:
(1) Achilles' tendon stretching prior to running; (2) Achilles' tendon
stretching after a five-minute warm-up jog, and (3) no stretching. All
three procedures were followed by a two mile run. Eight male and five
female subjects participated in the study. Each subject performed each
of the three run/jog/stretch sequences on three separate test dates.

Progress: Analysis of the data comparing pretest and posttest dorsiflexion
measurements demonstrated no significant difference among the three procedures.



Detail Summary Sheet

Date: 1 Dec 82 Proj No: C-56-82 Status: Completed
TITLE:

Analysis of a method for Estimating Percent Body Fat

Start Date 13 Aug 82 Est Comp Date:
Principal Investigator Facility
2LT Keith R. Kolakowski Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section
Key Words:

q Fat-O-Meter (FOM)

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: To evaluate the effectiveness of a skinfold caliper by comparing
it to a standard method for determining percent body fat.

Technical Approach: Two methods for estimating body fat percentages were
compared on 46 healthy male volunteers ages 20-38. Skinfold measurements
were taken according to the FOM Manual. Only one caliper was used in the
study. Sites were specific for age groupings and three readings were taken
of each site.

Potassium-40 counting was performed in a low level whole body counter. The
counting procedure consisted of the volunteer lying prone in the canvas
sling of the motorized trolley and riding into the counting cylinder. This
procedure was supervised by personnel at Brooks AFB. Background readings
were taken for five minutes between each group of three subjects.

Progress: The standard method of potassium-40 counting showed a higher fat
percentage in 27 of the 46 subjects when compared to the Fat-O-Meter. A
t-test found no significant difference between the two methods (P = N.S.).
Simple regression showed a correlation factor of 0.64, although a coefficient
of variation indicated that the values presented by the FOM were twice as
disperse (relative to the mean) than the standard method.
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Detail Summary Sheet

Date: 1 Dec 82 Proj No: C-57-82 Status: Completed
TITLE:

Reliability of Trunk Strength Measurements

Start Date 13 Aug 82 Est Comp Date:
Principal Investigator Facility
2LT Nancy L. Seaver Academy of Health Sciences
Dept/Sec Associate Investigators:
Physical Therapy Section
Key Words:
Cybex IT dynamometer

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To estimate the reliability of measurements of trunk strength

0 using the Prototype Cybex It Isokinetic Dynamometer Trunk Apparatus.

Technical Approach: Eight normal male and four normal female soldiers were
studied to estimate the reliability of measurements of trunk strength using
the Prototype Cybex II Isokinetic Dynamometer Trunk Apparatus. The four
trunk strength parameters studied were: isometric flexion, isokinetic
flexion, isometric extension, and isokinetic extension. The subjects per-
formed three maximal contractions or trials for each of the four trunk
strength parameters on day one and three more trials on a second day. Trunk
strength was determined by measuring the highest point on the torque curve
produced throughout the range of trunk motion.

Progress: No difference in trunk strength measurements was found between
the three trials or between day one and day two for the trunk strength
para:meters studied. Resultant findings are that trunk strength measure-
ments of isometric flexion, isokinetic flexion, isometric extension, and

* isokinetic extension using the Prototype Cybex II Isokinetic Dynamometer
Trunk Apparatus and experimental procedures appear to give reliable and
verifiable results.
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Detail Summary Sheet

Date: 29 Oct 82 Proj No: C-1-78 Status: Ongoing
TITLE:

Tetracycline-induced Ultraviolet Fluorescence of Pathologic Pulmonary
Tissues as Viewed Through the Fiberoptic Bronchoscope.
Start Date Oct 77 Est Comp Date: Oct 83
Principal Investigator Facility
William W. Burgin, M.D., COL, MC Darnall Army Hospital
Dept/Sec Associate Investigators:

Key Words:
Fluorescence
Tetracycline
Fiberoptic bronchoscope

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue

- Objective: To establish whether in vivo tetracycline labeling can be used to
aid the endoscopist in locating pathologic pulmonary tissues when viewed
through a fiberoptic bronchoscope incorporating an ultraviolet light source.

Technical Approach: Antimizrobials of the tetracycline family are known to
exhibit a characteristic fluorescence under ultraviolet light. It is also
known that tetracycline will concentrate in abnormal tissues such as tumor.
For this reason, it has been theorized and subsequently shown that patients
given tetracycline can have an induction of a bright yellow fluorescence which
can be seen under ultraviolet light in various tumor tissues. It is therefore
proposed that patients who are suspected of having lung cancer who will undergo
fiberoptic bronchoscopy be treated with tetracycline, 250 mg. q.i.d., for four
days. At the time of fiberoptic bronchoscopy, if tumor tissue is seen, it would
he biopsied, and no further procedures done. Iowever, if no abnormal tissue is
set., undt'r routine fiberoptic bronchoscopy, then the patient would be examined

* ,ith an ultraviolet light source. At that time, if an area of abnormal fluor-
c-cence is seen, a biopsy would he done in the routine fashion. Patients to
he Atudied would include all patients who have consented to have the procedure
performed, who would otherwise have an indication for fiberoptic bronchoscopy,
I.e. , pat ient s with suspected lung tumors.

Progress: This study has been transferred to the original proponent of the
study, COL William W. Burgin, and will be conducted at Darnall Army lospital.

1



Detail Summary Sheet

Date: 7 Oct 82 Proj No: C-39-82 Status: Ongoing

TITLE:
Comparison of Electrosurgery and Surgical Blade Loops in the Removal of

Inflammatory Papillary Hyperplasia.
Start Date 7 Jul 82 Est Comp Date: Jul 83
Principal Investigator Facility
Furmon M. Gardner, D.D.S., LTC, DC Cowan Dental Clinic, Fort Sill, OK
Dept/Sec Associate Investigators:
Department of Dentistry Steven A. Rathofer, D.D.S.,
Key Words: LTC, DC
Inflammatory papillary hyperplasia

I Electrosurgery
Surgical blade loops

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

* Objective: To compare clinical healing time and subjective relative patient
discomfort between the two methods of inflammatory papillary hyperplasia
removal.

Technical Approach: Two accepted surgical techniques using reports of patient
comfort as the criterion were compared. One method was used on the right side
of the palate and the other on the left.

I

Progress: Six patients have been treated. Data are inadequate for specific
conclusions. Since ,ill techniques used are accepted therapeutics, no adverse
responses attributable to the project have been noted.

4
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Detail Summary Shee,

Date: 1 Oct 82 Proj No: C-42-82 Status: Completed

TITLE:
Clinical Evaluation of New Strep-ID Plate.

Start Date 7 Jul 82 Est Comp Date:
Principal Investigator Facility
William F. Nauschuetz, CPT, MSC Reynolds Army Hospital
Dept/Sec Associate Investigators:
Department of Pathology/Microbiology
Key Words:

Strep ID plate

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objective: To determine the efficacy of the Strep-ID Plate (Carr Microbio-
logicals, Wichita, KS) using parallel studies. Streptococci from clinical
specimens will be identified by existing standard methods and by the Strep-ID
Plate to determine efficacy.

A Technical Approach: The Strep-ID Plate is divided into thirds: tryptic soy
agar with 5% washed sheep blood, bile-esculin agar, and pyroglutamyl-B-
naphthylamide (PYR) agar. The blood agar section is used for detection of
hemolysis and for the CAMP test. The CAMP test is simplified by using staphy-
lococcal beta-lysin impregnated disks. The bile-esculin agar is used to differ-
entiate the group D streptococci and non-group D streptococci. The PYR agar
differentiates group D enterococci from group D non-enterococci, as well as
group A streptococci from non-group A beta hemolytic streptococci.

Streptococci were obtained from clinical specimens and stock cultures. Speci-mens were streaked onto 5% sheep blood agar to obtain isolated colonies. Ino-

.iila of isolated streptococci were streaked onto the bile-esculin section of
4 the tri-plate and then onto the PRY section. A single straight line streak of

the organism was made on the SBA section, and a CAMP disk was placed approxi-
mately 5 mm from the streak line.

Progress: The Strep-ID Plate not only offers a uniformity not present in
u,; isting methods of strep work-ups, but also corresponds very well to standard

4 methodology in identification capabilities. Overall, the Strep-ID Plate had a
997+ agreement with conventional presumptive methods.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7703 Status: Completed
TITLE:

Radiation Therapy in Combination with BCNU, DTIC or Procarbazine in
Patients with Malignant Gliomas of the Brain
Start Date FY 77 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Glioma
Radiation therapy

Accumulative MEDCASE - Est Accumulative Periodic
Cost:j OMA Cost: Review Results:

* Objective: To compare the effectiveness of radiation therapy plus BCNU,
radiation therapy plus DTIC, and radiation therapy plus Procarbazine for
remission induction, duration of remission, and survival in patients with
malignant gliomas of the brain.

Technical Approach: Patients with histologically confirmed primary central
nervous tumors of the following histologic types are eligible: Astrocytoma,
grades 3 and 4 (gliobastoma multiforme).

Therapy will follow the schema outlined in the study protocol.

Progress: The response rate to radiation therapy plus Procarbazine is statisti-
cally inferior to the other two arms. The two most important prognostic factors
are age of the patient and extent of surgery. Radiation therapy plus BCNU

* appears to be superior to the other arms in duration of survival for a small
group of patients.

1
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7713/14 Status: Ongoing
TITLE:

Chemoimmunotherapy in Non-Hodgkin's Lymphoma.

i -arft Date FY 78 Est Comp Date: Unknown
Principal Investigator Facility

* J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAM, MC
Key Words:
Chemoimmunotherapy
Non-1lodgkin's Lymphoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:_ OMA Cost: Review Results: Continue

-O Ob-jectives: To compare-the effectiveness, in terms of rate of response of
two chemoimmunotherapy regimens (CHOP + Levamisole vs CHOP + Levamisole +
BCG) against CHOP for remission induction in previously untreated patients
with non-Hodgkin's lymphoma.

For patients proven to be in complete remission after induction, to com-
pare the duration of documented compltte response obtained by continued main-
tenance immunotherapy with Levamisole vs no maintenance therapy.

For patients with impaired cardiac function (not eligible for treatment
with Adriamycin), with mycosis fungoides, or with only a partial response to
11 courses of treatment with CHOP-Levamisole + BCG, to estimate the complete
response rate obtained by continued chemoimmunotherapy with COP + Levamisole.

To estimate the CNS relapse rate in patients with diffuse lymphomas when
CNS prophylaxis with intrathecal cytosine arabinoside is used.

To continue to evaluate the impact of systemic restaging of patients
* judged to be in complete remission and the value of expert hematopathology

review of diagnostic material from all cases.

To establish baseline and serial data on immunologic status in both
chemo immunotherapy groups.

* Technical Approach: The patient must have the diagnosis of non-Hodgkin's
lymphoma established by biopsy.

Therapy will follow the schema outlined in the study protocol.

Progress: No data are ava ilable at this time.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7727 Status: Ongoing

TITLE: Combination Chemoimmunotherapy Utilizing BCNU, Hydroxyurea and DTIC
with Levamisole vs DTIC plus Actinomycin-D in the Treatment of Patients with

211 Disseminated Malignant Melanoma.
Start Date FY 78 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Chemoimmunotherapy
Malignant melanoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine remission induction rates, remission duration, sur-
vival and toxicity in patients with disseminated malignant melanoma treated
with BCNU, Hydroxyurea, and DTIC (BHD), BHD plus Levamisole, and intermittent
single high dose DTIC plus Actinomycin-D in a prospective randomized clinical
study.

TechnLcal Approach: Patients with histologically proven disseminated inalig-
nant melanoma who have not been treated previously with any of the protocol.
agents shall be eligible. Patients must have measurable disease and esti-
mated survival of at least two months.

Therapy will follow the schema outlined in the study protocol.

Progress: Here has been no change in response data, toxicity, prognostic
factors or surxival. Median survival for DTIC + Actinomycin-D patients is i-
weeks; 27 weeks for BHD patients and 19 weeks for levamisole patients.

,N total of eight patients from BAMC have been entered on this study, all
prior to FY 82. Four have expired, two have been withdrawn from the study,
and two remain on study.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7765 Status: Completed
TITLE:

Adriamycin and Single Dose DTIC in Soft Tissue Sarcomas, Phase I/II.

Start Date FY 79 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
fepartment of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Soft tissue sarcoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To determine the effectiveness and tolerance of Adriamycin and
single dose DTIC in patients with metastatic sarcomas who have failed on
higher priority treatment protocols.

Technical Approach: Eligible patients are those who have a biopsy-proven'7 diagnosis of soft tissue or bony sarcoma with measurable metastases. Patients
must have a life expectancy of at least six weeks. All patients must have
some lesions which are measurable and can be followed for tumor responses.

Therapy will follow the schema outlined in the study protocol.

0

Progress: The overall response rate was 31.3%, with a complete remission
rate of 12%.

0
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Detail Summary Sheet

Date: 15 Nov 82 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 Adenocarci-

noma.
Start Date FY 78 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center

Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Gastric adenocarcinoma
Chemotherapy
Disease-free interval

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the efficacy of adjuvant chemotherapy with 5-FU,

6 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: Eligible patients must have localized lesions at least
extending into the submucosa and involving any of the deeper layers with the
maximum allowable penetration into but not through the serosa; localized
lesions extending through serosa, with or without direct extension to con-
tiguous structures; a lesion diffusely involving the wall of the stomach
with or without metastases to immediately adjacent perigastric nodes or a
localized lesion of any depth with metastases to perigastric nodes in the
immediate vicinity; a localized or diffuse lesion with metastases to peri-
gastric nodes distant from primary.

Therapy will follow the schema outlined in the study protocol.

Progress: Groupwide, 86 patients have been registered on this study (two
from B.AMC). No difference has been seen in survival rate or disease free
interval. The median survival after relapse has been three months for the
control arm and one month for FAM.

I
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7808 Status: Ongoing
- TITL1:

Combination Modality Treatment for Stage III and IV Hodgkin's Disease
MOPP 6.
Start Date FY 79 Est Comp Date:
Principal Investigator Facility
.J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology_ John D. Cowan, M.D., MAJ, MC
Key Words:
Hodgkin's disease

AccumulaLive MEDCASE Est Accumulative Periodic
Cost:----- OMA Cost: Review Results: Continue
Objectives: 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 partial response at the end of six
cycles of MOP-BAP.

To determine if immunotherapy maintenance with levamisole or consolida-
tion with low dose involved field radiotherapy will produce significantly
longer remission durations over a no further treatment group when complete
response has been induced with six cycles of MOP-BAP in Stages III and IV
Hodgkin's disease.

Technical Approach: Eligibile patients must have a histological diagnosis
of Hodgkin's which must be classified by the Lukes and Sutler system.

Therapy will follow the schema outlined in the study protoccl.

Progress: Groupwide, 222 patients (5 from BAMC) have been entered and 145
are currently evaluable. The very preliminary complete remission rate is
55%. Early information on administration of radiation therapy to patients
achieving a partial response indicates a high likelihood of converting
partial responses to complete responses.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7811 Status: Completed
TITLE:

Brain Metastases Protocol.

Start Date FY 79 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MA, MCKey Words:

Brain metastases

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the effectiveness of combined radiation therapy and

* metronidazole (Flagyl) in the treatment of patients with brain metastases
from primary malignancies outside the central nervous system, compared with
radiation therapy alone, as determined by objective response (brain and/or
CAT scan) and/or increase in functional neurologic level and duration of
response.

To determine the toxicity of multiple dose administration of metroni-
dazole and radiation therapy.

Technical Approach: To be eligible for this study, patients must have histo-
logic proof of a primary malignancy. There must be clinical suspicion of
brain metastases documented by isotope brain scan and/or CAT scan. Patients
must either have measurable disease on brain/CAT scan and/or neurologic sta-
tus level of 2-4. Patients must have an expected survival time of at least
one month.

Therapy will follow the schema outlined int the study protocol.

Progress: Seven patients from BANC were entered on this study. All have
* expired. Metronidazole does not appear to alter response rates, duration

of response or survival. The study was closed due to poor patient accrual.
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0 Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7813 Status: Completed
C TITLE:

Ifosfamide in the Treatment of Resistant Disseminated Malignant Melanoma.

Start Date FY 80 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Disseminated malignant melanoma
Ifosfamide

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response rate and survival of Ifosfamide in
patients with disseminated malignant melanoma who are either ineligible for
higher priority studies or who have become resistant to standard therapy of
a higher priority program.

To determine the qualitative and quantitative toxicity of Ifosfamide in
patients with disseminated melanoma.

Technical Approach: All patients with histologically confirmed diagnosis of
disseminated malignant melanoma who are not eligible for higher priority
protocols or who have failed on standard regimens or higher priority programs
are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: A total of 53 patients were entered on this study (one from BAMC). Of
36 evaluable patients, one had a complete remission and three had a partial
response.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7823/4/5/6 Status: Ongoing
TITLE:

ROAP-AdOAP in Acute Leukemia

Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Chemotherapy
Immunotherapy
Adult acute leukemia

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To compare the efficacy of the 4-drug combination chemotherapy
regimen, ROAP (Rubidazone, vincristine, arabinosyl cytosine, and prednisone)
to AdOAP (the same combination using Adriamycin in place of Rubidazone) in
adult acute leukemia, as determined by remission rate, remission duration
and survival.

To determine the comparative toxicity of these regimens.

To determine whether late intensification therapy at 9 months after com-
plete remission will improve long-term, disease-free survival.

To determine whether immunotherapy using levamisole for 6 months after
12 months of complete remission on chemotherapy improves disease-free survival.

To determine the effects of intrathecal Ara-C on the incidence of CNS
leukemia.

To determine reproducibility of the FAB/histologic classification and
correlation to response to therapy in 200 consecutive cases of acute leukemia.

To study the effects of intensive supportive care in the management of
acute leukemia.

Technical Approach: All patients over 1S with a diagnosis of acute leukemia
who have not received extensive therapy (defined as more than one course of
any other chemotherapeutic agent or combination of agents) will be eligible
for this study. The diagnosis of acute leukemia will be made on bone marrow
smear, clot section and/or biopsy. An absolute infiltrate of 50% leukemic
cells or greater is required.

Progress: Groupwide patient accrual has been excellent (13 from BAMC). The
complete response rate is approximately 60%. In SWOG 7826, the relapse rate
among patients receiving Levamisole remains high compared to the group not
receiving the drug.
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Detail Summary Sheet

U Date: 15 Nov 82 Proj No: SWOG 7827 Status: Ongoing
TITLE:

Combined Modality Therapy for Breast Carcinoma, Phase III

Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Receptor positive (ER+)
Chemotherapy

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: 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.

To compare the disease-free interval and recurrence rates in estrogen
receptor positive postmenopausal patients with Stage II disease, using com-
bination chemotherapy plus tamoxifen versus tamoxifen alone versus combination
chemotherapy alone.

To compare the disease-free interval and recurrence rates in all estrogen
receptor negative (ER-) patients with Stage II disease using one versus two
years of combination chemotherapy.

To compare the effect of these various adjunctive therapy programs upon
the survival patterns of such patients.

To correlate the ER status with disease-free interval and survival.

Technical Approach: All patients must have had a radical or modified radical
mastectomy with histologically proven breast cancer and with one or more patho-

* logically proven axillary nodes. Primary neoplasm and clinically apparent
axillary disease must be completely removed. Pretherapy studies must reveal
no evidence of metastatic disease or involvement of the other breast. Patients
with postoperative radiation therapy are eligible but will be randomized and
evaluated separately. Therapy will follow the schema outlined in the protocol.

* Progress: Twenty nine patients from BAMC have been registered on this study,
nine during FY 82. The study remains open in order to accrue sufficient
numbers in the critical subsets to draw firm conclusions. It is too early
to draw any conclusions with regard to the various treatment arms.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7830 Status: Completed

TITLE:
Carcinoembryonic Antigen as an Indicator for Second Look Surgery in

Colorectal Cancer, a Randomized, Prospective Clinical Trial, Phase III.

Start Date FY 79 Est Comp Date:

Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center

Dept/ Sec Associate Investigators:
Department of Medicine/Oncology
Key Words:
Carcinoembryonic antigen
Duke's B and C colorectal cancer

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
O ectives: To determine whether serial carcinoembryonic antigen (CEA) assays,
following curative surgery, for Duke's B and C colorectal cancer leads to
earlier detection of recurrence than standard follow-up procedures.

To determine whether recurrence detected through elevated CEA values,
plus "standard clinical follow-up", leads to an improvement in the percent-
age of patients converted to no evidence of disease status following a second
look surgery as opposed to recurrence detected by "standard" clinical means

alone.

To determine whether there is a difference in crude survival between the
CEA follow-up group and the standard follow-up group.

Technical Approach: To be eligible, the patient must have a completely re-
sected Duke's B or C adenocarcinoma of the colon or rectum. Careful atten-
tion should be given to the examination of the liver. Suspicious areas
should be hiopsied to rule out metastatic disease. CEA values at 30 days
post-initial resection must be normal, i.e., nonsmokers <2.5 ng/ml, smokers
e5.0 ng/ml. Patients may be entered on the basis of institutional CEAs
done 4-6 weeks post-op with normal defined above.

Eligible patients will be placed in one of two follow-up plans. Plan A -
Patients placed on this regimen will be closely monitored for the development
of recurrent disease by means other than CEA with physical examinations, blood
chemistry tests, nuclear medicine scans and x-rays at intervals from every
two months to one year. Plai B is the same as Plan A with the exception that
a CIA blood test will he done every two months for two years.

Progress: This study was closed due to inadequate patient registration. No
p tients from BAM( were entered on the study.
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Detail Summary Sheet

. Date: 15 Nov 82 Proj No: SWOG 7841 Status: Ongoing
TITLE:

Phase II-III Comparison of FAM vs FAM + Vincristine vs Chlorozotocin in
the Treatment of Advanced Gastric Adenocarcinoma.
Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncoglo John D. Cowan, M.D., MAJ, MC
Key Words:
Chemotherapy
Gastric adenocarcinoma
Chlorozotocin

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine whether or not vincristine increases the effective-
ness (as determined by response rate and survival) of 5-FU plus mitomycin-C
plus Adriamycin (FAM) in the treatment of advanced, previously untreated
gastric adenocarcinoma.

To determine the efficacy, as determined by response rate and survival
of chlorozotocin in the treatment of previously untreated gastric adenocar-

ccinoma.

To determine by crossover, after relapse or failure on FAM, V-FAM or
chlorozotocin, the effectiveness as determined by response rate and survival,
of the alternate treatment in advanced gastric adenocarcinoma with prior
therapy.

To determine the toxicities of such treatments.

Technical Approach: Patients must have histologically proven adenocarinoma,
Stage TV in extent, to be eligible for this study. They must not have
received prior chemotherapy nor should they have received radiotherapy within
four weeks of entry. Patients must have a minimum life expectancy of 6 weeks
and a performanc- status of 0-3 in order to be eligible.

The protocol has been amended and arms being used are FAM vs DIIAD.

Progress: There has been no difference in long-term survival, but a slight
advantage for FAN with short-term survival. The study remains open until
25 patients have been accrued on the DIIAD arm. No patients from BAMC have
been entered on this stiudy.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7860 Status: Completed
TITLE:

Evaluation of MGBG in Solid Tumors and Refractory lematologic Malig-
nancies

Start Date 11 May 81 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Solid tumor
MGBG
Hematologic malignancy

Accumulative MEDCASE Est Accumulative Periodic
Cost:[ OMA Cost: Review Results:
Objectives: To determine response rate and remission duration with
primary weekly intravenous therapy using MBGB in patients with advanced
esophageal, breast, pancreatic, colorectal, and head and neck carcinomas
and lymphoma.

To define the qualitative and quantitative toxicity of this regimen.

Technical Approach: Patients must have pithologically verified histologic
diagnosis of cancer. MBGB is intended as initial chemotherapy for patients
with inoperable or disseminated renal, esophageal, and pancreatic carcinoma.
It is intended for use in patients with other forms of advanced malignancy
(breast, head and neck, colorectal, lymphoma and multiple myeloma) if their
disease has become progressive after initial chemotherapy and who are not
candidates for SWOG studies of higher priority.

Therapy will follow the schema outlinedin the study protocol.

Progress: Forty-five patients have been evaluated with approximately a 20%
response rate. Only a small number of patients with Hodgkin's disease have
been entered. No patients from BAMC have been entered on this study.

The study confirms that MGBG has clear cut activity in refractory
I ymphoma.
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Detail Summary Sheet

'U. Date: 15 Nov 82 Proj No: SWOG 7902 Status: Ongoing
TITLE:

Combined Modality Therapy for fJead and Neck Cancer.

Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology J John D. Cowan, M.D., MA, MC
Key Words:
[lead and neck cancer
Chemotherapy

URadiation therapy
.Accumulative MEDECASE Est Accumulative Periodic
Cost: _ OMA Cost: Review Results: Continue
Objectives: To comlpare the survival of Stage III and IV squamous cell carci-
noma of the tongue, oral cavity, tonsil, oropharynx, hypopharynx and larynx
subjected to radiation therapy followed by surgical excision, if possible, vs
survival of patients subjected to chemotherapy with Cis-platinum, Oncovin and
Bleomycin (COB), followed by radiation therapy and surgical excision if pos-
sible.

To determine the incidence and extent of complications arising from chemo-
therapy and radiotherapy followed by head and neck surgery vs radiotherapy and
head and neck surgery.

Technical Approach: Previously untreated patients with a histologically con-
firmed diagnosis of advanced inoperable squamous cell carcinoma of the head
and neck, Stages III and IV, of the oral cavity, tongue, tonsil, oropharynx,
hypopharynx and larynx are oligible. There must be an evaluable lesion(s).
Patients must have a life expectancy of 6 weeks or greater.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients from BANC have been entered on this study. Patient
accrual has been poor. No data are available at this time.
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Detail Summary Sheet

C
Date: 15 Nov 82 Proj No: SWOG 7904 Status: Completed
TITLE:

Hexamethylmelamine vs FAC in Advanced Transitional Cell Bladder
Carcinoma in Patients with Impaired Renal Function, Phase II-III
Start Date FY 79 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:

T aTransitional cell bladder carcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: M ost: Review Results:
Objective: To compare the efficacy (response rate) of hexamethylmelamine vs
FAC (5-Fluorouracil, Adriamycin and Cyclophosphamide) in locally recurrent
or disseminated transitional cell bladder carcinoma, in patients with impaired
renal function, with crossover upon treatment failure.

(Technical Approach: Patients with histologically proven T transitional
4cell bladder carcinoma, if there is a contraindication to radical surgery

or radiotherapy, and recurrent or residual cases after surgery, radiotherapy
or both; and M cases with liver, osseous, pulmonary or other metastases are
eligible.

LTherapy will follow the schema outlined in the study protocol.

Progress: Thirty-two patients have been entered into this study (none from
BAMC). Response rates have been poor. Therefore, the study was closed.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7916 Status: Ongoing
TITLE:

Phase II Evaluation of Gallium Nitrate in Metastatic Urological Malig-
nancies: Testicular, Bladder, Prostate and Kidney
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Metastatic urological malignancies
Gallium nitrate

Accumulative MEDGASE E st Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the efficacy of Gallium Nitrate, as determined by
response rate, duration of response and survival, in patients with metasta-
tic urological malignancies which include: testicular, bladder, prostate
and kidney; who have failed on higher priority treatment protocols.

Technical Approach: All patients not eligible for higher priority SWOG
studies with histologically proven, incurable, advanced, metastatic uro-
logical malignancies are eligible. Patients should not have had more than
two previous types of combination or single agent chemotherapy trials.
Patients must have a life expectancy of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: This study is now open to bladder cancer patients only. Nine
pat ient, have been entered with seven being evaluable. One complete
response and two partial responses have been seen. Gallium nitrate appears
to be an active drug in bladder cancer.

No patients from BAMC have been entered on this study.
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Detail Summary Sheet

(
Date: 15 Nov 82 Proj No: SWOG 7920 Status: Terminated

TITLE:
m-AMSA in Hepatocellular Carcinoma, Gallbladder Carcinoma and Bile Duct

Carcinomas, Phase II.

Start Date FY 80 Est Comp Date:

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center

Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:

q Hepatocellular carcinoma

Gallbladder carcinoma
Bile duct carcinoma

m-AMSA

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To determine the efficacy of m-AMSA at a dose of 120 mg/M2 IV

every three weeks in producing regressions or remissions in patients with

hepatocellular, bile duct, and gallbladder carcinoma.

Technical Approach: All patients who have histologically confirmed hepato-

cellular carcinoma, gallbladder carcinoma or bile duct carcinoma beyond hope
of surgical cure are eligible. There must be histologic proof of residual,

recurrent or metastatic carcinoma. Patients must have measurable disease

and a life expectancy of at least 4 weeks.

Therapy will follow the schema outlined in the study protocol.

4

Progress: The study was terminated due to poor patient accrual.

49
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7922 Status: Ongoing
TITLE: Combination of CTX, Adria and Cis-Platinum vs m-AMSA in Patients with
Advanced Transitional Cell Cancer of the Urinary Bladder with Good Renal
Function, Phase II-III.
Start Date FY 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Transitional cell bladder cancer

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the response rate to the combination chemotherapy

* of CAP vs m-AMSA in patients with advanced transitional cell carcinoma of
the urinary bladder not amenable by surgical resection and/or radiotherapy,
who have good renal function.

To determine the response rate to CAP vs m-AMSA after failure or pro-
gression on either arm upon crossover to the alternate treatment arm.

Technical Approach: Patients with histologic diagnosis of transitional
cell carcinoma of the urinary bladder, Stage IV, or patients who have
failed on previous surgery and/or radiotherapy are eligible. Patients
must have measurable disease and a life expectancy of at least 8 weeks.

Therapy uill follow the schema outlined in the study protocol.

Progress: The response rates reported have been 8/1.3 patients in the CAP arm
versus 2/12 in the m-ANSA arm. No difference has been noted in the response
rates, duration, survival or between response versus non-response in the two

* arms. It appears that survival has not been prolonged with chemotherapy.

The one patient from BAMC entered on this study expired a year ago, and no
flw paticnts have been enrolled.
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Detail Summary Sheet

Date: 15 Nov 82 Pro) No: SWOG 7924 Status: Ongoing
TITLE:

Multimodal Therapy for Limited Small Cell Carcinoma of the Lung, Phase
III.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/SPc Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Wcrds:
Small cell carcinoma of lung

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results- Continue
Objectives: To determine the efficacy of sequentially alternating mutually

- noncross-resistant, multidrug regimens .n remission induction and intensifica-
tion therapy in patients with limited small cell lung cancer.

To determine the value of chest radiotherapy added to intensive systemic
chemotherapy in reducing chest recurrences and in improvement of survival.

To determine the relative efficacy and toxicity of low-dose, extensive
chest radiation when used in close chronologic sequence with systemic multi-
agent chemotherapeutic regimens.

To determine whether radiotherapy ports should be set according to tumor
size prior to or after induction chemotherapy.

To determine the value of combined systemic chemotherapy and radiotherapy
in the control of bulky chest disease.

Technical Approach: Patients with histologically or cytologically proven
small cell carcinoma of the lung will be eligible for this study. All

* patients must have so-called "limited disease".

Therapy will follow the schema outlined in the study protocol.

Progress: To date, 339 patients have been registered on this study (six
from BAIC with two being registered during FY 82). The median response rate
was 35-38% and the median survival was over 1 year which is comparable to
earlier studies. Patients who achieved a CR status from chemotherapy alone
were randomized to Group A (x-ray therapy) and Group B (no x-ray therapy).
Thirty-five patients were in Group A and 24 in Group B. Eight of 18 Group
A patients had chest relapse while 14/15 patients in Group B had chest
relapse. Therefore, it appeared that radiation therapy benefited the disease
free interval in CR patients over that of no radiation therapy.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7925 Status: Ongoing

TITLE:
Chemoimmunotherapy in Stages III and IV Ovarian Carcinoma: A-C plus BCG,

vs A-C plus Cis-Platinum, vs A-C plus Cis-Platinum plus BCG, Phase III.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Ovarian carcinoma
Chemoimmunotherapy

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To compare the effectiveness of A-C + BCG vs A-C + Cis-Platinum

* for remission and induction and/or maintenance of disease-free status and
prolongation of survival duration in patients with Stages III and IV ovarian
carcinoma.

To compare the effectiveness of A-C + Cis-Platinum vs A-C + Cis-Platinum
+ BCG for remission induction and/or maintenance of disease-free status and
prolongation of survival in patients with Stage III and IV ovarian carcinoma.

To compare the effectiveness of A-C + BCG vs A-C + Cis-Platinum + BCG
for remission induction and/or maintenance of disease-free status and pro-
longation of survival duration in patients with Stages III and IV ovarian
carcinoma.

To compare the toxicities of the A-C + BCG, A-C + Cis-Platinum and
A-C + Cis-Platinum + BCG regimens.

Technical Approach: Only patients with epithelial type neoplasms will be
eligible for this study. The patient must have histologically confirmed

* diagnosis of ovarian carcinoma.

Therapy will follow the schema outlined in the study protocol.

Progress: Fewer patients have been entered on the A-C + Cis-Platinum
treatment arm. Thus, it is difficult to draw conclusions concerning the

* preliminary data with respect to differences in response rates between the
three treatment arms. Nevertheless, there is at this point, a statistical
difference (P=.012) in complete plus partial response rates between the
three groups with the A-C + BCG treated patients having the lowest CR + PR
rate (36%). When patients with an "improved status" are included, there
arc no statistical differences between the three treatment arms.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7927/8 Status: Ongoing
TITLE:

Chemotherapy for Multiple Myeloma, Phase III.

Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Multiple myeloma
Chemotherapy

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: To compare the effectiveness of four different drug combinations

* for remission induction in previously untreated patients with multiple mye-
loma.

For patients with a 75% tumor reduction, to evaluate the role of 12
months of chemotherapy maintenance with VCP or VCP plus levamisole, when
compared with previous experiences.

Technical Approach: Only previously untreated patients with the diagnosis
of multiple myeloma will be eligible for this study. Patients should jave
objective evidence of and be symptomatic from complications due to myeloma.

Therapy will follow the schema outlined in the study protocol.

Progress: Over 300 patients have been registered on the induction phase of
the study (10 from BAMC, 2 during FY 82). All three induction arms seem to
bc active, but the response rates are preliminary. Currently the VMCP-VBAP
+ Levamisole arm has the highest response rate, but both Levamisole induc-
tion arms have had a slightly higher frequency of early deaths although not
a significant number.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7936 Status: Ongoing
TITLE: Evaluation of Mitomycin-C + Vincristine + Bleomycin + Cis-Platinum vs
Mitomycin-C + Cis-Platinum vs Cis-Platinum in the Treatment of Disseminated
Carcinoma of the Uterine Cervix, Phase II.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Uterine cervix carcinoma

A
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the response rate, duration of responses, and sur-
vival of (1) cis-platinum alone, (2) cis-platinum combined with mitomycin-C,
and (3) cis-platinum with mitomycin-C, vincristine, and bleomycin, in patients
with advanced squamous cell carcinoma of the cervix no longer amenable to
surgery or radiation therapy.

To document the nature and extent of the hematologic and non-hematologic
side effects of the above three drug regimens.

Technical Approach: All patients with incurable squamous cell carcinoma of
the uterine cervix who are not candidates for surgery or radiotherapy and
are not eligible for higher priority SWOG studies are eligible. Patients
must have no uncontrolled active or potentially active site of infection,
must have at least one measurable lesion and must have a life expectancy
of at least 6 weeks.

Therapy will follow the schema outlinedin the study protocol.

0

Progress: The protocol has been amended to discontinue the Cis-platinum alone
arm. Six fully evaluable patients have been entered on MOB plus Cis-platinum
with one (17%) showing a partial response. Two of 7 patients (29%) treated
with Mitomycin-C plus Cis-platinum have shown partial responses and 2 of 8
patients (25%) treated with Cis-platinum as a single agent have responded.
There are too few patients evaluable at this point to draw any firm conclu-
sions concerning the benefits of combination chemotherapy.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7937 Status: Ongoing

TITLE:
Evaluation of m-AMSA in Metastatic Carcinoma of the Genitourinary Tract

Except Renal Carcinoma, Phase II.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Metastatic genitourinary tract carcinoma

g m -AMSA

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: To determine the antitumor activity of AMSA, as determined by

* response rate, duration of response, and survival, in patients with meta-
static carcinoma of the genitourinary tract who have failed on higher
priority treatment prtocols.

To determine the nature and degree of toxicity of this drug.

V Technical Approach: All patients not eligible for higher priority SWOG
studies with histologically proven, incurable, advanced, metastatic carci-
noma will be eligible. Patients must have clearly measurable disease and
a life expectancy of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: m-AMSA appears to have no activity in cancer of the bladder or
urethra. In prostate, 25 patients are evaluable with 1 PR seen. The study
was closed to bladder patients and remains open to prostate, urethra and
testicular. All patients from BAMC who have been entered into the study
,ire now off study.

2
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7940 Status: Comple ed
TITLE:

Evaluation of 5-FU vs a Phase II Drug in Metastatic Adenocarcinoma of
the Large Bowel, Phase II-III.
Start Date FY 80 Est Comp Date:
Principal Investigator Facility
J., Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/See Associate Investigators:
Department of Medicine/Oncolo_gy John D. Cowan, M.D., MA, MC
Key Words:
Metastatic adenocarcinoma of large bowel
MGBG
Gallium Nitrate
DI 1AD
Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objectives: To determine the relative activity of a phase II drug (MGBq
SWOG 7941, Gallium Nitrate SWOG 7943, DHAD SWOG 7944) in previously untreated
patients with disseminated colon and rectal cancer.

To compare the survival of patients with disseminated colon cancer
receiving a Phase II agent (MGBG/Gallium Nitrate/DHAD) as first therapy to the
survival of patients receiving fluorinated pyrimidine 5-Fluorouracil (5-FU)
therapy first.

To determine the effect of a previously administered Phase II drug on
the response rate seen with 5-FU in patients with disseminated colon and
rectal cancer.

Technical Approach: Eligible patients must have biopsy proven adenocarcinoma
arising from the colon or rectum. Patients must have clinically measurable
recurrent or disseminated disease to qualify for the study. Obstructive
lesions in the colon and rectum must have been bypassed or adequately main-
tained by decompression measures. Patients must have a life expectancy of
at least 10 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: The 5-FU arm appears to be no better or worse than any other
phase II agent.
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Detail Summary Sheet

Date: IS Nov 82 Proj No: SWOG 7942 Status: Completed
TITLE:

Appendix VI SWOG 7940, Evaluation of Indicine-N-Oxide in Metastatic
Adenocarcinoma of the Large Bowel, Phase II
Start Date IT May 81 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Deptc ~Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Indicine-N-Oxide
Metastatic adenocarcinoma
Large bowel

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objectives: To determine the efficacy of indicine-N-oxide administered in
a sin, gle dose schedule in patients with advanced adenocarcinoma of the colon
and rectum by evaluation of response rates.

To determine more completely the nature and degree of toxicities of
indicine-N-oxide in an expanded Phase II study.

Technical Approach: Eligibility is as outlined in SWOG 7940.

Therapy will follow the schema outlined in the study protocol.

L

Progress: The 5-Ri arm appears to be no better or worse than any other
phase 1I agent.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7944 Status: Completed

TITLE:
Appendix VI SWOG 7940, Evaluation of DHAD in Metastatic Adenocarcinoma

of the Large Bowel, Phase II
Start Date II MaEst Comp Date:
Principal Investigator Facility
J. Dean McCracken Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
DHAD

Metastatic adenocarcinoma
Large bowel

Accumulative MEDCASE Est Accumulative Periodic
Cost: _ OMA Cost: Review Results:
Objectives: To determine the ,esponse-rate and remission duration in
patients with colorectal carcinoma treated with dihydroxyanthracenedione
in a single-dose, every 3-weeks.

To define the qualitative and quantitative toxicities of dihydroxy-
anthracenedione.

Technical Approach: Patient eligibility is as outlined in SWOG 7940.

Therapy will follow the schema outlined in the study protocol.

Progress: The 5-FU arm appears to be no better or worse than any other
phase II agent.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7945 Status: ComplettJ
TITLE:

Appendix VI SWOG 7940, Evaluation of AZQ in Metastatic Adenocarcinoma of
the Large Bowel, Phase II Portion
Start Date 25 Sep 81 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Adenocarcinoma large bowel

I

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the antitumor activity of AZQ in colorectal carci-
noma by determination of response-rate and remission duration.

To further determine the nature and extent of AZQ toxicity in a Phase II
study.

( Technical Approach: Patient eligibility is as outlined in SWOG 7940.

Therapy will follow the schema outlined in the study protocol.

4

Progress: Survival of patients receiving a phase II agent followed by 5-FU
vs survival of patients receiving 5-FU followed by a phase II agent is not
significantly different.
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Detail Summary Sheet

C Date: 15 Nov 82 Proj No: SWOG 7956 Status: Ongoing
TITLE:

Study of Postinfarction Nephrectomy and Medroxyprogesterone Acetate
(Depo-Provera) in Metastatic Renal Cell Carcinoma.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Metastatic renal cell carcinoma
Postinfarction nephrectomy
Depo-Provera

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the response rate and survival patterns in
patients with disseminated renal cell carcinoma treated with postinfarction

* nephrectomy.

To determine the response rate and survival patterns of patients with
disseminated renal cell carcinoma who relapse or do not respond to post-
infarction nephrectomy when treated with Depo-Provera.

Technical Approach: Patients with measurable disseminated renal cell carci-
noma who have not had removal of the primary cancer and in whom the metastatic
disease is not resectable at the time of nephrectomy are eligible. Patients
must have an expected survival of at least 3 months.

Therapy will follow the schema outlined in the study protocol.

Progress: This study has recently been amended to administer the Depo-Provera
immediately following infarction prior to a nephrectomy and only 1-2 patients
have been entered since then. Six patients entered from BAMC are now off
St udy.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7958 Status: Ongoing
TITLE:

Evaluation of m-AMSA in Metastatic or Recurrent Epithelial Carcinomas
of the Female Genital Tract.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncoloty John D. Cowan, M.D., MAJ, MC
Key Words:
Epithelial carcinoma of female genital

tract
m-AMSA

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the antitumor activity of AMSA in patients with
metastatic or recurrent epithelial carcinomas of the ovary, endometrium,
cervix, vagina or vulva who have failed on higher priority treatment pro-
tocols.

To determine the nature and degree of toxicity of AMSA in patients
treated by the split-course three-day schedule.

Technical Approach: All patients not eligible for higher priority SWOG
studies with histologically proven incurable, advanced, metastatic or
recurrent epithelial carcinoma of the ovary, endometrium, cervix, vagina or
vulva are eligible. Patients must have clearly measurable disease and a
life expectancy of 6 weeks.

Therapy will follow the schema outlined in the study protocol.

Pirogrcss: Paitients with epithelial carcinoma of the ovary who failed primary
chemothciripy are not sensitive to subsequent treatment with m-AMSA. No
patients from R:MC have been entered on this studv. The study was closed to
ovarian carcinomas.
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Detail Summary Sheet

Date: 15 Nov 82 Proj No: SWOG 7963 Status: Completed
TITLE:

m-AMSA in Melanoma, Myeloma, Lymphoma, Oat Cell Lung and Breast
Carcinomas
Start Date 11 May 81 Est Comp Date:
Principal Investigator Facility
.J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/OncoloL _John D. Cowan, M.D., MAJ, MC
Key Words:
nm-AMSA

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the efficacy of m-AMSA at a dose of 120 mg/M 2 IV

* every 3 weeks in producing regressions or remission in metastatic melanoma,
lymphoma, myeloma, metastatic oat cell lung carcinoma, and metastatic breast
cancer, which are resistant to standard chemotherapies.

To determine the effect of m-AMSA on survival of patients with metastatic
melanoma, lymphoma, myeloma, metastatic oat cell carcinoma of the lung, and
metastatic breast cancer, which are resistant to standard chemotherapies.

To correlate in vitro m-AMSA sensitivities in the tumor stem cell colony
drug system and in vivo m-AMSA activity in patients with metastatic melanoma,
lymphoma, myeloma, metastatic oat cell carcinoma of the lung and metastatic
breast cancer, all of which are resistant to standard chemotherapies.

Technical Approach: Patients must have histologically confirmed melanoma,
mycloma, breast carcinoma, lymphoma or oat cell carcinoma of the lung,
refractory to standard therapies. Patients must have measurable disease
and a life expectancy of six weeks.

* Therapy will follow the schema outlined in the study protocol.

Progress: Twenty-seven melanoma patients were entered on the study. One
partial response was noted.

There have been 50 patients with myeloma registered on this study, 32 which
* were evaluable. Two patients had an improved prognosis. No partial responses

have been reported. Overall, m-AMS does not appear to be a major induction
drug for the next Phase III study.
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Detail Summary Sheet

Date: 16 Nov 82 Proj No: SWOG 7965 Status: Terminated
TITLE: Treatment of Early Squamous Cell Carcinoma of the Head and Neck with
Initial Surgery and/or Radiotherapy Followed by Chemotherapy vs No Further
Treatment, Phase III.
Start Date FY 80 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncolog, John D. Cowan, M.D., MAJ, MC
Key Words:
Squamous cell carcinoma of head and neck
Radiotherapy
Chemotherapy

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objective: To determine if the disease-free interval and survival of patients
in high risk categories of squamous head and neck cancer can be improved by
adjuvant methotrexate after initial surgery, radiotherapy or both have re-
sulted in no clinically evident disease.

Technical Approach: Patients with histologically proven squamous cell carci-

noma of the head and neck who have been rendered clincally disease free by s

surgery or radiotherapy are eligible. Patients must be entered within three
months of completion of radiotherapy or surgery.

Therapy will follow the schema outlined in the study protocol.

6

Progress: The study was terminated due to slow patient accrual. Some reasons
for the slow accrual were (1) lack of a 50% response-rate with methotrexate,
(2) Patient's wishes, and (3) maintenance arm (no treatment).
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Detail Summary Sheet

Date: 16 Nov 82 proj No: SWOG 7969 Status: Ongoing

TITLE:
Hepatic Infusion and Systemic Combination Chemotherapy in the Treatment

of Unresectable Hepatoma, Phase II. _

Start Date FY 80 1 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Deprtment of Medicine/Oncohl oy John D. Cowan, M.D., MAJ, MC
Key Words:

Hepatoma, unresectable
Chemotherapy

Accumulative MEDCASE Est Accumulative Periodic
Cost: _ OMA Cost: Review Results: Continue
Objective: To determine the remission rate seen with induction chemotherapy
consisting of intra-arterially infused 5-FUDR, Adriamycin and Streptozotocin
in patients with hepatocellular carcinoma.

Technical Approach: Patients with a histologically confirmed diagnosis of
N. unresectable hepatocellular carcinoma which is localized to the liver are

eligible. Patients with local extens ,n of tumor into contiguous organs
are eligible. Patients must not have received prior chemotherapy or radia-
tion therapy.

WE Therapy will follow the schema outlined in the study protocol.

Progress: Seven patients have been registered to date (none from BAMC). No
reportable data are available at this time.
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Detail Summary Sheet

Date: 16 Nov 82 Proj No: SWOG 7980 Status: Terminated
TITLE:

Study of Cis-Platinum for Recurrent Gliomas.

Start Datc FY 80 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Gliomas, recurrent
Cis-Platinum

Accumulative MEDCASE Est Accumulative Periodic

Cost:I OMA Cost: Review Results:
Objectives: To determine the efficacy of the chemotherapeutic agent cis-
diammine dichloroplatinum (DDP) in the treatment of gliomas recurrent after
prior therapy with irradiation (plus or minus chemotherapy).

To determine the dration of response and survival of patients receiving
this therapy.

Technical Approach: All patients with gliomas (grade l-IV) who have recurred
following cranial irradiation will be eligible. It is essential That patients
have evaluable lesions on either CT or radionuclide brain scan.

Therapy will follow the schema outlined in the study protoco.

Progress: There has been a 10% response rate seen with cis-platinum. The
study was terminated due to poor patient accrual.
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Detail Summary Sheet

U Date: 16 Nov 82 Proj No: SWOG 7983 Status: Ongoin___

TITLE:
Radiation Therapy in Combination with CCNU in Patients with Incompletely

Resected Gliomas of the Brain, Grade I and II.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Glioma
Radiation therapy
CCNU

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: To compare the survival of patients with incompletely resected
Grade I and II gliomas treated with radiation alone versus radiation and
CCNU.

To compare the effectiveness of radiation therapy versus radiation ther-
apy plus CCNU for remission induction and duration of remission.

Technical Approach: Patients with histologically confirmed primary brain
tumors of the following histologic types are eligible: Astrocytoma, Grade I
and II with incomplete tumor resection. Patients who have had surgery with
histologic diagnosis within the previous six weeks are eligible.

Therapy will follow the schema outlined in the study protocol.

6

Progress: Two patients from BAMC have been entered on this study. Groupwide
a total of 29 patients have been entered thus far. No reportable data are
available at this time.
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Detail Summary Sheet

Date: 16 Nov 82 Proj No: SWOG 7984 Status: Ongoing
TITLE:

Treatment of Chronic Stage CML with Pulse, Intermittent Busulfan Therapy
with or without Oral Vitamin-A, Phase III
Start Date Nov 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Leukemia
Busulfan
Vitamin A

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the efficacy of standard pulse, intermittent
busulfan therapy plus oral vitamin A in prolonging the chronic phase of CML,
and hence in prolonging survival.

Technical Approach: All patients with newly diagnosed chronic stage CML will
Le eligible for entry onto protocol.

Therapy will follow the schema outlined in the study protocol.

Progress: Patient accrual has been slow. The protocol will be amended to
include the analysis of cell surface markers at diagnosis and at blast
crisis.

I
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Detail Summary Sheet

A Date: 16 Nov 82 Proj No: SWOG 7985 Status: Ongoing

TITLE:
Combined Modality Treatment for ER- Breast Cancer, Phase III.

Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Breast cancer
Estrogen receptor negative (Er-)

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: To compare disease-free interval and survival among control

* group Stage I (and Stage II node negative) breast cancer patients who tumors
are determined to be ER- at the time of mastectomy, versus Stage I (and
Stage II node negative) ER- patients treated with adjuvant CMFV for 6 months.

To document recurrence patterns among untreated patients with Stage I
breast cancer whose tumors are determined to be ER- at the time of mastectomy.

Technical Approach: All female patients having had a radical, modified radi-
cal or total mastectomy, or segmental mastectomy with axillary node dissection
for potentially curable, histologically proven breast carcinoma, whose axil-
lary nodes are negative for tumor, and whose estrogen receptor assay on the
primary tumor is less than 10 femtomoles/mg cytosol protein are eligible for
this study. Patients must be registered within 28 days of mastectomy.
Patients with previous oophorectomy are eligible provided the oophorectomy
was not performed for tumor.

Therapy will follow the schema outlined in the study protocol.

0
Progress: Patient accrual continues to be slow. No data are available at
this time.

211/

. . . .• •



4

Detail Summary Sheet

Date: 16 Nov 82 Proj No: SWOG 7990 Status: Ongoing
TITLE:

Testicular Cancer Intergroup Study.

Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Testicular cancer

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objectives: To compare the disease-free survival and overall survival for

'4 surgery alone (with chemotherapy for relapsers) vs surgery plus early adju-
vant chemotherapy in patients with resectable Stage II testicular cancer.

To register and follow patients with non-seminoma, non-choriocarcinoma
stage I testicular cancer, to define prognostic variables which may predict
recurrence in this stage group.

To define the difference in disease-free rates and patterns of recur-
rence based upon histologic subtypes and extent of disease on initial presen-
tation.

To evaluate the role of marker substances such as human chorionic
gonadotropin, alpha-fetoprotein and lactic dehydrogenase in the early
detection and management of recurrences in patients with stage I and stage
II testicular carcinoma.

To evaluate the accuracy of lymphangiogram, CAT scans and ultrasound
studies for staging of retroperitoneal nodal involvement.

Technical Approach: Patients with histologically confirmed carcinoma of the
testis, stage I or stage I, arc eligible. Patients should enter the study
between two and four weeks after lymphadenectomy.

Theroipy will follow the schema outlined in the study protocol.

Progress: One patient from BAMC has been entered on thisstudy. Preliminary
follow-up has shown 12 patients who were in treatment relapsed later.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8001 Status: Ongoing
TITLE:

Evaluation of Two Maintenance Regimens in the Treatment of Acute Lympho-
blastic Leukemia in Adults, Phase I1.

Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center

Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC

Key Words:
Acute lymphoblastic leukemia

Accumulative MEDCASE J Est Accumulative Periodic
Cost:[ OMA Cost: Review Results: Continue
Objective: To evaluate the effectiveness as determined by the tomplete remis-
sion rate of the L10 protocol using Vincristine, Prednisone and Adriamycin for

induction, followed by intensive consolidation in the treatment of acute ALL.

To compare the effect on remission duration and survival of two mainte-
nance regimens: the L1O "eradication" regimen vs cyclic therapy with POMP-

COAP-OPAL.

To determine the reproducibility of the FAB histologic classification and
correlation to response to therapy of ALL in adults.

Technical Approach: Patients are eligible with the diagnosis of acute lympho-
blastic leukemia who satisfy the following criteria: A) Absolute infiltra-

tion of the marrow with >50% blasts; b) Absolute infiltration is defined as
the total blast cell percentage (%) multiplied by the bone marrow cellularity
percentage divided by 100; B) If the absolute infiltrate is 30-49%, evidence
of progressive disease prior to entering the study will be required.

* Therapy will follow the schema outlined in the study protocol.

Progress: Of 32 fully evaluable plus the partially evaluable patients, there
have been 27 complete responses with a complete response rate of 84%. One

patient from BAMC remains on the study; two others entered on the study were
removed from the study prior to FY 82.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8004 Status: Terminated
TITLE:

Evaluation of DHAD in Soft Tissue and Bone Sarcomas, Phase II.

Start Date FY 80 Est Comp Date:

Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAM, MC
Key Words:
Sarcoma, soft tissue and bone
DHAD

Accumulative MEDGASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the efficacy, by response rate, of Dihydroxyantra-

* cenedione (DHAD) in patients with soft tissue and bone sarcomas, who have
failed on higher priority treatment protocols.

To determine the nature and degree of toxicity of this drug used in a
single dose every three-week schedule.

Technical Approach: All patients must have histologically proven, incurable
soft tissue or bone sarcomas, not eligible for higher priority SWOG studies,
in order to be eligible for study. Patients must have clearly measurable
disease and a life expectancy of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol.

I

1Progress: The study was terminated due to poor patient accrual.

I
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8005 Status: Ongoing
TITLE:

Evaluation of DHAD in Refractory Malignant Lymphomas, Phase II - Pilot.

Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
DHAD
Malignant lymphoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: 7 OMA Cost: Review Results: Continue

* Objectives: To determine response rate and response duration of patients
with refractory malignant lymphomas, both Hodgkin's disease and non-Hodgkin's
lymphoma treated with anthracenedione used in a single dose every three-week
schedule.

To define the qualitative and quantitative toxicities of anthracenedione
u in a Phase II study.

Technical Approach: All patients with malignant lymphoma who are not eligible
for higher priority SWOG protocols are eligible. There are no age restric-
tions and patients must have a life expectancy of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: Forty-nine patients have been entered including 11 patients with
Hodgkin's disease and 38 with non-Hodgkin's disease (none from BAMC). Two of
8 evaluable patients with Hodgkin's disease have shown partial responses. In
non-flodgkin's lymphoma there is a 26% partial and complete response rate, with
one patient achieving a complete response.
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Detail Summary Sheet

Date: 17 Nov 2 Proj No: SWOG 8006 Status: Ongoing
TITLE: Postoperative Reductive Chemotherapy for Stage III or IV Operable
Epidermoid Carcinoma of the Oral Cavity, Oropharynx, Hypopharynx, or Larynx,
Phase III.
Start Date Nov 80 Est Comp Date: 0 Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Epidermoid carcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the length of remission, recurrence rates, survival
rates, and pattern of recurrence for patients receiving therapy utilizing
surgery and postoperative radiation vs combined therapy utilizing preoperative
chemotherapy, surgery and postoperative radiation therapy in operable Stage III
or IV epidermoid carcinoma of the head and neck.

1Technical Approach: Patients with operable lesions will be randomized between
two therapeutic programs: Arm I - combined therapy including surgery and post-
operative radiation therapy; or Arm 2 - combination chemotherapy followed by
surgery and radiation therapy. Patients randomized to the chemotherapy limb
will receive three courses of chemotherapy consisting of cis-platinum, metho-
trexate, vincristine and bleomycin.

Therapy will follow the schema outlined in the study protocol.

Progress: Nineteen patients from BAMC have been entered on this study. 'Fen
remain on the study and the remaining nine have either expired or placed on
other therapy. Groupwide, it is too early to evaluate the data.

2
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Detail Summary Sheet

U Date: 17 Nov 82 Proj No: SWOG 8008 Status: Ongoing
TITLE:

Evaluation of Dihydroxyantracenedione (DAD) in Refractory Breast
Cancer, Phase II.
Start Date FY 80 Est Conp Date: Unknown
Principal Investigator Facility
.. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC

F Key Words:
Breast cancer
Dehydroxyanthracenedione (DHAD)

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine t e response rate and remission duration of
refractory breast cancer in patients treated with antracenedione used in a
single dose every three-week schedule.

To define the qualitative and quantitative toxicities of DHAD adminis-
tered in a Phase II study.

Technical Approach: Eligible patients must have pathologically verified
histologic diagnosis of breast cancer. All patients must have measurable
disease.

Therapy will follow the schema outlined in the study protocol.

40

Progress: The preliminary conclusion at this time is that DHAD has limited
activity in heavily treated patients with advanced breast cancer. The study
has been closed to patients with previous Adriamycin therapy. One patient
from BAMC entered on this protocol is now off study.
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Detail Summary Sheet

Datc: 17 Nov 82 Proj No: SWOG 8009 Status: Ongoing

TITLE:
Evaluation of DHAD in Patients with Refractory Small Cell Lung Cancer,

Phase II.
Start Date FY 80 Est Comp Date: Ongoing
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Small cell lung cancer
DIAD

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the response rate and remission duration of refrac-

*Q tory small cell lung cancer in patients treated with DHAD used in a single
dose every three-week schedule.

To define the qualitative and quantitative toxicities of DHAD adminis-
tered in a Phase II study.

Technical Approach: Eligible patients must have pathologically verified
histologic diagnosis of small cell lung cancer. All patients must have
measurable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: The study has been closed to patients who have had Adriamycin
therapy. Patient accrual has been slow; no patients from BAMC have been
entered on this study.
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Detail Summary Sheet

C
Date: 17 Nov 82 Proj No: SWOG 8010 Status: Completed
TITLE:

Evaluation of DHAD in Advanced Prostate Cancer, Phase II.

Start Date FY 80 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Prostate cancer

.1

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OA Cost: Review Results:
Objectives: To determine the response rate and remission duration in patients
with prostate cancer treated with DHAD used in a single dose every three-week
schedule.

To define the qualitative and quantitative toxicities of DHAD adminis-
tered in a Phase II study.

Technical Approach: Eligible patients must have pathologically verified
histologic diagnosis of prostate cancer. All patients must have measurable
or evaluable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: One patient from BAMC remains on this study; however, the study
has been closed. DHIAD appears to have a low level of activity in advanced
prostatic cancer.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8011 Status: Terminated
TITLE:

Evaluation of DHAD in Patients with Advanced Renal Cell Carcinoma,
Phase II.
Start Date FY 80 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncolog7 John D. Cowan, M.D., MAJ, MC
Key Words:
Renal cell carcinoma

IDHAD

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response rate and duration of response in patients

* with advanced renal cell carcinoma treated with DHAD used in a single dose
every three-week schedule.

To define the qualitative and quantitative toxicities of DHAD adminis-
tered in a Phase I Study.

Technical Approach: All patients with advanced renal cell carcinoma not eligi-
ble for higher priority protocols are eligible. Patients must have clearly
measurable disease and a life expectancy of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients from BAMC were entered on this study. Therefore, the
study was terminated when SWOG closed the protocol.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8012 Status: Ongoing
TITLE:

Treatment for Advanced Adenocarcinoma and Large Cell Carcinoma of the
Lung: FOMi vs CAP vs FOMi/CAP, Phase III.
Start Date Jan 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MMJ, MC
Key Words:
Adenocarcinoma
Large cell carcinoma
Lung

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To evaluate by pairwise comparison the response rate, duration
of response, and survival of 3 regimens FOMi, CAP, and FOMi/CAP in patients
with advanced (TMN Stage III M1) adenocarcinoma and large cell undifferentiated
carcinoma of the lung.

To evaluate the degree of non-cross resistance of FOMi in CAP failures and
of CAP on FOMi failures.

To compare the toxicities and side effects of FOMi and CAP.

Technical Approach: Patients are eligible who have a histologically confirmed
diagnosis of adenocarcinoma of the lung or large cell undifferentiated carci-
noma of the lung. All patients must have measurable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: A total of 20 patients from BAMC have been entered into this study
(10 during FY 82). Ten remain on the study. Groupwide, there has been a
median survival advantage (28 weeks) with the FOMi/CAP arm which is signifi-
cantly superior to the other two arms. This may represent the first regimen
shown in a cooperative group to prolon survival benefit in patients with this
regimen as the best arm for comparison in future protocols.



Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8014 Status: Completed
TITLE:

Colchicine in Refractory Chronic Lymphocytic Leukemia, Phase 1-I.

Start Date FY 80 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Chronic lymphocytic leukemia
Colchicine

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objectives: To determine the maximum dose of colchicine that may safely be
administered on a once weekly basis.

To determine the response rate standard error (+/- 10%) in patients
with chronic lymphocytic leukemia.

To determine quantitative and qualitative toxicity of the drug colchicine
administered on a once weekly basis.

Technical Approach: Patients with chronic lymphocytic leukemia who have demon-
strated progressive disease on studies of higher priority are eligible.
Patients must have recovered from toxicities resulting from prior treatment
before the initiation of treatment with colchicine.

Therapy will follow the schema outlined in the study protocol.

4

Progress: No patients from BAMC were entered on this study. Groupwide,
seven evaluable patients showed no response.
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Detail Summary Sheet

U' Date: 17 Nov 82 Proj No: SWOG 8015 Status: Ongoing
TITLE: Evaluation of Two Combination Chemotherapy Programs, Adriamycin and
Cis-Platinum (AP) vs Adriamycin, Cis-platinum plus VP-16 (VAP), in the Treat-
ment of Extensive Squamous Cell Carcinoma of the Lung, Phase III
Start Date Jan 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Lung
Squamous cell carcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:[ OMA Cost: Review Results: Continue
Objectives: To determine the activity, in terms of response-rate, remission
duration, and survival in patients with extensive squamous cell (epidermoid)
carcinoma of the lung, for two combination chemotherapy programs: Adriamycin
and Cis-platinum vs VP-16, Adriamycin and Cis-platinum.

To evaluate the relative toxicities of these respective regimens.

To assess the feasibility and reliance of applying "measurable versus
C evaluable" criteria of tumor regression in determining therapeutical response.

To correlate tumor grade with response and survival.

Technical Approach: Eligible patients are those with "extensive" squamous
cell (epidermoid) lung carcinoma defined as "spread beyond the hemithorax
and ipsilateral scalene, supraclavicular and mediastinal lymph nodes",
equivalent with TNM system Stage III class M with any T or N other than
mediastinal, supraclavicular scalene nodes involved. Relapsing or recurrent
TNM Stage I or II patients, failing after radiation therapy alone to the pri-
mary site of involvement are also eligible for study.

* Therapy will follow the schema outlined in the study protocol.

Progress: Four patients from BAMC have been entered on this study. One
entered during FY 82 remains on study. Groupwide, the response rates have
been low. There appears to be no apparent advantage with the addition of

* VP-16 to the AP combination.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8017 Status: Ongoing
TITLE:

5-FU, Adriamycin, Streptozotocin and Cyclophosphamide (FAC-S) in the
Treatment of Metastatic Carcinoid Tumors, Phase II
Start Date Nov 80 Est Comp Date: Unknown

Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncolog John D. Cowan, M.D., MAJ, MC
Key Words:
Carcinoid

Accumulative MEDCASE FEst Accumulative Periodic
Cost: I_ OMA Cost: Review Results: Continue
Objectives: To determine whether combination chemotherapy employing 5-FU,
Cyclophosphamide, Adriamycin and Streptozotocin is effective in the management
of metastatic carcinoid.

To study the duration of survival of patients with metastatic carcinoid
tumor treated with combination chemotherapy regimens.

To provide further information concerning the response and/or survival
of patients with metastatic carcinoid originating in different sites and
having different metastatic patterns.

Technical Approach: All patients must have biopsy-proven carcinoid tumor not
amenable to further surgical therapy wit no prior chemotherapy. A minimum
life expectancy of 6 weeks and a performance status of 3 or better per South-
west Oncology Group criteria is necessary. All patients must have objectively
measurable disease either as a measurable lesion or significant biochemical
abnormality specific for their tumor.

Therapy will follow the schema outlined in the study protocol.

Progress: Groupwide, six partial responses have been noted in seventeen
evaluahle patients. No patients from BAMC have been entered on this
'tudy.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8020 Status: Ongoing
TITLE:

Adriamycin + VP-16 vs Adriamycin Alone in Advanced Adenocarcinoma of the
Breast, Phase II
Start Date Jan 81 _ Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Adenocarcinoma
Breast

Accumulative MEDCASE l Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the efficacy of the Adriamycin and VP-16 combination
in the treatment of previously treated patients with disseminated breast
cancer, as determined by response-rate compared with Adriamycin alone.

To determine the length of the remission on VP-16 maintenance after an
Adriamycin/VP-16 regimen.

Technical Approach: Patients must have histological proof of breast cancer
currently Stage IV with measurable lesions. ER+, ER-, and ER unknown patients
are eligible. Patient must have adequate cardiac function and no clinical
evidence of congestive heart failure.

Therapy will follow the schema outlined in the study protocol.

Progress: Thus far, there is no difference in response rates between the
two treatment arms. No patients from BAMC are enrolled on this study.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8024 Status: Ongoing
TITLE:

Combined Modality Therapy for Disseminated Soft Tissue Sarcomas, Phase
III
Start Date May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MMJ, MC
Key Words:
Sarcoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To compare the effectiveness of bolus administration of Adria-

* mycin and DTIC, to continuous infusion administration of Adriamycin and DTIC,
in remission induction of patients with disseminated soft tissue sarcomas.

To compare the toxicities of these two drug schedules.

To determine the feasibility on a group-wide basis of surgical excision
of accessible lesions in partially responding patients.

To compare the histology of the diagnostic lesion with the histology of
tumor removed from the partial responder.

Technical Approach: Patients with a biopsy confirmed diagnosis of a soft
tissue sarcoma with convincing clinical or biopsy-documented evidence of
metastatic disease are eligible for this study. Patients must not have
received any prior chemotherapy with the agents used in this study.
Patients must have a life expectancy of 10 weeks, and all patients mut
have lesion(s) which is measurable and can be followed for tumor response.

* Therapy will follow the schema outlined in the study protocol.

Progress: Only one of six patients from BAMC remains on this study. Group-
wide, there have been three responses and only two patients have undergone
surgical resection.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8025 Status: Ongoing
TITLE:

Combination Chemotherapy for Chronic Lymphocytic Leukemia

Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Chronic lymphocytic leukemia

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objectives: To determine the response-rate and duration of remission in

* patients with CLL treated with combination chemotherapy consisting of
Prednisone, Vincristine, Cytosine Arabinoside, Cytoxan, and Adriamycin.

To correlate parameters obtained in the clinical, pathological, and
immunological staging with response to treatment.

To determine he effect of stopping chemotherapy after patients have
achieved a complete remission plus two consolidation courses, in order to
define a cured or stabilized fraction of patients.

Technical Approach: All patients who fulfill the criteria for diagnosis of
chronic lymphocytic leukemia according to the Rai Classification will be
eligible for registration.

Therapy will follow the schema outlined in the study protocol.

Progress: Forty-seven patients have been entered thus far (5 from BAMC; 2
during FY 82). Groupwide, 64% of the patients treated with chemotherapy
achieved complete + partial responses.

2
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Detail Summary Sheet

(
Date: 17 Nov 82 Proj No: SWOG 8026 Status: Ongoing
TITLE:

Cis-Platinum in the Treatment of Refractory Epidermoid Carcinoma of the
Penis, Phase II
Start Date Jan 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Epidermoid carcinomaq

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objective: To determine response-rate and survival in patients with advanced
epidermoid carcinoma of the penis treated with Cis-platinum.

Technical Approach: Patients must have epidermoid carcinoma of the penis
confirmed by biopsy, Stage III or IV, refractory to surgery and radiotherapy.

Therapy will follow the schema outlined in the study protocol.

Progress: Groupwide, 4 patients have been entered on this study (none from
BAMC). Two cases have achieved a partial response. The drug appears to be
active in the preliminary analysis.
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Detail Summary Sheet

(' Date: 17 Nov 82 Proj No: SWOG 8027 Status: Ongoing
TITLE:

The Natural History of Pathological Stage TI_2 N M ER+ Breast Cancer,
Phase III
Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility

Al J. Dean McCracken, MD., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
2patment of Medicine/O!oloy _ John D. Cowan, M.D., MAJ, MC
Key Words:
Breast cancer

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To document recurrence-rates, patterns of recurrence, and survi-
val among patients with Stage I or Stage II node negative (T1  N 0 M)
breast cancer whose tumors are determined to be estrogen receptor positive
at the time of surgery.

Technical Ariroach: All female patients having had a radical, modified radi-
cal, or adequate local excision, with axillary node dissection for histologi-
cally proven breast carcinoma, whose axillary nodes are negative for tumor,
and whose estrogen receptor assay on the primary tumor is positive are
eligible for this study.

Progress: No reportable data are available.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8028 Status: Completed
TITLE:

Evaluation of DHAD in Gynecologic Cancers, Stage II

Start Date 11 May Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Gynecologic cancer

U

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response-rate and remission duration in patients
with gynecologic tumors treated with DHAD used in a single dose every-three-
week schedule.

To define the qualitative and quantitative toxicities of DHAD as adminis-
tered in this Phase II Study.

Technical Approach: To be eligible for this study, patients must have a pstho
logically verified histologic diagnosis of ovarian (epithelial type), endome-
trial, or cervical (squamous cell type) carcinoma. All patients must have
measurable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: DHAD proved to be ineffective treatment for epithelial carcinoma of
the ovary in patients who have had prior chemotherapy. No patients from BAMC
were entered on this study.

2
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8030 Status: Ongoing
TITLE:

Evaluation of DHAD in Advanced Squamous Cell Carcinoma of the Head and
* Neck, Phase II

Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Squamous cell carcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the response-rate and remission duration in patients

*1 with advanced squamous cell carcinoma of the head and neck treated with DHAD
used in a single dose every-three-week schedule.

To define further the qualitative and quantitative toxicities of DHAD.

Technical Approach: To be eligible for this study, patients must have a
verified histologic diagnosis of squamous cell carcinoma of the head and neck
region. All patients must have a life expectancy of at least three months.

Therapy will follow the schema outlined in the study protocol.

Progress: Patient accrual has been slow. No patients from BAMC have been
entered on this study.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8031 Status: Ongoing
TITLE:

Evaluation of DHAD in Refractory Multiple Myeloma, Phase II

Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MA, MC
Key Words:
Multiple myeloma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the response-rate and response duration of patients

* with refractory multiple myeloma treated with dihydroxyanthracenedione (DHAD)
used in a single dose every-three-week schedule.

To define the qualitative and quantitative toxicities of DHAD administered
in a Phase II study.

Technical Approach: All patients with multiple myeloma who are not eligible
for higher priority Southwest Oncology Group protocols are eligible. Patients
must have clearly measurable myeloma protein levels and a life expectancy of
at least six weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: Thirteen patients have been entered on this study (none from BAMC).
Eleven of those patients are evaluable with one partial response and two
improved.
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Detail Summary Sheet

U.. Date: 17 Nov 82 Proj No: SWOG 8032 Status: Ongoing
TITLE:

Evaluation of DHAD in Acute Leukemia, Phase II

Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MA, MC
Key Words:
Acute leukemia

U

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the efficacy of dihydroxyanthracenedione (DHAD) in
patients with adult acute leukemia, who have failed on higher priority treat-
ment protocols, as determined by response-rate and remission duration.

To determine the nature and degree of toxicity of this drug used in a
single-dose, every-three-week schedule.

Technical Approach: Eligible patients must have a bone marrow diagnosis of
acute leukemia.

Therapy will follow the schema outlined in the study protocol.

Progress: Forty-two patients have been enrolled on this study (none from BAMC).
On the new dose schedule of 4 mg/M 2 daily x 5, of 8 patients there has been one
complete response.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8033 Status: Terminated
TITLE:

Trial of m-AMSA in Sarcomas of the Bone and Cartilage, Phase II

Start Date 11 May 81 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MMJ, MC
Key Words:
Bone sarcoma
Cartilage sarcoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objective: To determine the efficacy of m-AMSA in producing regression or
remission in refractory sarcomas arising within the bone or cartilage.

Technical Approach: All patients having histologically proven disease with

Cbony and cartilagenous sarcomas who failed accepted standard intervention
with surgery, chemotherapy, and/or radiotherapy are eligible. Patients must
have measurable disease and a life expectancy of at least six weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: The study was terminated because of poor patient accrual.

2
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8037 Status: Ongoing
TITLE:

Combined Therapies for Squamous Cell Carcinoma of the Esophagus, Phase
II
Start Date 22 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Squamous cell carcinomaI
Accumulative MEDCASE I Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the feasibility and toxicity of combined radiotherapy
and chemotherapy with 5-fluorouracil and cis-platinum followed by surgery in
patients with epidermoid carcinoma of the middle or distal esophagus.

To determine the time to local or distant progression in patients
treated by these three combined modalities.

To determine the survival of patients treated by these three combined
modalities.

To determine the response-rate by clinical and pathological staging at
the time of surgery.

Technical Approach: Previously untreated patients with biopsy-proven squamous
cell carcinoma of the middle or distal esophagus are eligible. Patients must
be judged medically to be a surgical candidate for laparotomy and thoracotomy.
Patients must have a life expectancy of 6 weeks or greater.

Therapy will follow the schema outlined in the study protocol.

Progress: It is too early for data analysis. One patient from BAMC has
been entered on this study.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8038 Status: Ongoing
TITLE:

Vinblastine in Advanced Ovarian Cancer, Phase II

Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MMJ, MC
Key Words:
Ovarian cancer

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Objectives: To determine the response-rate and remission duration with intra-
venous therapy using Velban as a continuous infusion in patients with advanced
ovarian cancer.

To define further the qualitative and quantitative toxicity of the
continuous infusion of Velban.

Technical Approach: To be eligible, patients must have histologically confirmed,
advanced, incurable ovarian cancer who are refractory to or ineligible for
treatment on Southwest Oncology Group protocols of higher priority. Patients
must have measurable disease and a life expectancy of six weeks or more.

Therapy will follow the schema outlined in the study protocol.

Progress: Twelve patients have been entered on this study (none from BAMC).
It is too early to evaluate.

2
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Detail Summary Sheet

Date: 19 Nov 82 Proj No: SWOG 8040 Status: Ongoing
TITLE:

Evaluation of Combination Chemotherapy (FAM-S) vs a Phase II Drug in
Pancreatic Adenocarcinoma, Phase II
Start Date 22 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Pancreatic adenocarcioma

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objectives: To determine the response-rate and survival in patients with
advanced pancreatic adenocarcinoma treated with 5-FU, Adriamycin, Mitomycin-C
and Streptozotocin (FAM-S).

To determine further the toxicity of the FAM-S regimen.

To determine the activity of a Phase II drug in previously untreated
patients with advanced adenocarcinoma of the pancreas by determination of
response-rate and duration of response and survival.

To determine further the toxicity of each Phase II agent.

Technical Approach: Patients with histologic confirmation of adenocarcinoma
of the exocrine pancreas with distant metastases and/or those with localized
disease not amenable to curative surgery or radiotherapy are eligible. All
patients must have objectively measurable disease and a life expectancy of
at least 10 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients from BAMC have been entered on this study. Groupwide,

it is too early to know survival data or to interpret the statistics meaning-
fully.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8042 Status: Ongoing
TITLE:

Evaluation of MCBG in Pancreatic Adenocarcinoma, Phase II

Start Date 22 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John A. Cowan, M.D., MAJ, MC
Key Words:
Pancreatic adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: To determine the response-rate and its duration in patients with
advanced adenocarcinoma of the pancreas treated with MGBG.

To determine the qualitative and quantitative toxicities of MGBG when
given on this schedule.

Technical Approach: Patient eligibility is as stated in SWOG 8040.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients from BAMC have been entered on this study. No report-
able data are available.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8043 Status: Terminated
TITLE:

Evaluation of DHAD in Pancreatic Adenocarcinoma.

Start Date 22 May 81 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Pancreatic adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the antitumor activity of D-AD, as determined by
response-rate and duration of response, used in a single dose schedule every
three weeks in patients with advanced adenocarcinoma of the pancreas.

To determine additional information concerning the nature and degree of
toxicity of this drug.

Technical Approach: Patient eligibility is as outlined in SWOG 8040. In
those patients treated initially on the FAM-S arm, patients must have
received no mitomycin-C for 6 weeks; no Adriamycin, S-FU or streptozotocin
for 3 weeks; and must show evidence of hematologic recovery prior to
beginning treatment with DHAD.

Therapy will follow the schema outlined in the study protocol.

Progress: The study was terminated because of poor patient accrual.
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Detail Summary Sheet

C Date: 19 Nov 82 Proj No: SWOG 8049 Status: Ongoing

TITLE:
The Treatment of Resected, Poor Risk Prognosis Malignant Melanoma: Stage

I: Surgical Excision vs Surgical Excision + Vitamin A, Phase III.
Start Date 9 Oct 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MJ, MC
Key Words:
Malignant melanoma
Vitamin A

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the efficacy of surgical excision or surgical exci-
sion plus vitamin A in preventing the recurrence of high-risk, Stage I
malignant melanoma by determination of remission or disease-free interval.

To determine the immunocompetence of patients with malignant melanoma
and to determine the influence of vitamin A upon that immunocompetence.

Technical Approach: All patients with a histologically-confirmed diagnosis
of high-risk Stage I malignant melanoma who have not been previously treated
with chemotherapy, radiation therapy, or immunotherapy are eligible. All
patients must have had a wide local excision of the primary lesion.

Therapy will follow the schema outlined in the study protocol.

Progress: Thirty patients have been accrued at this time (none from BAMC).
It is too early to report any data.

4
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Detail Sum-nary Sheet

Date: 17 Nov 82 Proj No: SWOG 8051 Status: Ongoing
TITLE:

Evaluation of L-Alanosine in Acute Leukemia, Phase II

Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Acute leukemia
L-Alanosine

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objectives: To determine the antitumor activity of L-alanosine as determined
by response-rate and duration of response in patients with acute leukemia who
are not eligible for higher priority studies.

To determine the nature and degree of toxicity of this drug.

Technical Approach: Patients with acute leukemia, either lymphocytic or non-
lymphocytic, not eligible for higher priority Southwest Oncology Group studies
are eligible. Patients must have a, least a 30% cellular marrow and 30%
leukemic cells.

Therapy will follow the schema outlined in the study protocol.

Progress: No responses have been seen in the eight evaluable patients. No
patients from BAMC have been entered on this study.
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Detail Summary Sheet

Date: 17 Nov 82 Proj No: SWOG 8066 Status: Or-going

TITLE: Adjuvant Intrahepatic Chemotherapy with Mitomycin-C and 5-FU

Combined with Hepatic Radiation in High Risk Patients with Carcinoma of the

Colon, Phase II-Pilot

Start Date Jan 81 Est Comp Date: Unknown

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:

q Carcinoma of colon

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue

* Objective: To determine the toxicities of combined intra-arterial chemo-

therapy with hepatic radiotherapy in patients after total clinical resec-

tion of cancer of the colon who have a high risk of recurrence, for potential

use in an adjuvant Group-wide protocol.

Technical Approach: To be eligible, the patient must have adenocarcinoma of

the large bowel with involvement of the adjacent regional lymph nodes. There
must be no evidence of any residual tumor.

Therapy will follow the schema outlined in the study protocol.

Progress: Ten patients have been entered on this study (six from BAMC). No

significant toxicity has been observed.

2
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Detail Summary Sheet

Date: 19 Nov 82 Proj No: SWOG 8077 Status: Ongoing
TITLE:

Combined Chemotherapy and Hormonal Therapy for Recurrent or Disseminated
ER+ Breast Cancer, PACT vs ACT, Phase II
Start Date 9 Oct 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
ER+
Hormone Therapy

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response rate of a combined chemo-hormonal
program in ER+ patients with metastatic breast cancer.

To determine if the addition of Prednisone will greatly increase the
response rate.

Technical Approach: Patients who have histologic evidence of metastatic
breast carcinoma are eligible for this study.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients from BAMC have been entered on this study. Groupwide,
it is too early to report ,ny meaningful data.
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Detail Summary Sheet

O)ate: 19 Nov 82 Proj No: SWOG 8092 Status: Ongoing
TITLE:

Use of Human Tumor Cloning System to Select Chemotherapy for Patients
with Ovarian Cancer Refractory to Primary Therapy, Ancillary Study
Start Date 11 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Human tumor cloning -ystem

q

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To utilize the human tumor cloning assay to select single agent
chemotherapy for patients with epithelial-type ovarian cancer, refractory
to standard therapy.

To determine if the human tumor cloning system can be utilized to select
individual patient's therapy in a cooperative group setting.

Technical Approach: Eligible patients must have a pathological diagnosis of
epithelial-type ovarian cancer in pleural or peritoneal fluid. Patients
should have measurable disease and a life expectancy of at least three months.

Progress: Forty samples have heen evaluated for growth. Thirty-one of the
samples were in the form of malignant serous, and nine were solid tumors.
Of the 40 samples, 14 have shown adequate growth (greater than 30 colonies
per dish). Only two of the tumor samples showed less than 30% survival in

4 response to exposure to an anti-cancer drug (DHAD in one sample and m-AMSA
in another). There have been too few "sensitive" assays to allow conclu-
sions concerning clinical correlations.
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Detail Summary Sheet

C
Date: 17 Nov 82 Proj No: SWOG 8093 Status: Ongoing
TITLE: Treatment of Metastatic Malignant Mesothelioma: A Comparison of
Cyclophosphamide (Cytoxan), DTIC and Adriamycin (CIA) vs Cyclophosphamide
and Adriamycin (CA),Phase III

Start Date 9 Oct 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Mesothelioma

Accumulative MEDASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the effect of the drug combination, Cyclophosphamide,
DTIC, and Adriamycin vs Cyclophosphamide and Adriamycin (CA) on response-rate,
remission duration, and survival of patients with metastatic malignant meso-
thelioma in a prospective, randomized Phase III clinical trial.

To determine the qualitative and quantitative toxicities of these two drug
combinations.

To conduct an epidemiologic survey on all patients designed to identify
important environmental factors which may place an individual at risk for the
development of malignant mesothelioma.

Technical Approach: All patients must have histologically proven malignant
mesothelioma of pleural or peritoneal origin with evidence of distant metas-
tases or documented failure to previous radiation therapy. There must be
an expected survival of at least 8 weeks.

Therapy will follow the schema outlined in the study protocol.

rrogress: No patients from BAMC have been entered on this study. Groupwide,
too early to report any meaningful data.
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Detail Summary Sheet

Date: 19 Nov 82 Proj No: SWOG 8094 Status: Ongoing

TITLE:

Radiotherapy with and without Chemotherapy for Malignant Mesothelioma
Localized to One Hemithorax, Phase III

Start Date 22 May 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center

Dept/Sec Associate Investigators:

Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC

Key Words:
Mesothelioma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objectives: To evaluate in a randomized prospective manner, the efficacy of
Adriamycin in improving the disease-free interval in patients who will receive
hemithoracic radiotherapy for Stage I pleural mesothelioma.

To further define prospectively the efficacy of radiotherapy to the

involved hemithorax in patients with pleural mesothelioma.

Technical Approach: Eligible patients will have histologically confirmed
malignant mesothelioma of the pleural cavity. Patients with measurable dis-
ease or evaluable disease as well as those in whom all gross disease has been
resected will be eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: Patient accrual has been slow (no patients from BAMC). No data
are available at this time.
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Detail Summary Sheet

I Date: 18 Nov 82 Proj No: SWOG 8101 Status: Ongoing
TITLE:

VM-26 in Advanced GU Cancer, Phase II

Start Date 9 Oct 81 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
GU cancer
VM-26

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objectives: To determine the response-rate and duration of response of VM-26
in locally advanced or metastatic transitional cell carcinoma of the bladder,

0O ureter, renal pelvis, and renal cell carcinoma.

To determine further the quantitative and qualitative toxicity in

patients treated with VM-26.

Technical Approach: All patients not eligible for higher priority Southwest
Oncology Group protocols, with histologically proven, incurable, advanced
or metastatic, transitional cell carcinoma of the bladder, ureter or renal
pelvis and renal cell carcinoma are eligible. There are no age restrictions.
Patients must have a life expectancy of at least six weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: Thirty patients have been registered (one from BAMC), 19 of whom
had renal cancer and 3 with transitional cell cancer. Two of the 19 renal
patients have had a response.

0
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8102 Status: Ongoing
TITLE:

Whole Brain Irradiation and Intrathecal Methotrexate in the Treatment of
Solid Tumors Leptomeningeal Metastases, Phase II
Start Date 12 Feb 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Spc Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Leptomeningeal metastases
Solid tumor

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To determine the response-rate (CR + PR) of intrathecal metho-
trexate and whole brain irradiation in the control of solid tumor leptomenin-
geal metastases.

Technical Approach: All patients must have cerebrospinal fluid which is

cytologically positive for malignant cells.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. No patients have been enrolled at this
time.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8104 Status: Ongoing
TITLE:

Treatment of Advanced Seminoma (Stage cII (N 4) + cIII) with Combined
Chemotherapy and Radiation Therapy, Phase II.
Start Date May 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Seminoma

q Chemotherapy
Radiation Therapy

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: To determine the response-rate and survival patterns in patients
with advanced seminoma (Stage CII (N4) + cIII) treated with combined chemo-
therapy and radiation therapy.

( Technical Approach: All patients with histologically proven, Stage cII(N 4 ) and
cIII, advanced, pure or anaplastic testicular seminoma who have had no prior
chemotherapy or radiation therapy are eligibile. Patients must have no other
evidence of malignant disease.

Therapy will follow the schema outlined in the study protocol.

Progre;s: This is a new study. It is too early to make any preliminary
colic I.; ions.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8106 Status: Ongoing
TITLE:

Evaluation of AZQ (Carbamic Acid) in Central Nervous System Tumors,
Phase II
Start Date 12 Feb 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Carbamic Acid (AZQ)
Central Nervous System Tumors

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cosat: Review Results:
Objectives: To determine the efficacy of AZQ given by intermittent bolus

6 schedule in malignant gliomas by evaluation of response-rate, duration and
survival.

To determine the qualitative and quantitative toxicities of AZQ given by
this schedule in a Phase II setting.

C Technical Approach: To be eligible patients must tave a histologically-
confirmed diagnosis of astrocytoma, Grades III and IV; ependymoblastoma;
medulloblastoma; or oligodendroglioma. Patients must have failed primary
surgical and/or radiation therapies and not be eligible for higher priority
protocols. All patients should have received adequate prior radiotherapy.
Patients must have a life expectancy of six weeks or more.

Therapy will follow the schema outlined in the study protocol.

Progress: Three patients from BAMC entered on this study in FY 82 are now
off study. The study is too early to evaluate.

2
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOC 8107 Status: Ongoing
TITLE:

Management of Disseminated Melanoma, Master Protocol, Phase II-III

Start Date 9 Jul 82 Est Comp Date: Unknown
Principal Inv3tigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:

MelanomaU

Accumulative MEDCASE j Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: To determine the effectiveness of cranial irradiation given elec-

E tively in disseminated melanoma patients with lung and/or liver metastases to
prevent or delay the clinical appearance of brain metastases.

CTechnical Approach: Patients should have histologic proof of melanoma and a
negative radiographic study of the brain. Patients must have established
disseminated melanoma with lung and/or liver metastases.

Therapy wil. follow the schema outlined in the study protocol.

i

Progress: This is a new study. No data are available at this time.

I
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8108 Status: Ongoing
TITLE:

Evaluation of Bisantrene Hydrochloride in Refractory Multiple Myeloma,
Phase II

Start Date 14 May 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Multiple myeloma

.q Bisantrene hydrochloride

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response rate and response duration of refrac-

-* tory multiple myeloma treated with biasntrene hydrochloride used in a single
dose, every three-week schedt 2.

To define the qualitative and quantitative tocities of bisantrene
administered in a Phase II study.

Technical Approach: All patients must have a pathologically verified histo-
logic diagnosis of multiple myeloma. Bisantrene hydrochloride is intended
for therapy of patients with multiple myeloma who have had prior exposure to,
and progression of disease on, protocols of higher priority.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study.
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0 Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8110 Status: Ongoing
TITLE:

Treatment of Advanced Germ Cell Neoplasms of the Testis: A Comparison of
Remission Induction.. .vs Observation, Phase III
Start Datell Jun 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Germ cell neoplasm

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To compare in a randomized fashion the effectiveness of the drug
combination Vinblastine, Cis-platinum, and VP 16-213 vs Vinblastine, Bleomycin
and Cis-platinum in the remission induction of patients with disseminated germ
cell neoplasms of testicular origin.

To determine the role of six months maintenance chemotherapy vs observa-
tion for those patients who achieve a complete response during induction, or
have a totally resected mature teratoma, in terms of relapse-free survival and
overall survival.

To determine the role of six months of maintenance chemotherapy vs obser-
vation for those patients with residual carcinoma having no evidence of disease
following surgery, in terms of relapse-free survival and overall survival.

To document the nature and extent of the hematologic and non-hematologic
side effects of the treatment modalities.

Technical Approach: Patients should have a histologically confirmed diagno-
sis of disseminated germ cell neoplasms of testicular origin. All patients
with bulky abdominal disease (Stage cII(N 4 ) or Stage cIII) will be eligible

* for the study. Patients should have an expected survival of at least eight
weeks.

Progress: This is a new study.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8112 Status: Ongoing
TITLE:

Combination Chemotherapy of Unfavorable Histology Non-Hodgkin's
Lymphoma with CHOP and CVB, Phase II.
Start Date 13 Mar 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:

q Non-Hodgkin's lymphoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objectives: To gain experience with a treatment program utilizing a combina-
tion of two non-cross resistant drug regimens in the treatment of "poor
prognosis" lymphomas.

To determine an approximate complete remission rate to the Cyclophosphamide,
Adriamycin, Vincristine, and Prednisone (CHOP)/Cis-platinum, Vinblastine, and
Bleomycin (CVB) treatment program prior to initiating a group-wide Phase III
study utilizing this program.

Technical Approach: Biopsy proven previously untreated patients with Stage
II-IV non-Hodgkin's lymphoma, "roor prognosis" histology will be eligible for
treatment with this regimen. No prior chemotherapy with a single agent or
combined chemotherapy is allowed.

Progress: This is a new study. Iwo of three patients from BAMC remain on
the study. No meaningful data are available at this time.
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Detail Summary Sheet

(7
Date: 18 Nov 82 Proj No: SWOG 8116 Status: Ongoing
TITLE:

Evaluation of Bisantrene Hydrochloride in Refractory Lymphoma, Phase II

Start Date 9 Apr 82 Est Comp Date: Unknown
2 Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Lymphoma, refractory

q Bisantrene hydrochloride

Accumulative MEDCASE Est Accumulative Periodic
Cost:I 7 MA Cost: Review Results:
Objectives: To determine the response rate and response duration of malig-

* nant lymphoma treated with bisantrene hydrochloride used in a single dose,
every three-week shcedule.

To define the qualitative and quantitative toxicities of bisantrene
hydrochloride administered in a Phase II study.

Technical Approach: All patients must ha, a pathologically verified histo-
logic diagnosis of malignant lymphoma. Bisantrene is intended for therapy
of patients with refractory lymphomas who have had prior exposure to, and
progression of disease on, protocols of higher priority. Patients must have
evaluable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. No data are available at this time.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8117 Status: Ongoing
TITLE:

Evaluation of Bisantrene Hydrochloride in Refractory Ovarian CUncer,
Phase II
Start Date 9 Apr 82 Est Comp Date: Unknown

* Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Ovarian cancer
Bisantrene hydrochloride

Accumulative MEDCASE j Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objectives: To determine response raze and response duration of refractory

* ovarian cancer treated wtih bisantrene hydrochloride used in a single dose,
every three-week schedule.

To define the qualitative and quantitative toxicities of bisantrene
administered in a Phase II study.

(Technical Approach: All patients must have a pathologically verified histo-
logic diagnosis of ovarian cancer. Bisantrene is intended to therapy of
patients with ovarian cancer who have had prior exposure to, and progression
of disease on, protocols of higher priority. Patients must have evaluable
disease. Patients must not be receiving c-ncomitant radiation therapy, hor-
monal therapy, or other chemotherapy while on this protocol.

Therapy will follow the schema outlined in the study protoco]

Progress: This is a new study. No data are available.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8118 Status: Ongoing
TITLE:

Evaluation of Bisantrene Hydrochloride in Refractory Malignant Melanoma,
Phase II
Start Date 9 Apr 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:

*I Malignant melanoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:

* Objectives: To determine the response rate and response duration of malignant
melanoma treated with bisantrene hydrochloride used in a single dose, every
three-week schedule.

To define the qualitative and quantitative toxicities of bisantrene
administered in a Phase II study.

Technical Approach: All patients must have a pathologically verified histo-
logic diagnosis of melanoma. Bisantrene is intended for therapy of patients
who have had prior exposure to, and progression of disease on, protocols of
higher priority. Patients must have measurable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. No data are available.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8119 Status: Ongoing
TITLE:

Evaluation of Bisantrene Hydrochloride in Hepatoma

Start Date 9 Apr 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Hepatoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objectives: To determine the response rate and response duration of hepatomas

6 treated with bisantrene hydrochloride used in a single dose, every three-week
schedule.

To define the qualitative and quantitative toxicities of bisantrene
administered in a Phase II Study.

Technical Approach: All patients must have a pathologically verified histo-
logic diagnosis of hepatoma. Bisantrene is intended to therapy of patients
with extensive disease or those patients not eligible or relapsing on pro-
tocols of higher priority. Patients must have measurable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. No data are avilable.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8120 Status: Ongoing
TITLE:

Evaluation of Bisantrene Hydrochloride in Gastric Carcinoma, Phase II

Start Date 9 Apr 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Gastric carcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response rate, response duration, and duration
of survival of gastric carcinoma patients treated with bisantrene hydrochloride

'O used in a single dose, every three-week schedule.

To define the qualitative and quantitative toxicities of bisantrene
hydrochloride administered in a Phase II study.

Technical Approach: All patients must have a pathologically verified histo-
logic diagnosis of adenocarcinoma of the stomach with gross unresectable
residual disease. Bisantrene is intended for therapy of patients with gas-
tric carcinoma not eligible for protocols of higher priority and patients
relapsing on protocols of higher priority. Patients must have measurable
disease.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. One patient from BAMC has been enrolled
into the study but it is too early to evaluate.

2
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8122 Status: Ongoing
TITLE:

Combined Modality Treatment of Extensive Small Cell Lung Cancer, Phase
III
Start Date 14 May 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Small cell lung cancer

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objectives: To compare the response rate and duration of a new induction
program (multiple alkylating agents plus Vincristine), with emphasis on
complete response, to the combination of Vincristine, Adriamycin and Cyclo-
phosphamide in the treatment of extensive small cell lung cancer.

To examine the effect of radiation consolidation on relapse in the chest
and liver in patients without widespread skeletal disease.

To assess qualitative and quantitative toxicity of this combined modality
approach.

To perform a prospective analysis, by electron microscopy, of the avail-
able material for clinicopathologic correlation.

To evaluate the effectiveness of a more aggressive radiation therapy
approach to clinically evident brain metastases.

To evaluate the impact of chest radiation therapy following relapse as
to the duration of response and survival.

I
To improve survival and the quality of life in patients with extensive

small cell lung cancer.

Technical Approach: All patients with extensive small cell carcinoma of the
lung (spread of disease beyond the ipsilateral hemithorax and its regional
nodal drainage) are eligible for entry onto this study. Patients must not
have had prior treatment with chemotherapy or radiation therapy.

Therapy will follow the schema outlined in the study protocol.

Progress: One patient from BAMC has been entered on this study. It is too
early to evaluate.

263



Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8161 Status: Ongoing
fTITLE:

Evaluation of Bisantrene Hydrochloride in Adult Acute Leukemia, Phase II -
Pilot
Start Date 9 Apr 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words: Glenn M. Mills, M.D., MAJ, MC
Acute Leukemia

Accumulative MEDCASE 7 Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response rate and response duration of adult

* acute leukemia treated with bisantrene hydrochloride.

To define the qualitative and quantitative toxicities of bisantrene
when administered daily for five days every three weeks.

Technical Approach: All patients must have pathologically verified histologic
r1Z diagnosis of adult acute leukemia. The diagnosis of adult acute leukemia will

be made by bone marrow smear and an absolute infiltrate of 50% leukemic cells
cr greater. Bisantrene is intended for therapy of patients with adult acute
leukemia in relapse who have had prior exposure to, and progression of disease,
on., protocols of higher priority. Patients must not be receiving concomitant
chemotherapy while on this protocol.

Therapy will follow the schema outlined in the study protocol.

Progress: Two of five patients entered on this study at BAMC did not
respond to therapy and were removed from the study. It is too early to
evaluate the three remaining on the study.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: Status: Ongoing
TITLE:

Aclacinomycin - Phase II Evaluation in Lung Cancer. Pilot Study

Start Date 9 Apr 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Lung cancer

I Aclacinomycin

Accumulative MEDCASE Est Accumulative Periodic
Cost: IOMA Cost: Review Results:
Objective: To evaluate the activity of aclacinomycin against carcinoma of

* the lung in minimally pretreated patients.

CTechnical Approach: Patients must have histologically proven advanced lung
cancer. Patients who have previously received more than one prior chemo-
therapeutic regimen will be eligible only with approval of the principal
investigator. Preferably, patients with non oat cell lung cancer or exten-
sive small cell cancer will have received no prior therapy. Patients with
small cell cancer failing first line SWOG protocols are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No data are available at this time.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8200 Status: Ongoing
TITLE:

Evaluation of Vinblastine by Continuous Infusion for Advanced, Recurrent
Endometrial Carcinoma, Phase II
Start Date 14 May 82 Est Com Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Endometrial carcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objective: To evaluate the efficacy of a five day vinblastine infusion with
respect to remission induction, remission duration, and survival duration in
patients with advanced, recurrent, or Stages III and IV endometrial carcinoma
refractory to prior chemotherapy.

'I Technical Approach: Patients with pathologically proven adenocarcinoma or
adenosquamous carcinoma of the endometrium who have recurrent disease, or
Stage III or IV disease no longer treatable with radiation therapy or surgery,
are eligible. Patients must not have received prior chemotherapy with vinca
alkaloids. Patients may have had previous chemotherapy of other types.
Patients must have clinically measurable disease either by radiologic tech-
niques or physical examination.

Therapy will follow the schema outlined in the study protocol.

0

Progress: This is a new study. No data are available.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8206 Status: Ongoing
TITLE:

Evaluation of Aclacinomycin-A in Colorectal Carcinoma, Phase II

Start Date 9 Jul 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Colorectal carcinoma

qAclacinomycin-A

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the antitumor activity of Aclacinomycin A in pre-
viously untreated patients with colorectal carcinoma by determination of the
response-rate and remission duration of two dosage schedules; a single dose,
every three-week schedule and a weekly dosage schedule for four weeks out of
six.

To further define the qualitative and quantitative toxicities of this
drug for each of the two dosage schedules in a Phase 11 study.

Technical Approach: Patients must have biopsy proven adenocarcinoma arising
from the colon or rectum. They must have clinically measurable recurrent or
disseminated disease to qualify for the study. Patients must be equal to or
less than 65 years old, have a life expectancy of at least ten weeks and a
performance status of at worst Grade 2 by Southwest Oncology Group criteria.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. No data are available.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8207 Status: Ongoing
TITLE:

AZQ in Advanced Renal Cell Carcinoma, Phase II

Start Date 10 Sep 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Renal cell carcinomaU

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the response rate and duration of response in

* patients with advanced renal cell carcinoma treated with AZQ used in a single
dose, every three-week schedule.

To define the qualitative and quantitative toxicities of AZQ administered
in a Phase II study.

Technical Approach: All patients with a diagnosis of histologically proven,
advanced renal cell carcinoma not eligible for higher priority Southwest
Oncology Group protocols are eligible. Patients must have clearly measur-
able disease and a life expectancy of at least six weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. No data are available.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8213 Status: Ongoing
TITLE:

Evaluation of Aclacinomycin-A in Refractory Multiple Myeloma, Phase II

Start Date 10 Sep 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAJ, MC
Key Words:
Multiple myeloma

Accumulative MEDCASE j Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To determine the response rate and duration of remission of

* Aclacinomycin A used in a weekly schedule (followed by two weeks rest) for
patients with refractory multiple myeloma.

(Technical Approach: All patients with histologically confirmed multiple mye-
loma, refractory to initial therapy, who are not eligible for higher priority
Southwest Oncology Group protocols are eligible. Patients must have a life
expectancy of at least six weeks.

Therapy will follow the schema outlined in the study protocol.

6

Progress: This is a new study. No data are avilable.
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Detail Summary Sheet

Date: 18 Nov 82 Proj No: SWOG 8218 Status: Ongoing
TITLE:

Evaluation of Spirogermanium (NSC-192965) in Renal Cell Carcinoma,
Phase II
Start DatelO Sep 82 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Oncology John D. Cowan, M.D., MAU, MC
Key Words:
Renal cell carcinoma

q Spirogermanium

Accumulative MEDCASE Est Accumultive Periodic
Cost:I OMA Cost: Review Results:
Objectives: To determine the response rate and remission duration of renal

4 cell carcinoma when treated with Spirogermanium, used as a 60 minute infusion
in a three times weekly schedule.

To define the qualitative and quantitative toxicities of Spirogermaium
administered as a Phase II study.

Technical Approach: All patients must have a histologically proven diagnosis
of renal cell carcinoma, and not be eligible for Southwest Oncology Group
protocols of higher priority. Patients must have a clearly measurable disease.
Patients should have a life expectancy of at least six weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study. No data are avilable.
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Detail Summary Sheet

Date: 4 Nov 82 Proj No: GOG 20 Status: Ongoing
TITLE: A Randomized Comparison of Adriamycin vs No Further Therapy in
Patients with Uterine Sarcomas, Stage I and II, Phase III

Start Date FY 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
De artment of Obstetrics and Gynecology
Key Words:
Uterine Sarcoma

qAdriamycin

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objective: To determine if adjuvant chemotherapy will improve the cure rate
in uterine sarcomas, Stage I and II.

Technical Approach: Patients with histologically proven sarcomas of the uterine
corpus will be considered if they have Stage I or Stage II disease clinically,
and if they have no known gross residual disease following surgery. Preopera-
tive or postoperative pelvic radiotherapy may be given at the discretion of the
principal investigator, but a decision about this mode of therapy must be made
prior to the chemotherapy randomization.

Therapy will follow the schema outlined in the study protocol.

Progress: Three patients have been registered on this study. Groupwide,
there has been no significant difference between survival and progression-
free interval. Moreover, Mantel-Haentzel techniques adjusting for such
parameters as stage, histology, prior radiotherapy and various combinations
of these three have been employed, revealing no treatment difference.
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Detail Summary Sheet

Date: 4 Nov 82 Proj No: GOG-24 Status: Ongoing
TITLE: Treatment of Women with Cervical Cancer Stage IIB, IIIB, IVA, Confined
to the Pelvis and/or para-aortic nodes with Radiotherapy Alone vs Radiotherapy
plus Immunotherapy (Phase II).
Start Date FY 78 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Cervical cancer
Radiotherapy
Immunotherapy

Accumulative MEDCASE ] Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objective: To assess the therapeutic effectiveness of immunotherapy (intra-
venous C-parvum) used concommitantly with radiation in patients with advanced
carcinoma of the uterine cervix.

Technical approach: Patients with histologically confirmed, previously
untreated carcinoma of the uterine cervix (adenocarcinoma or squamous carcinoma)
are eligible.

Therapy will be in accordance with the schema outlined in the study proto-
col.

Progress: No patients have been entered on the study.

Preliminary analysis of data by GOG suggests that C-parvum does not add any

4 therapeutic effect as an adjuvant to radiotherapy.
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Detail Summary Sheet

Date: 4 Nov 82 Proj No: GOG-25 Status: Ongoing

TITLE: A Randomized Comparison of Meiphalan Therapy Alone vs Melphalan plus
Immunotherapy kC. Parvum) in the Treatment of Women with Stage III (Optimal)
Epithelial Carcinoma of the Ovary (Phase II
Start Date FY 78 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Epithelial carcinoma, ovary
Immunotherapy
C. Parvum

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objective: To determine the efficacy of adjuvant nonspecific immunotherapy

* to standard alkylating agent therapy in patients with Stage III optimal
carcinoma of the ovary.

-(1 Technical Approach: Patients in "optimal" category (3 cm or less greatest
diameter of residual tumor(s) with proven primary Stage III epithelial cancer
of the ovary) who have undergone tumor-reductive surgey will be included in
the study.

Therapy will follow the schema outlined in the study protocol.

Progress: One patient has been entered on the study and is responding well

to therapy.

Analysis of data by GOG indicates that there is no significant difference
Swhen the duration of progression-free interval (PFI) and survival are com-

pared by therapy. However, when compared by size of residual tumor at
siurgery, both are highly statistically significant.
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Detail Summary Sheet

C
Date: 9 Nov 82 Proj No: GOG-26 Status: Ongoing
TITLE:

Master Protocol for Phase II Drug Studies in Treatment of Advanced,
Recurrent Pelvic Malignancies.
Start Date FY 78 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Pelvic malignancies
Chemotherapy

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: This protocol constitutes a Phase II design outlining the pro-
cedures that will be performed to screen for activity of new agents or drug
combinations in patients with advanced recurrent pelvic malignancies. Its
intent is to determine the efficacy of chemotherapeutic agents in patients
whose advanced malignancies have been resistant to high priority methods of
treatment.

Technical Approach: This is a study of multiple chemotherapeutic agents.
Therapy will follow the schema outlined in the study protocol. Agents to be
used in this study include: Piperazinedione, Cis-platinum, VP-16, Galacticol,
Baker's Antifol, ICRF-159, Maytansine, m-AMSA and Yoshi 864.

U

Progress: No patients have been registered on this study. Groupwide progress
is as follows.

Cis-pIatinum has marked activity as first line chemotherapy of squamous cell

carcinoma of the cervix and is active as second line therapy of advanced

ovarian adenocarcinoma and mixed mesodermal sarcoma of the uterus at the dose
and schedule tested. The drug appears to be inactive against endometrial car-
cinoma and letomyosarcoma but may have limited activity in the therapy of
cervical adenocarcinomas.

VP-16 - VP-16 appears to have minimal activity against ovarian adenocarcinoma
and insignificant activity against squamous cell carcinoma of the cervix and
endoetrial adenocarcinoma at the dose and schedule tested. Insufficient
numbers of cases have been entered into other tumor categories and the study
continues.
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GOG 26 (continued)

Galacticol - Complete and partial remissions in carcinoma of the cervix have
been 19% which is encouraging enough for further studies, possibly in combina-
tion with other drugs. One complete remission continues at 33+ months.

Complete and partial remissions in carcinoma of the ovary were 15%. Almost all
of these patients had received prior chemotherapy. One complete remission con-
tinues at 24+ months.

One partial remission in 17 patients with endometrial adenocarcinoma was
observed. Activity appears negligible at the dose and schedule tested.

Bakers Antifol - Although limited activity is noted, this drug is not as useful
as more conventional drugs and probably will not add to our current therapeutic
regimens.

ICRF - ICRF appears to have moderate activity in squamous cell carcinoma of the
cervix and no significant activity in epithelial tumors of the ovary at the dose
and schedule tested.

Maytansine - Maytansine has insignificant activity against squamous cell carci-
* •noma of the cervix and epithelial tumors of the ovary. The study is closed to

these two types of tumors.

AMSA - Patient accrual has been slow. It is too early to report any significant
findings.

Yoshi 864 - Too early to report any significant findings.
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Detail Summary Sheet

U.
Date: 9 Nov 82 Proj No: GOG 31 Status: Terminated
TITLE:

A Randomized Comparison of Local Excision vs Cryosurgery in Patients with
Limited Grade 1, 2, or 3 Cervical Intraepithelial Neoplasia.
Start Date FY 79 Est Comp Date:
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Cervical neoplasia
Cryosurgery

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results:
Objective: To evaluate and compare the immediate and long-term effectiveness

* of outpatient cryosurgery and outpatient local excision in the treatment of
limited cervical intraepithelial neoplasia grade 1, 2 or 3, in a randomized
prospective study.

C lechnical Approach: All eligible patients must have a tissue diagnosis of
cervical intraepithelial neoplasia within six weeks prior to randomization
in the study. All patients must have a lesion which can be completely de-
lineated through the colposcope. Only patients with the following histologic
diagnosis will be eligible: mild dysplasia, moderate dysplasia, severe
dysplasia, and carcinoma in situ.

Therapy and randomization will follow the schema outlined in the study
protocol.

Progress: No patients have been entered on this study. Groupwide the study
was terminated because of an inability to obtain adequate follow-up.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 32 Status: Terminated
TITLE:

A Radomized Comparison of Srugical Conization vs Cryosurgery in Patients
with Extensive Grade 3 Cervical Intraepithelial Neoplasia.
Start Date FY 79 Est Comp Date:
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Cervical neoplasia
Cryosurgery

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To evaluate and compare the immediate and long-term effectiveness
of outpatient cryosurgery to the standard cold-knife conization in the treat-
ment of extensive cervical intraepithelial neoplasia Grade 3 in a randomized
prospective study.

Technical Approach: All eligible patients must have a diagnosis of cervical

intraepithelial neoplasia within six weeks prior to randomization in the study.
All patients must have a lesion which can be completely delineated through the
colposcope. The lesion should involve at least two quadrants of the portio.
Only patients with the following histologic diagnosis will be eligible: severe
dysplasia and carcinoma in situ.

Therapy and randomization will follow the schema outlined in the study
protocol.

Progress: No patients have been entered on this study. The study was termi-
nated due to an inability to obtain adequate follow-up.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 34 Status: Ongoing
TITLE: A Randomized Study of Adriarjiycin as an Adjuvant After Surgery and
Radiation Therapy in Patients with High Risk Endometrial Carcinoma, Stage I,
and Occult Stage II.
Start Date FY 78 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Endometrial carcinoma
Radiation therapy
Adriamycin

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To study differences in morbidity and patient survival as functions
of various tumor growth patterns as well as treatments.

Technical Approach: All patients with primary, previously untreated, histo-
logically confirmed invasive carcinoma of the endometrium Stage I, and Stage
II occult, all grades, with one or more of the following high risk criteria
are eligible: (1) all lesions with equal to or greater than one-half myo-
metrial involvement; (2) positive pelvic and/or para-aortic nodes; (3) micro-
scopic evidence of cervical involvement but no gross clinical involvement of
the cervix. The following types of histologically confirmed uterine carcinoma
are eligible: adenocarcinoma, adenoacanthoma, adenosquamous carcinoma.

Therapy will follow the schema outlined in the study protocol.

Progress: One patient remains in the study and one patient was dropped when
it was discovered that she was not eligible for this protocol. It is too
early to draw any meaningful conclusions from the data available.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 36 Status: Ongoing
TITLE:

Surgical-Pathologic Study of Women with Squamous Cell Carcinoma of the
Vulva.
Start Date FY 78 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Squamous cell carcinoma of vulva

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the validity of current FIGO staging to the histo-
pathologic prognostic factors of size of lesion, location of lesion, depth of
invasion of tumor in millimeters, histologic grade, and site and number of
positive lymph nodes in Stage I-IV carcinoma of the vulva.

To rapidly accumulate prospectively significant surgical pathologic
data for development of further protocols for subsets of disease identified.

To determine morbidity of primary radical surgical therapy.

Technical Approach: All patients with primary, previously untreated, histo-
logically confirmed, invasive squamous cell carcinoma of the vulva clinically
detprmined to be Stage I through IV are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been entered on this study. Groupwide, it is too
early to draw any meaningful conclusions from available data.
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Detail Summary Sheet

(,~

Date: 9 Nov 82 Proj No: GOG 37 Status: Ongoing
TITLE: Randomized Study of Radiation Therapy vs Pelvic Node Resection for
Patients with Invasive Squamous Cell Carcinoma of the Vulva Having Positive
Groin Nodes.
Start Date FY 78 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Squamous cell carcinoma of vulva

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objective: To determine the benefit and morbidity of adding adjunctive radia-
tion therapy to pelvis and groin for patients with positive groin nodes at
radical vulvectomy and bilateral groin dissection.

-C Technical Approach: All patients with primary, previously untreated, histo-
logically confirmed squamous cell carcinoma of the vulva such that radical
vulvectomy suffices to remove all of the local lesion and whose surgery
revealed that there were nodes in the groin on one or both sides containing
m':tastatic carcinoma are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study. Groupwide, no
o reportable data are available at this time.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 40 Status: Ongoing
TITLE:

A Clinical-Pathologic Study of Stage I and II Uterine Sarcomas.

Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Uterine sarcoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the incidence of pelvic and aortic lymph node metas-
tases associated with Stage I and II uterine sarcomas, the relationship of
these node metastases to other important prognostic factors such as mitotic
index of the tumor, and the complication rate of the procedures.

Technical Approach: All patients with histologically proven uterine sarcoma
clinical Stage I and II who are medically suitable for hysterectomy and
lymphadenectomy are eligible for this study.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study. Groupwide, it is
too early to draw any conclusions.
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Detail Summary Sheet

C Date: 9 Nov 82 Proj No: GOG 41 Status: Ongoing
TITLE:

Surgical Staging of Ovarian Carcinoma.

Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Ovarian carcinoma

I
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the spread of ovarian carcinoma in intraperitoneal
structures and retroperitoneal lymph nodes by direct examination, cytologic
sampling, and biopsy.

To establish a surgical protocol for patients entered into GOG ovarian
cancer treatment protocols.

To determine the complication rate of the procedures.

Technical Approach: Patients with all histologic types of primary ovarian
cancer are eligible, including epithelial tumors, germ cell tumors, stromal
tumors, and all others. Patients must be entered within two weeks of the
last surgery.

Therapy will follow the schema outlined in the study protocol.

I

Progress: One patient has been entered on this study. Groupwide it is too early
to report any conclusions.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 42 Status: Ongoing
TITLE:

Treatment of Recurrent or Advanced Uterine Sarcoma. A Randomized Com-
parison of Adriamycin vs Adriamycin and Cyclophosphamide, Phase III.
Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Uterine sarcoma

Accumulative MEDCASE I Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine if Adriamycin alone is more effective than Adria-

* mycin and Cyclphosphamide in producing responses in advanced or recurrent
uterine sarcoma.

To determine the duration of response for each different treatment arm.

CTechnical Approach: Patients with primary Stage III, primary Stage IV or
recurrent uterine sarcoma are eligible. Both patients with measurable and
non-measurable disease are eligible, but they will be analyzed separately.
Patients with all cell types of uterine sarcoma are eligible.

Randomization and therapy will follow the schema outlined in the study
protocol.

Progress: No patients have been entered on the study. Groupwide, the regimens
are well tolerated.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 43 Status: Ongoing
TITLE: A Randomized Comparison of Cis-platinum 50mg/m2 IV Every 3 weeks vs
Cis-platinum 100mg/m2 IV Every 3 weeks vs Cis-platinum 20mg/m2 IV Daily x 5
Days in Treatment of Patients with Advanced Carcinoma of the Cervix, Phase III.
Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Carcinoma of cervix

I

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: To confirm the effectiveneass of cis-diamminedichloroplatinum
(DDP) in advanced and recurrent squamous cell carcinoma of the cervix no
longer responding to radiation therapy or surgery.

To compare the frequency and duration of response and adverse effects
of DDP therapy using three different doses and treatment schedules.

To evaluate the roles of serial determination of serum carcinoembryonic
antigen (CEA) levels in determining extent of disease, response to treatment,
and in predicting treatment failure.

Technical Approach: Eligible patients must have histologically confirmed,
locally advanced, recurrent, persistent, or metastatic squamous cell carci-
noma of the cervix which is resistent to curative treatment with surgery or
radiotherapy. All patients must have lesions which are measurable or
evaluable by physical examination. Patients will have recovered from effects
of recent surgery or radiotherapy, and will be free of clinically significant
infection.

Randomization and therapy will follow the schema outlined in the study
protocol.

Progress: One patient has been registered on this protocol. Groupwide
evaluations have shown that there is no difference in the efficacy of the
three regimens; however, there is less toxicity with the lower dose.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 44 Status: Ongoing
TITLE: Evaluation of Adjuvant Vincristine, Dactinomycin, and Cyclophospha-
mide Therapy in Malignant Germ Cell Tumors of the Ovary After Resection of
All Gross Tumor, Phase III.
Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Germ cell tumor of ovary

Accumulative MEDCASE Est Accumulative Periodic
Cost:| OMA Cost: Review Results: Continue
Objectives: To evaluate the effect of combined prophylactic vincristine,
dactinomycin, and cyclophosphamide chemotherapy in patients with endodermal
sinus tumor, embryonal carcinoma, immature teratoma (Grades 2 and 3), chorio-
carcinoma, and malignant mixed germ cell tumors of the ovary, Stages I and II
after total removal of all gross tumor.

To evaluate the role of serum markers, especially alpha-fetoprotein (AFP)
and human chorionic gonadotropin (beta HCG), when these are present, in
predicting response and relapse.

To determine the role of restaging laparotomy in determining response,
predicting relapse and planning further therapy.

Technical Approach: Patient: with histologically confirmed malignant germ
cell tumors of the ovary, Stages I or II, if previously untreated and com-
pletely resected, excluding patients with pure dysgerminoma unless classi-
fied as anaplastic, are eligible. Patients with grade 2 or 3 immature
teratoma are also eligible. Patients with early Stage III disease will be
accepted iF all gross tumor is resected.

Randomization and therapy will follow the schema outlined in the study
protocol.

Progress: No patients have been registered on this protocol. As far as
GOG results are concerned, it is too early to report any meaningful results.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 45 Status: Ongoing

TITLE:
Evaluation of Vinblastine, Bleomycin, and Cis-platinum in Stage III and

IV and Recurrent Malignant Germ Cell Tumors of the Ovary, Phase III.

Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility[6- Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Malignant germ cell tumor of ovary

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To evaluate the effect of four cycles of combined Vinblastine,

*Q Bleomycin and Cis-platinum (VBP) chemotherapy in the management of patients
with endodermal sinus tumor, embryonal carcinoma, immature teratoma (all
grades), choriocarcinoma, and malignant germ cell tumors of the ovary with
advanced or recurrent disease, incompletely resected.

To evaluate the role of serum markers, especially alpha-fetoprotein
(AFP) and human chorionic gondaotropin (beta JCG), when these are present,
in predicting response and relapse.

To determine the role of restaging laparotomy in patients in clinical
remission, in assessing completeness of response, and in planning further
therapy.

To evaluate and compare the effect of Vincristine, Dactinomycin and
Cyclophosphamide (VAC) chemotherapy in patients found to have persistent
disease at the time of restaging laparotomy.

To determine the need for maintenance Vinblastine therapy in patients
* found free of disease at restaging laparotomy.

Technical Approach: Patients with histologically confirmed malignant germ
cell tumors of the ovary with advanced (Stage III-IV) or recurrent disease,
incompletely resected, excluding patients with pure dysgerminoma (mature or
anaplastic) are eligible. Patients with incompletely resected Stage II
* isease and patients previously treated with Vincristine, Dactinomycin and
Cyclophosphamide are also eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study. Groupwide, there

4 continues to be considerable toxicity; however, early results are encouraging.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 46 Status: Ongoing

TITLE: A Randomized Comparison of Melphalan vs Intraperitoneal Chromic Phos-
phate in the Treatment of Women with Stage I (exclusive of Stage IA(i) G1 and
IB(i) G1) Epithelial Carcinoma of the Ovary, Phase III.
Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Epithelial carcinoma of ovary

I

Accumulative MEDCASE Est Accumulative Periodic
Cost: -Io_____ OMA Cost: Review Results: Continue
Objective: To evaluate the relative effectiveness of Melphalan vs intraperi-
toneal Chromic Phosphate as adjuvant therapy in Stage I _xclusive of Stage IA
(i) Gl and Stage IB(i) GI epithelial cancers of the ovary in a randomized
prospective study.

Technical Approach: Patients with surgical Stage IA(i) Gs, G3; IA(ii); IB(i)
G2, G3; IB(ii), and IC epithelial cancer of the ovary who have undergone
optimal staging described in GOG 41 are eligible.

Randomization and therapy will follow the schema outlined in the study
protocol.

I

Progress: No patients have been registered on this study. Groupwide, it is
too early to draw any conclusions.
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e Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 47 Status: Ongoing

TITLE: A Randomized Study of Adriamycin + Cyclophosphamide vs Adriamycin +

Cyclophosphamide + Cis-platinum in Patients with Advanced Ovarian Adenocarci-

noma - Suboptimal Stage 1I, Stage IV and Recurrent, Phase III.

Start Date FY 80 Est Comp Date: Unknown

Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:

Department of Obstetrics and Gynecology
Key Words:

Ovarian adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue

Objectives: To determine if the addition of Cis-platinum to Adriamycin plus

Cyclophosphamide improves remission rate, remission duration or survival in
Stage IV, suboptimal Stage III and recurrent ovarian adenocarcinoma.

To determine the frequency and duration of true complete remission

using these regimens as judged at second-look laparotomy.

Technical Approach: Patients who have been diagnosed as Stage IV and suboptimal

Stage III primary cases together with all recurrent cases are eligible. Both

patients with measurable disease and patients without measurable disease, as a
separate category, will be evaluated.

Therapy will follow the schema outlined in the study protocol.

6 Progress: One patient has been entered on the Study. Groupwide, there is no

survival difference. The addition of cis-platinum appears to significantly
influence response and progression-free interval.

I
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Detail Summary Sheet

U,

Date: 9 Nov 82 Proj No: GOG 48 Status: Ongoing
TITLE: A Study of Progestin Therapy and a Randomized Comparison of Adriamycin
vs Adriamycin + Cyclophosphamide in Patients with Advanced Endometrial carci-
noma After Hormonal Failure, Phase III.
Start Date FY 80 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Endometrial CarcinomaU

Accumulative MEDCASE f Est Accumulative Periodic
Cost:] OMA Cost: Review Results: Continue
Objectives: To evaluate the response of advanced or recurrent endometrial

* carcinoma to oral progestins in patients who have received no prior hormonal
therapy.

To compare a combination of adriamycin and cyclophosphamide to adriamycin
alone as therapy for advanced or recurrent endometrial carcinoma which no
longer responds to or has failed to respond to progestins in patients who have

U received no prior cytotoxic drugs.

Technical Approach: To be eligible for entry on this study, all patients must
have documented primary Stage III, primary Stage IV, recurrent or residual
endometrial adenocarcinoma, adenoacanthoma or adenosquamous carcinoma. Those
patients with positive cytology as evidence of spread are eligible as non-

ME measurable disease cases.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study. Groupwide, there
is no significant difference when survival and progression-free interval

* are compared by treatment.

290



Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 49 Status: Ongoing
TITLE: A Surgical-Pathologic Study of Women with Invasive Carcinoma of the
Cervix Stage IB and Randomly Assigned Radiation Therapy versus no Further
Therapy in Selected Patients.

Start Date FY 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Invasive carcinoma
Cervix

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine by observations of the 5-year survival and disease-

free interval, the validity of current FIGO staging to the histopathologic
* prognostic factors of size of lesion, location of lesion, depth of invasion

of tumor, in millimeters, histology and grade, growth pattern, and site and
number of positive lymph nodes in Stage IB carcinoma of the cervix.

To rapidly accumulate prospectively significant surgical pathologic data
which would expedite development of further protocols.

To determine morbidity of primary radical surgical therapy.

To determine if radiation therapy will improve survival in selected
patients with positive nodes.

Technical Approach: All patients with primary, previously untreated, histo-
logically confirmed, invasive carcinoma of the cervix (squamous cell, adeno-
carcinoma or adenosquamous) are eligible. Patients must have had a pelvic
and para-aortic lymphadenectomy.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study. Groupwide, it is
too early to evaluate.

I
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 50 Status: Ongoing
TITLE:

A Study of Adriamycin as Postoperative Therapy for Ovarian Sarcoma, Pri-
mary or Recurrent, with No Prior Chemotherapy, Phase III.
Start Date FY 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology

. Key Words:
Ovarian sarcoma

U Adriamycin

Accumulative MEDCASE j Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To evaluate the efficacy of Adriamycin in the treatment of ovarian

O1 sarcomas, primary or recurrent, through historic controls.

To accumulate additional srugical-pathological data relative to ovarian
sarcomas.

V. Technical approach: All patients must have histologically confirmed primary
Stage I-IV or recurrent ovarian sarcoma. Optimal reductive surgery is
required for cases with advanced disease, whether primary or recurrent.
Patients may have measurable disease, non-measurable disease or no residual
disease postoperatively. The endometrium must be examined to exclude an
endometrial origin of tumor.

Patients with primary Stage I-IV disease must be entered and protocol
therapy begun within six weeks of surgery. Patients with recurrent disease
must be entered and protocol therapy begun within six weeks of documented
recurrence.

Progress: No patients have been registered on this study. Groupwide, it
is too early to report any meaningful data.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 51 Status: Ongoing
TITLE: A Randomized Comparison of Droperidol versus THC in the Treatment of
Nausea and Vomiting Produced by Cis-platinum Chemotherapy for Gynecologic
Malignancies.
Start Date FY 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
THC (Delta-9-Tetrahydrocannabinol)
Droperidol (Dehydrobenzperidol)
Cis-plainum

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To evaluate the effectiveness of Droperidol and THC as anti-emetic
agents in chemotherapy of gynecologic malignancies treated with Cis-platinum.

Technical Approach: Patients with gynecologic malignancies who receive Cis-
platinum as a single agent are eligible. Patients will be randomized to
one of two treatment groups. Group 1 will receive THC by mouth during two
courses of chemotherapy, and then take droperidol by injection for two chemo-
therapy courses. Group 2 will receive droperidol by injection for two chemo-
therapy courses and then THC by mouth during two courses of chemotherapy.

* Progress: No patients have been enrolled in this study. Groupwide, no
reportable data are available at this time.

2
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 52 Status: Ongoing
TITLE: A Phase III Randomized Study of Cyclophosphamide plus Adriamycin plus
Platinol (Cis-platinum) vs Cyclophosphamide plus Platinol in Patients with
Optimal Stage III Ovarian Adenocarcinoma.
Start Date Oct 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Ovarian adenocarcinomaU

Accumulative MEDCASE Est Accumulative Periodic
Cost:] OMA Cost: Review Results:
Objective: To determine in "optimal" Stage III ovarian adenocarcinoma, if the

• addition of adriamycin to cyclophosphamide plus cis-platinum (platinol)
improves progression-free interval, frequency of negative second-look laparo-
tomy and survival.

U Technical Approach: Patients with proven primary Stage III ovarian adeno-
carcinoma (serous, mucinous, endometrioid, undifferentiated carcinoma, mixed
epithelial carcinoma or clear cell) confined to the abdominal cavity and its
peritoneal surfaces with residual tumor masses after surgery no larger than
1 cm in diameter are eligible. Entry must be no more than six weeks post-
operative.

Therapy will follow the schema outlined in the study protocol.

Ilrogrcss: One patient has been registered on this study. Groupwide, it
I, too carly to report any meaningful data.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 56 Status: Ongoing
TITLE: A Randomized Comparison of Hydroxyurea vs Misonidazole as an Adjunct
to Radiation Therapy in Patients with Stages IIB, III and IVA Carcinoma of
the Cervix and Negative Para-Aortic Nodes.
Start Date Nov 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Carcinoma of cervix

q Para-aortic node:

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine whether hydroxyurea or misonidazole is superior as
a potentiation of radiation therapy in advanced cervical cancer.

To compare the toxicity of hydroxyurea vs misonidazole when given con-
currently with radiotherapy.

Technical Ppproach: All patients with primary, previously untreated, histo-
logically confirmed invasive squamous cell carcinoma of the uterine cervix,
clinical stages IIB through IVA confined to the pelvis will be eligible for
this study.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been enrolled in the study. No reportable data
are available from GOG.
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Detail Summary Sheet

! Date: 9 Nov 82 Proj No: GOG 59 Stat: Ongoing
TITLE: A Randomized Comparison of Extended Field Radiation Therapy and Hydroxy-
urea Followed by Cisplatin or No Further Therapy in Patients with Cervical
Squamous Cell Carcinoma Metastatic to High Common Iliac... Lymph Nodes--III.
Start Date Nov 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Cervical squamous cell carcinoma
Metastatic
Common iliac lymph nodes

Accumulative MEDCASE Est Accumulative Periodic
Cost: I OMA Cost: Review Results:
Objectives: To determine if cis-diamminedichloroplatinum, cisplatin, given in
an adjuvant setting will decrease the risk of geographic failure or improve the
survival rate or progression-free interval in patients with squamous carcinoma
of the cervix with metastases to high common iliac and/or para-aortic lymph
nodes, proven by either histologic or cytologic means.

To evaluate the role of scalene fat pad biopsy in this group of patients before
initiation of extended field irradiation therapy.

To accumulate clinical/surgical/pathologic data on this high-risk group of
patients to expedite development of further protocols.

Technical Approach: All patients with primary, previously untreated, histo-
logically confirmed, invasive squamous cell carcinoma of the uterine cervix,
all clinical stages, with metastasis to high common iliac or para-aortic
lymph nodes proven by cytologic or histologic means are eligible for this
study.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study. It is too early
for reportable data from GOG.

296



Detail Summary Sheet

Date: 9 Nov 82 Proj No: GOG 60 Status: Ongoing
TITLE: A Randomized Study of Doxorubicin plus Cyclophosphamide plus Cis-
platin vs Doxorubicin plus Cyclophosphamide plus Cisplatin plus BCG in
Patients with Advanced Suboptimal Ovarian Adenocarcinoma, Stage III and IV.
Start Date Nov 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Ovarian adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine if the addition of BCG to doxorubin (adriamycin)
plus cyclophosphamide plus cisplatin improves remission rate, remission dura-
tion, or survival in suboptimal Stage III and IV ovarian adenocarcinoma.

To determine the frequency and duration of true complete remission using these
regimens as judged at second-look laparotomy.

-| Technical Approach: Patients wih estabilished suboptimal Stage II and IV
ovarian epithelial cancer are eligible. All patients must have optimal sur-
gery and appropriate tissue for histologic evaluation, as detailed in protocol
GOG 41.

Iherapy will follow the schema outlined in the study protocol.

fProgpr-ss: No patients have been enrolled in this study. No reportable
dati ire available from GOG.
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Detail Summary Sheet

U' Date: 9 Nov 82 Proj No: GOG 61 Status: Ongoing
TITLE: Randomized Study of Cis-platinum + Cyclophosphamide vs Hexamethyl-
melamin after Second-Look Surgery in Nonmeasurable Stage III Ovarian Adeno-
carcinoma Partially Responsive to... Cis-platinum and Cyclophospha ide.
Start Date Nov 81 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Ovarian adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To determine, in nonmeasurable but residual Stage III ovarian
adenocarcinoma partially responsive after treatment with regimens containing
cis-platinum and cyclophosphamide, if the progression-free interval and sur-
vival are improved by continuing cyclophosphamide plus cis-platinim or by
changing treatment to hexamethylmelamine.

Technical Approach: Patients who have been diagnosed as Stage III ovarian
cancer and who have had residual disease found at second-look laparotomy may
be eligible. A patient who began with measurable disease and achieved a
clinical complete response, but then at second look was found to have residual
disease after treatment with regimens containing cis-platinum plus cytoxan
would be eligible. A patient who originally had nonmeasurable disease and
who at the time of second look has less volume of disease than was described
at the time of the original surgery or in whom there has been no change in
the volume of disease wou ' ' be eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study. No reportable data
are available from GOG.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: 7601 Status: Ongoing

TITLE:

Ovarian Cancer Study Group Protocol for Selected Stage IAi - IBi Ovarian

Cancer (Well and Moderately Differentiated).
Start Date FY 79 Est Comp Date: Unknown

Principal Investigator Facility

Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:

Department of Obstetrics and Gynecology
Key Words:

ovarian cancerU

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objectives: To define the natural history (relapse rate, relapse site,

* relapse free survival) of patients treated by surgery alone.

To determine whether prophylactic, adjuvant chemotherapy with melphalan
alters the natural history.

To study the effect of various potential prognostic factors (stratifica-
(tion factors) on the natural history of patients treated by each form of

therapy.

To determine the patterns of relapse for each form of therapy.

To establish the value of various staging parameters on the stage of
disease and its natural history.

Technical Approach: All eligible patients must have a histopathologic diag-
nosis of common epithelial ovarian cancer of one of the following types:
serous, mucinous, and those listed in Appendix I of the protocol. After
definitive staging procedure, if the patient is a selective Stage IAi, or

* Tl~i, and the histologic grade is well or moderately differentiated, the

patient is eligible.

Therapy will follow the schema outlined in the study protocol.

S'ro ress: One patient has been registered on this study. No reportable data
are available from GOG.
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Detail Sivnary Sheet

C

Date: 9 Nov 82 Proj No: 7602 Status: Ongoing
TITLE:

Ovarian Cancer Study Group Protocol for All Stage IC and II (A,B,C) and
Selected Stage IAii and IBii Ovarian Cancer.
Start Date FY 79 Est Comp Date: Unknown
Principal Investigator Facility
Charles Capen, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:
Ovarian cancer

Accumulative MEDCASE Est Accumulative Periodic
Cost:I CMA Cost: Review Results: Continue
Objectives; To define the natural history (relapse rate, relapse sites,
relapse free survival, regression rate, duration of regression) of patients
treated by surgery plus either chemotherapy or chemotherapy plus radiation
therapy.

To study the effect of various potential prognostic factors (stratifica-
tion factors) on the natural history of patients treated by each form of
therapy.

To determine the patterns of relapse for each form of therapy.

To establish the value of various staging parameters on the stage of
disease and its natural history.

Technical Approach: All eligible patients must have a histopathologic diagno-
sis of common epithelial ovarian cancer of one of the following types: serous,
mucinous or one of the types identified in Appendix I of the study protocol.
After a definitive staging procedure, if the patient is Stage I-A, II-B,
II-C, I-Aii, I-Bii, or I-Ai or I-Bi with poorly differentiated tumors, she
is eligible for this study. The patient must have had no previous treatment
except surgical therapy.

Randomization and therapy will follow the schema outlined in the study
protocol.

Progress: No patients have been entered on this study. Groupwide, patient
accrual has been slow. No reportable data are available.
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Detail Summary Sheet

C

Date: 9 Nov 82 Proj No: PVSG-12 Status: Ongoing

TITLE:
Hydroxyurea in Thrombosis.

Start Date FY 80 Est Comp Date:

Principal Investigator Facility
Glenn M. Mills, M.D., MAJ, MC Brooke Army Medical Center

Dept/Sec Associate Investigators:

Department of Medicine/Hematology-Oncology
Key Words:

I Thrombocytopenia
Myelofibrosis-myeloid metaplasia
Myeloproliferative disease

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objective: To evaluate the efficacy of hydroxyurea in preventing and con-
trolling the symptoms of thrombosis and bleeding with 1) the clinical entity

primary thrombocytopenia, 2) those patients with myelofibrosis-myeloid meta-
plasia with elevated platelet counts, and 3) those patients with unclassified

myeloproliferative disease with elevated platelet counts.

Technical Approach: In order to be eligible for entry on this study, the
patient must meet the following criteria: 1) Absence of Philadelphia chromo-
some, 2) Absence of an increased red cell mass, 3) Bone marrow which shows
marked megakaryocytic hyperplasia and abundant platelet clumps, 4) Thrombosis

not secondary to some identifiable cause, i.e., infection, cancer etc., and

5) Patient must not have had a pre-existing cancer, other than skin cancer.

Therapy will follow the schema outlined in the study protocol.

4

Progress: Eight patients have been entered into this study. No significant
data are available at this time.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: PVSG-13 Status: Ongoing
TITLE:

Study of the Clinical Features and Natural History of Asymptomatic
Patients with Myeloproliferative Disorders.
Start Date FY 79 Est Comp Date:
Principal Investigator Facility
Glenn M. Mills, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Hematology-Oncology
Key Words:
Myeloproliferative disorderU

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To obtain a clinical and laboratory data base on patients with

* myeloproliferative disorders prior to the time they require treatment under
other MPD protocols.

To define the natural course of the disease as to the development of:
a) splenomegaly, b) progressive fibrosis, c) leukemic conversion, d) thrombo-
embolic complications, and e) other neoplasm.

To demonstrate the development of cytogenetic and pathologic abnormalities
in bone marrow and peripheral blood.

To establish predictors of a more symptomatic stage of the disease.

Technical Approach: All newly diagnosed (less than one year), previously
untreated patients (including patients transfused for a period of less than
three months) considered to have one of the myeloproliferative disorders
outlined in the protocol are eligible.

Progress: No patients have been entered on this study.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: PVSG-15 Status: Ongoing
TITLE:

Efficacy Trial Using Cyproheptadine and Cimetidine for Pruritus in
Polycythemia Vera
Start Date 10 Oct 81 Est Comp Date:
Principal Investigator Facility
Glenn M. Mills, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Medicine/Hematology-Oncology
Key Words:
Pruritus
Polycythemia Vera

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine whether H1 and H blocking agents used concomitantly
are efficacious in alleviating the pruritus of polycythemia vera.

Technical Approach: Any patient with polycythemia vera in remission, i.e.,
Hct. of 40-45%, following treatment who suffers from persistent pruritus
which worsens with bathing or showering and which does not antedate the
onset of symptoms of polycythemia vera is eligible for this protocol.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been entered on this study.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7376 Status: Ongoing
TITLE:

Evaluation of Natural History of Histiocytosis X in Childhood

Start Date Feb 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Histiocytosis X

Accumulative MEDCASE - Est Accumulative Periodic
Cost: I OMA Cost: Review Results: Continue
Objective: To obtain information about the natural history of all forms of
histiocytosis X and histiocytic medullary reticulosis.

1'echnical Approach: All new patients with a biopsy-proven diagnosis of histio-
.:v'tosis X should be registered for the study.

This study involves reporting on the results of examinations, tests, and
treatment during the course of the disease. The examinations and tests are as

tmtlined in the study protocol.

4

,>". No patients have been registered on the study.

4
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Detail Summary Sheet

Date: 9 Nov 82 Pro- No: POG 7612 Status: Ongoing
TITLE:

MOPP + Bleo vs A-COPP with IF RT in Stage III Hodgkin's Disease in
Children
Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:

qHodgkin's disease

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To compare the effectiveness of IF radiotherapy plus MOPP + Bleo
with IF radiotherapy plus A-COPP chemotherapy in treating Stage III Hodgkin's
disease in children.

To determine the patient tolerance of the two chemotherapy regimens in
terms of immediate toxicity including the incidence of infection.

Technical Approach: All children, 18 years or younger, with Stage III Hodgkin's
disease including extranodal presentations + constitutional symptoms, regard-
less of specific with no prior therapy are eligible.

Therapy will follow the schema outlined in the study protocol.

I

Pirogr-ess: One patient has been entered into the study. It is too early to
report any significant results of therapy in this patient.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7621 Status.: Ongoing
TITLE:

MOPP vs OPP in the Treatment of Children with Recurrent Brain Tumors

Start Date Feb 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:

Brain tumor

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine and compare response to MOPP or OPP in children with

* recurrent brain tumors.

Technical Approach: All patients who have been diagnosed to have a central
nervous system tumor, and who have previously received maximally allowable
dose of radiotherapy will be eligible for randomization which will require
no prior therapy with either nitrogen mustard or BCNU. Patients must be
18 years of age or under at the t'me of diagnosis.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been entered into this study.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7712 Status: Ongoing
TITLE:

Comparison of Treatment Regimens for the First CNS Relapse in Children
with Acute Lymphocytic Leukemia - CNS #6
Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics

Key Words:

q Acute lymphocytic leukemia

Accumulative MEDCASE Est Accumultive Periodic
Cost: OMA Cost: Review Results: Continue

* Objective: To compare two therapies for CNS leukemia with respect to length
of CNS remission and CNS toxicity.

rechnical Approach: Patients less than 21 years of age at time of initial
diagnosis with first CNS relapse who have not had more than one marrow relapse
are eligible.

Therapy will follow the schema outlined in the study protocol.

I

Progress: No patients have been entered into this study.

I

I
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: P06 7799 Status: Ongoing
* TITLE:

Rare Tumor Registry for Childhood Solid Tumor Malignancies

Principal Investigator Fclt

*Dept/SecAscaeIvsiaos

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
objectives: To collect natural history data on malignancies which occur so

I rarely that large series of patients cannot be accumulated at any single insti-
tution.

To evaluate therapies in those groups of rare tumors in which fair numbers
of cases can be accrued.

Technical Approach: Any child under the age of 18 years at diagnosis with a
rare solid tumor is eligible for the study.

Progress: No patients have been registered on this protocol.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7812 Status: Ongoing

TITLE:
Anguidine in Central Nervous System Tumors

Start Date 25 Sep 81 Est Comp Date: Unknown

Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center

Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Central nervous system tumors

I

Accumulative MEDCASE Est Accumulative Periodic
Cost:OMA Cost: Review Results: Continue
Objective: To determine the anti-tumor activity of anguidine in the treat-

q ment of malignant brain tumors in children and adolescents relative to
clinical response and survival.

Technical Approach: Patients with histologically confirmed primary CNS tumors
as follows are eligible: Astrocytoma, Grades III and IV; ependymoma, oligo-
dendroglioma; medulloblastoma and patients under 21 years of age with clinical
diagnosis of recurrent brain stem glioma following radiation therapy are eligi-
ble. Patients must not be eligible for protocols of higher priority or treat-
ment of proven or likely higher efficacy.

irog'rss: No patients have been registered on this protocol.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7818 Status: Ongoing
TITLE:

Rubidazone in Children with ALL and AML in Relapse

Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Acute lymphocytic leukemia

I

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the clinical efficacy and toxicity of rubidazone
when used for the induction of remission in children with acute leukemia.0

Technical Approach: Patients 21 years of age or under with acute leukemia in
'7 relapse, not eligible for protocols of higher priority, are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this protocol.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7829 Status: Ongoing
TITLE:

Comparison of Two Dose Regimens of Intrathecal Methotrexate for CNS
Leukemia, Phase II

_Start Date 25 Sep 81 Est Comp Date: Unknown----
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:

Sq CNS leukemia

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To compare the toxicity, response rates and duration of response
obtained by using a two dose regimen of intrathecal methotrexate.

Technical Approach: Patients under the age of 21 with CNS leukemia in relapse
who are not known to be resistant to intrathecal methotrexate are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this protocol.

I
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7834 Status: Ongoing
TITLE:

Second Induction Maintenance in Acute Lymphocytic Leukemia, Phase III

Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Acute lymphocytic leukemia

I

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine in children in the first relapse of ALL in remission
duration which can be achieved following an ingensive and aggressive induction
regimen and maintenance.

Technical Approach: Patients under the age of 21 years in their first CNS
-C and/or extramedullary and/or bone marrow relapse with acute lymphocytic

leukemia are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: One patient has been entered into this study. It is too early to
make any positive or negative statement regarding response to therapy.
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Detail Summary Sheet

Date: 9 Nov 8' Proj No: POG 7837 Status: Ongoing
TITLE:

EvaluaLion of Systemic Therapy for Children with T Cell Acute
Lymphatic Leukemia, Phase III
Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Acute lymphatic leukemia

qT-cell

Accumulative MEDCASE | Est Accumulative Periodic
Cost: LMA Cost: Review Results: Continue
Objective: To evaluate the effectiveness of a program of sequential systemic

I chemotherapy plus CNS treatment for children with untreated T-cell leukemia.

( Technical Approach: Patients under the age of 21 with a diagnosis of T-cell
leukemia as defined by SWOG 7865 including all patients who have 20% or
greater E-rosetting leukemia cells are eligible.

Therapy will follow the schema outlined in the study protocol.

Pirogress: One patient has been registered on this study. No reportable data
:,f significance are available at this time.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7843 Status: Ongoing
TITLE:

Evaluation of Rubidazone in the Treatment of Children with Solid Tumors,
Phase II
Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
TerryjE. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics

Key Words:
Solid tumor

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the clinical efficacy of rubidazone in the treatment
of malignant tumors in children with and without previous anthracycline ther-
apy and to determine the toxicity of this drug in children with solid tumors.

Technical Approach: All patients under the age of 21 with a measurable tumor
lesion, resistant to conventioanl chemotherapy are eligible.

Therapy will follow the schema outlined in the study protocol.

* Progress: No pattients have been registered on this study.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: POG 7895 Status: Ongoing
TITLE:

Multimodal Therapy for Management of Primary Non-Metastatic Ewing's
Sarcoma of Pelvic and Sacral Bones.
Start Date 25 Sep 81 Est Comp Date:
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics

Key Words:
Ewing's sarcoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objective: To determine the effectiveness of high dose intermittent chemo-

* therapy to prevent local recurrence and/or metastases with surgical resection
and a uniform radiation therapy regimen to control local disease.

C Technical Approach: Patients with biopsy-proven localized Ewing's sarcoma with
no prior chemotherapy and/or radiation therapy are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study.
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Detail Summary Sheet

U Date: 9 Nov 82 Proj No: POG 7909 Status: Ongoing
TITLE:

Evaluation of MOPP Adjuvant Chemotherapy in the Treatment of Localized
Medulloblastoma and Ependymoma
Start Date May 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Medulloblastoma
Ependymoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objective: To evaluate the efficacy and toxicity of the MOPP adjuvant chemo-
therapy in the prevention of local recurrence of distant metastasis in children
with localized medulloblastoma and ependymoma.

Technical Approach: Patients between 1 and 21 years (inclusive) with histo-
C logically proven medulloblastoma and ependymoma are eligible for this study.

Therapy will follow the schema outlined in the study protocol.

Progress: One patient has been entered into this study. It is too early to
evaluate the results.
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Detail Summary Sheet

- Datc: 9 Nov 82 Proj No: POG 7919 Status: Ongoing
TITLE:

Evaluation of m-AMSA in Children with Acute Leukemia and Non-Hodgkins
in Relapse

Start Date Nov 80 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Acute leukemia
Non-Hodgkin's lymphoma

Accumulative MEDCASE Est Accumulative Periodic
Cost:I OMA Cost: Review Results: Continue
Objectives: To determine the clinical efficacy of m-AMSA, as indicated by
the induction of partial or complete remission, in pediatric patients with
acute leukemia or non-Hodgkin's lymphoma in relapse.

To further assess the toxicity of m-AMSA in children.

Technical Approach: All patients with acute leukemia (lymphocytic and non-
lymphocytic) or non-Hodgkin's lymphoma in relapse who are 18 years of age or
under at the time of diagnosis, who are not eligible for protocols of higher
priority and who are resistant to standard forms of therapy, will be eligible
for this study.

Therapy will follow the schema outlined in the study protocol.

I

i'ro('ress: No patients have been registered on this study.
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Detail Summary Sheet

Date: 9 Nov 82 Proj No: P06 8000 Status:_ Ongoing
TITLE:

National Wilms' Tumor Study, III

Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
De-pt/ S ec Associate Investigators:
Department of Pediatrics _____

Key Words: -____

Wilims' tumor

Accumulative MEDGASE Est Accumulative Periodic
Cost: IOMA Cost: Review Results: Continue
Objectives: To gain better understanding of Wilms' tumor by gathering detailed
information regarding gross and histologic morphology.

0 To refine methods of treatment according to staging.

To test treatment hypotheses by randomized, prospective clinical trials
according to stage and histologic grade of disease.

To gather information about family cancer in an attempt to identify childrenU and families at high risk.

To study the late consequences of successful treatment given for Wilms'
tumor.

Technical Approach: Patients under the age of 15 with Wilms' tumor are
eligible.

Progress: Two patients have been entered on this study. No results from
thec National Study have been received.
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Detail Summary Sheet

(
Date: 9 Nov 82 Proj No: POG 8002 Status: Ongoing

' TITLE:
...CombUiition Chemotherapy with Adriamycin, Cis-Platinum, Vincristine, and

-.Cytoxan in Children with Metastatic Neuroblastoma (Stage IV)
Start Date ', 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Neuroblastoma, metastaticq

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To delineate the toxicity of the combination of cytoxan, vincris-
tine, adriamycin and cis-platinum in children with metastatic neuroblastoma.

To do a preliminary anelysis of the therapeutic efficacy prior to consider-
ation of this four-drug combination as front-line therapy for children with
Stage IV neuroblastoma.

Technical Approach: Children from i to 18 years of age with biopsy-proven
metastatic neuroblastoma (Stage IV) who have not had prior exposure to cis-
platinum are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: No patients have been registered on this study.
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Detail Summary Sheet

C Date: 9 Nov 82 Proj No: POG 8075 Status: Ongoing
TITLE:

Circulating Immune Complexes in Pediatric Malignancies

Start Date 25 Sep 81 Est Comp Date: Unknown
Principal Investigator Facility

X Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec Associate Investigators:
Department of Pediatrics
Key Words:
Immune complex

I
Accumulative MEDCASE| Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the incidence of elevated levels of circulating
immune complexes at diagnosis in children with neuroblastoma, osteogenic

It sarcoma, ALL and AML.

To correlate serial levels of circulating immune complexes with disease
activity should significant quantities be initially detected.

Technical Approach: Newly diagnosed and staged patients under 21 years of age
with neuroblastoma, osteogenic sarcoma, acute lymphocytic leukemia or acute
myelogenous leukemia are eligible. Patients should not have had excisional
surgery, chemotherapy or radiotherapy prior to initial serum sample.

I

Progress: No patients have been registered on this protocol.

I

I
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