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FOREWORD

"When I use a word," Humpty Dumpty said, in rather a scornful tone, "it
means just what I choose it to mean - neither more nor less."

"The question is," said Alice, "Whether you can make words mean so many
different things."

"The question is," said Humpty Dumpty, "Which is to be master - that's
all." (Carroll, L. Through the Looking Glass, 1871)

Although we are confronted at times with "distinctions' (neaning '"whose
budget?") between clinical investigation and medical research, it is of more
importance to clearly define the lack of difference between high quality
patient care and active clinical investigation. Despite recognition of this
concept by medical organizations and hospital accreditation groups (eg., JCAH),
the general public and the bureaucracy controlling the purse strings often per-
ceives research as unnecessary, a diversion of time from patient care, and an
acceptable area from which to trim the budget. It 1s easy looking backwards to
Justify the time and money spent by clinical investigators such as Walter Reed,
Roger Brooke, and William Beaumont. Their medical research produced the best
patient care, not only for the subjects of their investigations, buc for society
as a whole, Tt is more difficult to look forward.

"The political ambience of our time compels the scientific community to
seek firm grounds for receiving a share of public resources. It might be far
more realistic, however, as well as useful, for all parties to agree that, after
all, we really can't measure these things with any precision and that the most
difficult segment to measure, basic research, isn't so expensive that we can't
afford to run on the principle that it should be kept reasonably plump."
(Greenberg, D.S. Washington report. N. Engl. J. Med. 301:1456, 1979)

It thus becomes our responsibility to become master of the words 'clinical
investigation" and to assure their meaning is clearly understood as being
synonymous with continuous improvement in the quality of patient care. Clini-
cians must assume active roles in formulating policies regulating research and
educating those in control of financial resources as well as the general public.
Often the public's perception of benefit to the patient and society overshadows
the scientific merit or medical importance of any clinical investigation. With
the current emphasis on patients assuming greater responsibility for decisions
regarding their health care, it is imperative that the positive contributions
of medical research to improved quality of care be made clear to patients and
society.

BAMC has been fortunate in having a command leadership that is outstanding
in its support of clinical investigations. There has been a growth in the number
of active protocols (as well as their quality), the number of publications and
presentations, the Department of Clinical Investigation staff available to sup-
port vesearch, and facilities, especially the new Laboratory Animal Research and
Training Center. The real credit for the work presented in this volume belongs
to the clinical investigators (from principal investigators to laboratory tech-
niclans) who have devoted their time and talents to increasing medical knowledge
and quality of care. Equally important are the patient volunteers who freely
consented, sometimes without direct benefit to themselves, to participate in
gathering new knowledge and providing a base for improved patient care.




UNIT SUMMARY - FISCAL YEAR 1981

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 personncl
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.

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

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, ianvestigational, and training activities within the Depart-
ment of Clinical Investigation are conducted under the guildance of AR 40-7,
AR 40-38, AR 70-25, AR 70-18 and HSC Reg 40-23. Careful monitoring of all
aprroved protocols is conducted in order to assure strict compliance with the
apvplicable regulations.

C. Staffing
Name Rank MOS Title
Anderson, James H., Jr. MAJ 61C00 Chief, Endocrinologist
Burleson, David G. MAJ 68C00 Laboratory Director/Biochemist
Lieberman, Michael M. CPT 68A00 Microbiologist
Madonna, Gary S. CPT 68A00 Microbiologist
Merrill, Gerald A. CPT 68A00 Microbiologist
Quagliani, Joseph G. 1LT 68J00 Biomedical Information Off.
Loyd, Charles M. SFC 92B3R Sr Med Lab Sp, NCOIC
Sinegal, John H. SSG 92B2R Med Lab Sp
Diaz, Noel SPS 92B2R Med Lab Sp
Kelly, Jack L. SP5 92B1R Med Lab Sp
Lipp. Gary SP5 91T20 Animal Care Sp
Mead, Michael PFC 92B1R Med Lab Sp
91T10 Animal Care Sp
92B1R Med Lab Sp
GS12 00401 Research Immunologist
GS1l 00334 Computer Sp

GS9 01320 Chemist
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C. Statting (cont inued)

Name Rank MOS Title
Ayala, Eleaunor F. 1S9 00644 Medical Technologist

GS9 00404 Biological Technician
Hansen, Linda M. GS7 00645 Medical Technician
Chapa, Isidoro GS7 00645 Medical Technician
Bratten, Dodie GS7 01087 Editorial Assistant

GS4 00322 Clerk Typist
D. Funding
Type Fiscal Year 80 Fiscal Year 81

Civilian personnel

to incluue benefits 72,855.00 60,074.00
Consumable supplies 58,362.87 120,891.00
Civilian contracts

to include consultants 13,405.60 14,408.70
TDY — 4,830.00 13,245.00
Publications 4,961.63 4,665.00
Noninvestment equipment

(Minor MEDCASE) ~ 55,078.38
Other OMA

OMA TOTAL 154,415.10 268,382.08
MEDCASE 37,894.25 151,381.42
Other

Military 157,000.00 279,317.00
TOTAL 349, 309.35 699, 080.50

E. Progress

Terminated

Fy 73
FY 74
FY 75
FY 76
FY 77
FY 78
FY 79
FY 80
FY 81
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Protocol Disposition FY 81

Transferred Completed
- 1
- 2
- 6
1 12
1 22

Ongoing to FY 82
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E. Progress (continued)

Group Protocol Disposition FY 81

Terminated Completed Onpoing ¥Y 81
SWOG - 24 /1
GOG - 1 23
PVSG 1 1 1
POG 2 el 17
3 31 114

F. Problems

Most of our problem areas remain the same though there has been some
encouraging progress in some areas. Our biggest problem continues to be
adequate laboratory and administrative space. At the time the department
moved into its present facilities, there were five assigned personnel
occupying approximately 1850 square feet of space to work om 12 in-house
protocols. At the present time, there are 23 assigned personnel working on
50 protocols in the same 1850 square feet. The addition of more equipment
during the year has cut down on available work space.

Our desperate need for an animal facility was lessened somewhat by obtain~
ing an old barracks-type building that was scheduled for destruction. Although
it does not meet AALAC standards, it gives the department some capability for
animal housing and operating room facilities. Our animal facility and space
problems can be effectively resolved only with the completion of a major con-
struction project for a separate building originally scheduled for 1984 but
currently scheduled for 1987.

A total of 28 requirements have been approved for the Department and 22
authorizations have been allocated which has improved our personnel problems
somewhat. Our principal remaining difficulty in personnel is in identifying
and obtaining qualified military personnel. Severe shortages in Med lLab
Specialists (92B), Biological Research Assistants (0lH), Animal care Spe-
cialists (91T) and Veterinarians have taken their toll in keeping many of
our positions empty.
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Anderson, W.C.  Systemic lupus erythematosus: Update 1981. 1. Assoc. Mil.
Dermotol., 7:17-20, 1981.




Winton, G.B. Dermatoses of Pregunancy. I, Assuc. Mil. Dermatol. 7:20-27,
1981.

Fulk, C.S., Babcock, W.S., Lewis, C.W. Thrombotic thrombocytopenic purpura.
J. Assoc. Mil. Dermatol. 7:34-35, 1981.

Burton, B.A. Verrucous carcinoma. J. Assoc. M1il. Dermatol. 7:37-40, 1981.

Wilson, R.K., Picou, K.A., Babcock, W.S. Lichen aureus: Report of a case
occurring on the arm. J. Assoc. Mil. Dermatol. 7:40-41, 1981.

Fulk, C.S., Lewis, C.W. Sezary Syndrome: The small cell variant. J. Assoc.
Mil. Dermatol. 7:41-43, 1981.

Anderson, W.C. Subcutaneous granuloma annular. J. Assoc. Mil. Dermatol.
7:44-45, 1981.

Fulk, C.S. Trichilemmal cyst of the buttock. J. Assuc. Mil. Dermatol. 7:46-47,
1981

Cook, .J.R., Babcock, W.S., Lewis, C.W. Lichenoid dermatitis, aphthous stomat-
itis, and thrombocytopenic purpura following gold therapy. J. Assoc. Mil.
Dermatol. 7:47-48, 1981.

Adelman, S. Warty dyskeratoma. J. Assoc. Mil. Dermatol. 7:49-50, 1981.

Parsons, W.T., Babcock, W.S5. Transional cell carcinoma from urinary tract
metastatic to skin. J. Assoc. Mil. Dermatol. 7:50-52, 1981.

Keeling, J.H. An unusual clinical presentation of dermatitis herpetiformis.
J. Assoc. Mil. Dermatol. 7:52-53, 1981.

S: "1sche, S$.J. The pathogenesis of basal cell epithelioma. J. Assoc. Mil.
Dermatol. 7:55-56, 1981. (C)

wwis, C.W. Guest editor for spring issue 1981 Journal of Association of
tjlitary Dermatologists.

Salasche, §5,J, Morpheaform basal cell epithelioma - A study of subelinical
wtenstong in series of 51 cases. Y. Dermatol. Surg. Oncol. 7:389-393, 1981.
)

Salasche, S..J. Metastatilc basal cell carcinoma. J. Dermatol. Surg. Oncol.
7:397-400, 1981.

Hudson, L.D., Adelman, S., Lewis, C.W. Pityriasis rosea: Viral complcment
fixation studies. J. Amer. Acad. Dermatol. 4:544-546, 1981.

Emergency Medicine

Diehr, P. Wood, R.W., Barr, V., Wolcott, B., Slay, L., Tompkins, R.K. Acutc
headaches: Presenting symptoms and diagnostic rules to identify patients
with tension and wmigraine headache. J. Chron. Dis. 34:147-158, 1981. (C)




woliott, k. Reproducibility of c¢linilcal data and decisions in the mdnagement
of upper respiratory illnesses: A comparison of physicians and non-physicians
providers. Medical Care, 1981. (C)

Wolcott, B. Clinical algorithm cost-containment for respiratory illnesses.
Ann. int. Med., 1981. (C)

Wolcott, 3. On the relationships among headache symptoms. 1. Chr. Dis.
1981. ()

Gastroenterology Service

Mason, S.J., 0O'Meara, T.F. Drug-induced esophagitis. J. Clin. Gastroeneroi
(lopress) 1981.

Infectious Digsease Service

Carpenter, J.L. Pyogenic sacro-ilitis: A case report and review of the
literature.  South., Med. J. (in press), 1981.

Nephrology Service

Foulks, C.J. Myasthenia gravis presenting as laryngeal stridor: Occurenc:
following chlorine gas exposure. So. Med. J. (in press) 1981.

Wright, L.F. Successful repletion of bicarbonate stores in ongoing lacrtic
acldosis: A role for bicarbonate buffered pevritoneal dialysis. So. Med. .
(In press) 1981.

Wright, L.F. High urine flow rate increases prostaglandin E excretion in the
conscious dog. Prostaglandins (in press) 1981.

Wrisht, L.F. Army dialysis: Past, present and future. Miliit. Med. (in press)
1981.

Wright, L.F., Maintenance Hemodialysis. G.K. Hall & Co., Buston, 1981.
Qnijlosz Service

Rowninan, G.D., Clare, C.N., Mills, G. Congenital dyserythropoietic anemia
tvpe IT (DCA-1I): Chromosomal banding studies and adherent cell effects on
ervthroid colony (CFU-E) and burst (BFU-E) formations. Br. J. Haematoil.
(in press) 1981.

C.wan, J,D., Easterbrook, J., Mills, G.M. Intrahepatic 5-FU and Mitomycin in
previously untreated patients with hepatic metastasis from colorectal carci-
noma. Milit. Med. (in press) 1981.

Posch, J., Rceb, B., Thornsvard, C., Mills, G. Coagulant activity of crotalus
atrox venom: differences in small and large snakes. Blood (in press) 1981.

Cowau, 1.D., Von Hoff, D.D., Rozenzwieg, M. Experimental systems for testing
cytotoxic apents. Anticancer Research (in press) 1981.
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Von Hotf, D.D., Cowan, J.D., Harris, G., Rersdor, F.C. Human tumor cloning:
Feasibility and clinical correlations. Cancer Treat. Rev. (in press) 1981.

Cowan, J.D., Kies, M. Detectlon of recurrent breast cancer. So. Med. .J.
79:910-912, 1981.

Cowan, J.D., Von Hoff D.D. Cloning of human tumors: An update. Cancer Ther.
Update (in pressg) 1981.

w——

Cowan, J.D., Vou Hoff, D.D. Clinical uses of a human tumor cloning system.
Reviews on Endocrine Related Cancer (in press) 1981.

Von Hoff, D.D., Harris, G.J., Cowan, J.D., Boyer, A. Response of human tumor
cloning forming units to irradiation. Stem Cell (in press) 1981.

Cowan, J.D., Von Hoff, D.D. The human tumor cloning assay: An in vitro for
antitumor activity in solid tumors. TIn '"Cancer Chemotherapy.' Edited by F.M.
Muggia, Martinus Nijhoff, Hingham, Mass. (in press) 1981.

Cowan, J.D., Von Hoff, D.D. Experimental therapy: 1in vitro models. In
“Clinical Evaluation of Antitumor Therapy.' Edited by M. Rozenzweig, F.M.
Muggia, Martinus Nijhoff, Hingham, Mass. (in press) 1981.

Goodwin, W., Stephens R., McCracken, J.D., Groppe, C. Therapy for advanced
colorectal cancer with a combination of 5FU and anguildine: A southwest onco-
logy group study. Cancer Tret. Rep. 65:359, 1981.

Livingston, R.B., McCracken, J.D.. Trauth, C.J., Chen, T. Isolated pleural
effusions in small cell lung cancer: Favorable prognosis. A review of
southwest oncology group experiences. Chest (in press) 1981.

Shildt, R.A., Boyd, J.F., Gioma, P., Schiffman, G., McCracken, J.D. Antibody
response to pneumococcal vaccine in patients with solid tumors and lymphomas.
C: .er (in press) 1981. (C)

Shiidt, R.A., Rubin, R.N., Schiffman, g., Gioma, P. Polyvalent pneumococcal
umuriization of patients with plasma cell dyscrasias. Cancer (in press) 1981.
(c)

* . dt. R.A., Stollman, L., Rosc, M., Bell, B. The organization of a nutri-
ticesl support service at a medical center and one year's experience. Milit.
Med. (in press) 1981.

Neidhart, J.A., Laufman, L.R., Vaughn, C., McCracken, J.D. Minimal single-
agent activity of Maytansine 1in refractory breast cancer: A Southwest Oncology
Group Study. Cance: Treat. Rep. 64:675-677, 1980.

: ) Panettiere F.J., Lehane, D., Fletcher, W.S., Stephens, R., Rivkin, S.,

4 ‘ McCracken, J.D. Cis-platinum therapy of previously treated head and neck
y . cancer: The Southwest Oncology Group's two-dose-per-month outpatient regimen.
Med. Pediatr. Oncol. 8:221-~225, 1980.
| Bukowskl, R.M. LoBuglio, A., McCracken, J., Pugh, R. Phase II tiral of Baker's

Antifol 1in metastatic renal cell carcinoma: A Southwest Oncology Group Study.
Cancer Treat. Rep. 64:1387-1388, 1980.
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Livingston, K.B., McCracken, J.D., Chen, T. Isolated pleural effusion in
small 11 carcinoma: A favorable prognostic group. AACR, #793, 22:200, 198i.

Cowan, J.D., McCracken, J.D., Von Hoff, D.D. Multiple sample drug sensitivity
concordance in the human tumor cloning system. ASCO, #C-69, 22:350, 1981.

Von Hoff, D.D., Page, C., Harris, G., Clark, G., Cowan, J.D., Coltman, C.A.:
Prospective clinlcal trial of a human tumor cloning system. Proc. Amer. Assoc.
Cancer Res. and ASCO, 22:154, 1981.

Cowan, J.D., Coltman, C.A., Von Hoff, D.D. Use of the human tumor cloniug
system to evaluate the aerobic cytotoxic activity of Misonidazole. Proc. Amer.
Assoc. Cancer Res., and ASCO 22:233, 1981.

DEPARTMENT OF OBSTETRICS AND GYNECOLOGY

Herrick, C.N., Wallace, R.L. Amniocentesis in the evaluation and management
of premature labor. Obstet. Gynec. Vol 57, #4, Apr 1981.

Howard, [.E., Herrick, C.N. Pregnancy in patients with ventriculoperitoneal
shunts: Report of two cases. Amer. J. Obstet. Gynec. (in press) 1981.

Howard, T.E., Penney, L.L., Killam, M.D., Daniell, W.C. A double blind ran-
domized study of Terbutaline in premature labor. Milit. Med. (in press) 193 ..
<)

Hercick, C.N., Wallace, R.L. Pulmonary maturity studies in evaluation of
premature labor. Amer. J. Obstet. Gynec. (in press) 1981.

DEPARTMENT OF PEDIATRICS

Wilson, 1..0. et al. Algorithm directed triage in a pediatric population:
A retrospective study. Ann., Emerg. Med., Aug 1981. (C)

W-. son, L.O. Wilson, F.P., Canales, L., Ratner, P.H. Children of the night.
Milit. Med. (in press) 1981.

Wilson, L.¢. Wilson, F.P., Wheeler, M.F., Ortiz, A., Canales, L., Wood, K.W.
Alporithn directed care by non-physician practitioners in a pediatric popu-
'ation:  Non-physicilan practitioner use of an upper respiratorv illness
algorithm, Medical Care (in press) 1981. (C)

Wilson, F.P., Wilson, L.0., Wheeler, M.F., Canales, 1.., Wood, R.W. Algorithm
directed care by non-physician practitioners in a pediatric population:
Reproducibility of non-physician practitioner data gathering behavior.
Medfcal Care (in press) 1981. (C)

Wheeler, M.F., Wilson, L.O., Wilson, F.P., Wood, R.W. Algorithm directed
care by non-physician practitioners in a pediatric population: Clinical out-
comes, patient satisfaction and costs of care. Medical Care (in press) 1981.
()

Wilson, [..C., Wheeler, M,F., Wilson, F.P. The computerized triage of pediatric
patients: Automated triape algorithms. Ann. Emerg. Med. (in press) 1981. (C)
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vavitary histoplasmosis {n an infaunt. Amer. ev. Resp. Dis. (in
press) 1981,

Erythromycin-resistant group A bets hemolytic streptococri. Amer. J.
Dis. Child. 135:288, 1981.

Nafcillin-tolerant Staphylococcus epidermidis endocarditis. J.A.M.A.
(1n press) 1981.

New formula confuses old test. Ped. 68:470, 1981.

Kittle, P.E., Richardson, D.S., Parker, J.W. Two child abuse/child neglect
examinations for the dentist. J. Dent, Child. 175-180, May-June 1981.

DEPARTMENT OF PSYCHIATRY

Myers, L.S8. DSM-IIIl organic mental disorders. Proceedings of AMEDD Psychia-
} try Conference, 1981.

DEPARTMENT OF RADIOLOGY

Fasterbrook, J.S. Renal and hepatic microaneurysms: Report of a new entity
simulating polyarteritis nodosa. Radiology, Vol 137, 3:629-639, 1980.

Fasterbrook, J.s5. Hibir, N. Epidurography using epinephrine and tomography.
kadiology, Vol 140, 3:709-711, Sep. 1981. (C)

Ielepak, R.J. Present and futurc directions lu emission tomography. Pilcker
‘ovrpal of Nuclear Medical Instrumentation, v.2:1, pp 22-29, Mar. 31.

cicpak, R.J. Noncardiac clinical applications 5f seven-pinhole tomography.
~infeal Nuclear Medicine, v. 6:8, pp 344-352, Aug. 81.

DEFARTMENT OF SURGERY
sostliesiuiogy and Operative Service

Veddel SO P0, Ritrer, RUR. Serum levels fullowing epidural administration of
Hireoand correlation with reifetr or post surgical pain. Anesthesiology,

1

.-
\ A )

Yeed, K., Vose, P.C. Diffuse juvenile poiyposis of the colon: A premalign:nt
vonditinn. Dis. Colon Rectum, pn 7'-78, 1981.

Spebar, M.J0., Pruitt, B.A. Candidiasis in the burned patient. J. Trauma
J1:24/-239, Mar. 1981.

’ i Collins, u.J., Rich, N.M., Clagett, G.P., Saiande-, J.M., Spebar, M...

| Clinical results of lumbar sympathectomy. American Surgeon 47:31-35, Jan.
19K .

snebar, M.1. Thermal trauma in nuclear warfare. A chapter of the AFKRI-DNA
Publication "The Medical Effecta of Nuclear Weapons."
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Spebar, M.J., Rosenthal, D., Collinms, ¢.J., Jarstfer, B.S., Walters, M.J.
Changing trends in casalgia. Amer. J. Surg. (in press) 1981.

Collins, G.J., Rich, N.M., Clagett, G.P., Salander, J.M., Spebar, M.J.
Heparin, efficacy and safety after arterial operations. Arch. Surg. (in
press) 1981,

o e e

E Collins, G.J., Rich, N.M., Clagett, G.P., Salander, J.M., Spebar, M.J. Fibro-
muscular dysplasia of the internal carotid arteries: Clinical experience and
followup. Ann. Surg. 194:89-96, 1981.

Safford, K.L., Spebar, M.J., Rosenthal, D. Review of colorectal cancer in
patients under 40. Amer. J. Surg. (in press) 1981,

! Neurological Surgery Service

b Davis, C.0., Smith, C.E., Harris, R.D. Delayed movement disorder following
lumbar methamide myelography. Arch. Neurol. (in press) 1981.

Harris, R.D., Gross, C.A., Seljeskog, E.C., Henderson, L.M. in Vitro assess-
ment of human pituitary tumor neoplastic activity. In "Human Reproduction in
Three Dimensions" (in press) 1981.

Ophthalmology Service

Mauldin, M. Crystalline retinopathy, Amer. J. Ophth. (in press) 198l.

Orthopaedic Service

Osteold osetoma of the fourth metatarsal - a case report. J. Amer.
Podiatry Assoc. 71:328, 1981.

A new ankle injury. J. Emerg. Med. (in press) 1981.

Subtalar joint subluxation. J. Amer. Podiatry Assoc. (in press)
1981,

L4
' (ardiotheracic Surgery Service

¢idf{, M.A, et al. Unrecognized intraoperative torsion of the lung. Surg.
89:390, Mar. 1981,

Peake, J.B. et al. Pneumothorax: A complication of nerve conduction studies
using needle stimulation. Arch. Phys. Red. Rehab. (in press) 1981.

Peake, J.B., et al. A simple method of intraaortic balloon removal in post-
operative open heart surgery patients. Ann. Thorac. Surg. (in press) 1981.

Schuchmann, G.F. Carcinoma of the esophsgus: Therapeutic combinations and
controversies and compromises - Editorial. Chest (in press) 1981.

Collina, G.J. et al. Clinical results of lumbar aympathectomy. Amer. J. Surg.
47:31, 1981.
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Colliins, C.J. et al. Fibromuscular dysplasia of the internal carotid arteries:
Clinical experience and followup. Ann. Surg. (in press) 1981.

Collins, G.J. et al. Heparin: Efficacy and safety after arterial operations.
Arch. Surg. 116:1077, 1981.

tollins, G.J. et al. Hemorrhagic and thrombotic disorders: Recognition and
management 1n vascular emergencies. Edited by H. J. Haimovici, Appleton-
Century-Crofts, New York, 1981, pp 53-82.

Urology Service

Freyfogle, E.B., Putzeys, M.R., Gangai, M.P., Rivera, L.R., Spence, C.R.
Combined external beam radiotherapy and pelvic lymphadenectomy in the
management of carcinoma of the prostate. In "Proceedings of the Kimbrough
Urological Seminar." Edited by H. G. Stenvenson, Mid York Press, Inc., New
York, 1980, Vol. 14.

G111, T.M,, Gangail, M.P., Rivera, L.R., Spence, C.R. Intrascrotal pathology:
Comparison among different diagnostic techniques. In "Proceedings of the
Kimbrough Urological Seminar." Edited by H.G. Stevenson, Mid York Press, Inc.,
New York, 1980, Vol. 14.

Spiegel, R.S., Gangai, M.P., Rivera, L.R., Spence, C.R. Familial testicular
tumors. In "Proceedings of the Kimbrough Urological Seminar." Edited by
H.G. Stevenson, Mid York Press, Inc., New York, Vol. 14.

Spence, C.R., Gangai, M.P., Rivera, L.R. Peyronle's disease: Results of
treatment with rectus fascila graft. In "Proceedings of the Kimbrough Uro-
logical Seminar.” Edited by H.G. Stevenson, Mid York Press, Inc., New York,
1980, Vol. 1l4.

Ge :;al, M.P., Rivera, L.R., Spence, C.R. Peyronie's plaque: Excision and
yraft versus incision and stent. In "Proceedings of the Kimbrough Seminar."
Fdited by H.G. Stevenson, Mid York Press, Inc., New York, 1980, Vol. 1é4.

| Arnold, F.S., Gangai, M.P., Spence, C.R. An unusual cause of hydrouretero-
nephrosis. 1In "Proceedings of the Kimbrough Urological Seminar." Edited by
H.G. Stevenson, Mid York Press, Inc., New York, 1980, Vol. 1l4.

: Rivera L.R., Sepulveda R. Cystosarcoma phylloides of the prostate. 1In
. ““roceedings of the Kimbrough Urological Seminar.” Edited by H.G. Stevenson,
Mid York Press, Inc., New York, 1980, Vol. 14.

Gangai, M.P. Rivera L.R., Spence, C.R. Peyronie's plaque: Excision and
graft versus incision and stent. J. Urol. (in press) 1981.

Gangai, M.P. Ncngonococcal urethritis. In "Current Therapy, 1980." Edite.
by H.F. Conn, W.B. Saunders Co., Philadelphia Pa.

; Gangai, M.P. Balanitis and posthitis. In "Current Urologic Therapy 1980."
Edited by J.J. Kaufman, W.B. Saunders Co., Philadelphia, Pa.




Gangai, M.P. Phimosis and paraphimosis. In "Current Urologic Therapy 1980."
Edited by J.J. Kaufman, W.B. Saunders Co., Philadelphia, Pa.

PHARMACY SERVICE

sikora, K.G., Kotzan, J.A. An analysis of the change in work patterns following
installation for inpatient pharmacy computer system. In 'Contemporary Pharmacy
Practice," Vol. 4, No. 3, pp 160-166, 1981.

11

e ——ias A EpEOTe s IR O -



-

DEPARTMENT OF THE ARMY

Brooke Army Medlcal Center
Fort Sam Houston, Texas 78234
DEPARTMENT OF CLINICAL INVESTIGATION

PRESENTATIONS

OFFICE OF THE COMMANDER

Ognibene, A.J. Perspectives of Health Care. Health Career Day, Texas A & A4
University, College Station, Texas, 30 April 1981.

DEPARTMENT OF CLINICAL INVESTIGATION
Sthen, ROC. Oxygen-dependent Streptococcus faecalis chemiluminescence:  The

ivportance of metabolism and medium composition. Amer. Soc. of Microbiologists,
Oettas, TY, 1-6 Mar 81. )

vilon, ROCL, Coest Lecturer, Rush Medical Center, Chicavo, IL. €9)]

i, R.C., Guest lecturer, Department of Microbiology, Univ.ivsio. «f Texas,
Avatin, TX., Sep 81. (C)

v Rou, Divect Quantification of Phagocyte Oxygenation Activity in whocad
A Chemilumigenic Probe Approach. X1 International Congress of Clini-al
saot.v, Vienna, Austria, 30 Aug-5 Sep 81. (C)

oy #.00, Cuest Lecturer, European Soclety for Biochemistrv, Auctenhausen,
oo, v Sep 8L, (C)

oo WO, Guest Lecturer, Brussels, Belglum, 12 Sep 81. (CO)

waerson, FoH, Clinical Evaluation of Botulinum Toxolds. Biological Aspects
satuidem Conflrence, Fort Detrick, MD, 17 Mar 81. (C)

Anoreoe oo Ulucose Induced Hyperinsulinism during Endotoxomia in Dogs -
N “=itl o Mochuaism, Annual Meeting of Southern Sugar Club, Kiawah Islandg,
‘ .ton, SC 25 Feb--3 Mar 81, ©)

srerson, L. Clucese Induced Hyperinsulinism during Endotoxemis in Dops -
A Foowible Mechianism.  American Diabetes Assoc., Endocrine Society, and

Asn.. of HM{litary Endocrinologists, Cincinnati, OH, 13-19 Jun 81. <)

4 ~i¢son, D.G. Separation of Culnea Pig Peritoneal Exudate Cells on Per-
7.1 Gradients: Comparison of Morphology and Oxygenation Activity in
“egponse to Various Stimuli. Federation of Societies for Experimental

niology, Atlanta, GA, 15 Apr 81. (C)

hnrte-on, D.u.  Functional Differentiation of Peritoneal Exudate Macrophages

vl Polvmorphonuclear Leukocytes: An Approach Based on Chemilumigenic

coabing of Phagocytic Oxygenation Response to Various Stimuli. Perspectives

i~ kndocrinolory and Clinical Chemistry. Florence, Italy, 7 Jul 81l. j
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Hinter, tof, Cheniluminescence Following Fxposure of Anaerobic Broth Medium
to Atmospherte Uxveent The Role of 0 -0odoyx Reactions.  Amer. Soc. of Micro-
biotogists, ballas, X, 1-6 Mar Bl. “(C)

Madouna, G.s5.  Tmmunoglobul tn-Mudiatced Opsonification of Shigella sonnel
Phase T: Functional Study Based on Granulocyte Chemiluminescence. Amer. Soc.
of Microblologists, Dallas, X, 5 Mar 8. (C)

Stevens, D.L.  Effects of Phospholtpasc C and Theta Toxin from C. Perfringens
apon Human Neutrophil Fuvnctious., Amev. Vederation for Clinical Research,
25-.7 Apr 81. ()

DEPARTMENT OF MEDICINE
Cardiclogy Service

Bird, J.J. Subvilvular Gradicois in Aortic Stenosis Without Subvalvular
Obstruction.  33rd Sed: o ific Yessias of the American Heart Association,
Miwe i T, Newv RO, (C

Cratv, W.F. Evaluarionm of Isovoiumic Relaxation in Normal Man During Rest,
Exercine, and Isoproterenal Infusion. 53rd Scientific Sessions of the Ameri-
can Heart Association, Miami, Fl, Nov 80. (C)

Murgo, J.P. Relaxation Abnormalities in Hypertrophic Cardiomyopathies.
53rd sctentific Sessions of the American Heart Assoclation, Miami, FL, Nov 80.
C)

Mareo, .P. Tavited Speaker: Core Curviculum Symposium on Heart Sounds and
Murmuars,  29th Annual Scientific Sessions of the American College of Cardio-
Toov. san Francisco, CA, Mar 81. ()

Murgo, J.P.  Chairman, Clinical and Basic Muscle Physiology, Coronary Blood
: and Echocardiography. Aunual sessicns of the American Soclety of Clini-
cvesrientien, San Francisce, <A, Apr <. (€)

s A. cotmonic Stencsfs in Atrioventricular and Ventriculoarterial
cr e with oso Totact Ventrloular Soptum and Anterior Aorta.  10th Annual
orfe New s o i of Avme Cardiniogy, Fort Sam Houston, TX, May 81.

R, 70 ved rooof T sfee o Gecend Heart Sound Splitting in
vroartery Dioocgas. TOUh Apcoal Session of the Assoclatieon of Army
“vL o ort sam Houston, TX, May 51, (C)

Soacre, s Second Heart Sound Dviamics tn Atrial Septal Defects (ASD).  10th

\nna T secssion of the Aasociatior of Arme Cavdinlogy. Fort Sam louston, TX,
Moy - 0
cwe, bt Fxercise Induced Abnormalitics of Left Ventricular Relaxation in

aroor v Arrery Disease.  10th Annual Session of the Association of Army
rdi iogy, ¥ort Sam Houston, TX, May 81. (C)
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Bird, J.J. Left Ventricular External Work Loss in Valvular Aortic Stenosis:
vorrelation with Severity. 10th Annual Session of the Association of Army
Catdtlologv, Fort Sam Houston, TX, May 81. (C)

Schatz, R.A. The Effect of Arterial Pressure Reflections on Myocardial Supply-

Demand Dvnamics. 10th Annual Session of the Association of Army Cardiology,
Fort Sawm Houston, TX, May 81. (C)

Dermatology Service

Wilson, R.K. Vulvar Hyperpigmentation Case Presenting as Pigmented Bowen's.

p

San Antonio Dermatological Society Meeting, San Antonio, TX, 2 Oct 80.

Babcock, W.S. Case Presentation Zola Cooper Memorial CPC, Southern Medical
Association Meeting, San Antonio, TX, 17 Nov 80.

Salasche, S.J. Malignant Melanoma -~ Dlagnosis and Treatment. Texas Assocla-
tion of Physician Assistants, Austin, TX, 18 Nov 80.

Salasche, 8.J. Metastatic Basal Cell Carcinoma. American College of Chemo-
sureery Annual Meeting, New York City, NY, 4 Dec 80.

Fii.k, €.S5. Reticulate Acropigmentatlon. American Academy of Dermatology,
New York City, NY, 6 Dec 80.

Covk. J.R., Lichenoid Dermatitis and Thrombocytopenic Purpura Associated witn
old Therapy for Rheumatoid Arthritis. American Academy of Dermatology, New
York City, NY, 6 Dec 80.

Lewi s, O.W. Dermatology in the Tropics. Global Medicine Course. Brooks
Aeros=pn: e Center, San Antonio, TX, 20 Apr 81.

$at uche, §.J. Morpheaform Basal Cell Carcinoma. 6th Annual Uniformed
Sevvices Dermatology Seminar, Bethesda, MD, 8 May 81.

sapcoc b, W.S. Moderator of Clinical Pathology Conference. 6th Annual Uni-
formed Services Dermatology Seminar, Bethesda, MD, 7 May 81.

Xr..». E.W. Case Presentation - Idiopathic Hyperpigementation of the Vulva.
. .“ous Vulvar and Vaginal Disease Course, New York City, NY, 16 May 81.

Llemons, D.E. Atrophie Blanche. 21st Annual Armed Forces Institute of
Patnoioyy Lectures, Washington DC, 21 May 81.

Clemons, D.E. Acrokeratosis Verruciformis. 2lst Annual Armed Forces Insti-
tute of Pathology Lectures, Washington DC, 21 May 8l1.

Fulk, C.S. Under Agarose Chemotaxis by Psoriatic Leukocytes. Third Inter-
national Symposium on Psoriasis, Stanford University Medical Center, Stan-
ford, CA, 13-17 Jul 81. (C)

Lewls, C.W. New Treatment of Porphyria. Dallas Dermatological Society
Mect {ng, Dallas, TX, 25 Aug 81,
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Nephrology service

wright, L.F. Home Diilysis in an Army Hospital. American Soclety of Nenhro-
logy, Washington DC, Nov 31.

McCracken, J.D. 0at Cell Carcinoma of the Lung. Oregon Society Clinfcal
Oncology, Portland, OR, 29 Jan 8&1.

McCracken, J.D. Chemotherapy of bPancveotic Cancer, ACS Mid-Winter Svmpo-
sium, Portland, OR, 30 Jan 31.

McCracken, J.D. Chemotherapy of Gastric Cancer. ACS Mid-Winter Symposium,
Port'and, OR, 30 Jan 81.

MeCracken, J.D. Chemotoreapy of the ! Molignancies. St. Vincent's Hospital
Ty Conforveres o By ideeport, Coun., D oPeb 81

“ouracken, 0.D. Treatment of Solid Tumors. Current Concepts in Hem/Onc, USA,
Jashineton DC, 3 Feb 81,

Cowan, J.D. Update on Stem Cell Assays: Testing New Agents. Current Concepts
in Hem/Mne, USA, Washington DU, 3 Feb 81.

shrilde. K.A.  Immunization of Patients with Neoplasia. Current Concepts in
Hem/One, USA, Washington DC, 4 7 =l

Madden, S.A. Treatment of Metastatic Colorectal Cancer to Liver with Intra-
hepatie FUDK or 5FU or Mitomycin in Previously Untreated Patients. Current
Coucer s in Hem/One, USA, Washington DC, 4 Feb 81.

, C.MM.  Changes of Coa:ulation and Complement in Snake Bites. Current
Y in Hem/One, USaA, Wasnington DC, 5 Feb 81. )

roeston, WD Combinat {on § hemotherapy, Radiotherapy and BCG lrmunotherapy

Li=iveg Small Cell Coreinoma of the T.mg. XITth International! Congress of

Sweriotherany, Florence, ittaly, 2V Jul &..
D CUSL Fenerieane wirth Misosantrone.  X1Tth International Congress
cer rtheeapyy rloreace, ctatv, 20oJul M

S vingsten, B.B., Mccracken, J.D., Chen, T. Isolated Pleural Effusicn in
5w ell Carcinoma: A Favorable Prognostic Group. AACR, 81.

™~

Cownn, ' N, MeCracxen, J.D., Von Hotf, D.D. Multiple Sample Drug Scasitivity
Cens ovianee in the Human Tumor Cloning svstem.  ASCO, 1981.

Voo oft, D.D., Page, C., Cowan, .J. Prisn..tive Clinical Trial of a Human
Tuner Cloning System. Proc. Amer. Assoc. Cancer Res. and ASCO, 1981.

“ovian, J.D., Coltman, C.A., Von Hoff, D.D. Use of the Human Tumor Cloning
Soaromo oo Evaluate the Aerobice Cvtntoxic Activity of Misonidazole. Proc.
Vv o Ageoc. Canecer Res. and ASCO, 8i.




Tathey WLl ‘he Oncolopgist and Interventional Radiologint vam: New Deverop-
went . tn Patient Care. Yourth Annual Osteopathic Hospital of Wichita Summer
Doareraduate Course, Wichita, KA, 25-27 Jun 81.

tulmoney Discagse Service

Yelters, L.J. Surgery In Bullous Lung Disease. 33rd Annual Carl W. Tempcl
Svmposiwa on Pulmonary Disease and Allergy-Immunology, Fitzsimons Arm:
Medical Center, Aurora, CO, 19 Jan 81.

Wooaward, T A, Upper Alirway Obstruction Secondary to Enlarged Tonsils.
i3 Annuail Carl W. Tempel Symposium on Pulmonary Disease and Allergy-
inunrofoey, Flitzsiwons Army Medical Center, Aurora, CO, 19 Jan 81.

Mitthews, J.l. Exerclse Testing in the Evaluation of Pulmonary Sarcoiaosis.
3rd Annual Carl W. Tempel Symposium on Pulmonary Discase and Allergy-
Immanuiory, Fitzsimons Army Medical Center, Aurora, CO, 20 .Jan 81.

Nar iitn., M.R.  (he Unilateral Hyperlucent Lung. 33rd Annual Carl W.
ferpetl Symposium on Pulmonary Disease and Allergy-Immuuology, Fitzsimens
Ar-o Medical Center, Aurora, CO, 20 Jan 81.

suitivan, C.J.P. Squamous Cell Carcinoma. 33rd Annual Carl W. .cmpcl Svm-
cohiem o Pulmonary Disease and Allergy-Immunology, Fitzsimons Army o’
Centoor, Aurora, €0, 20 Jan 81,

By oo Palmenary Strongyloildiasis.  33rd Annual Carl W. Tempel Svmpa-
o s Tadmovary Liscease and Allergy-Immunology, Fitzsimons Army Medical
Centar, Aurcra, €O, 20 Jan 81,

DEPARTMENT OF OBSTETRICS AND GYNECOLOGY

: T.E. Two Cases of Gravidas with Ventriculo-Peritoneal Shunts.
At 220G, Orlando, FL, 5-10 Oct 80.

Gowac by Ul Treatment of Premature Labor with Terbutaline.  AFD-ACOG,
Ueiesdboe, L, 5-10 Oct 80.

DEPARTMENT OF PEDIATRICS

“ou, L.0. The Computerized Triage of Pediatric Patients. University
swsciation of Emergency Medicine, San Antonio, TX, Apr 81. (C)

Wiltisvn, L.O. Computeres in a Pediatric Acute Care Facility. 5Sth Inter-
ratiraal Congress of Emergency Surgery, Brighton, Engl:ind., Jun 81. (C)

DEPARTMENT OF PSYCHIATRY

Muors, LoS. DSM-11IT Organic Mental Disorders. AMEDD Psychiatry Conference,
i.boaaso, TX, RO.
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DEPARTMENT OF RADTOLOCY

Telepak, R.J. Rotating Slanthole and -Piuhole Tomography in Nuclear Medicine.
Pacific Northwest Chapter Society of Medicine Annual Meeting, Seattle, WN,
28 Mar 81.

Telepak, R.J. Fourier Phase Analysis of Gated Bloodpool Scans in Nuclear
Medicine. Pacific Northwest Chapter Society of Medicine Annual Meeting,
Seattle, WN, 29 Mar 81.

Telepak, R.J. 1-125 Fibrinogen Studies in Darotid Ulcer Disease. AMEDD
Radiology Symposium, Walter Reed Army Medical Center, Washington DC, 27
May 81.

Telepak, R.J. Nuclear Cardiology in the Community Hospital. Harlingen
Medical Society, Harlingen, TX, 29 Jun 81.

Telepak, R.J. Nuclear Cardiology in the Community ‘nspital. San Angelo
Yiad D =1 Sccilety, San Argelo, TX, 15 Sen 81.

DEPARTMENT OF SURGERY

Anesthesiology and Operative Service

3 Weddel, §.J. Serum Levels Fellowing Epidural Administration of Morphine
and Correlation with Relief of Post Surgical Paln. American Society of
Anesthesiolegy, St. Louis, MO, ¢+ R0.

Gicoding, D.E. Light Wand Intubaticns. Department of Anesthesia, Bay City
Memorial Medical Center, Panama City, FL, 26 Jan 81.

General Surgery Service

iings, R.J. Fibromuscular Dvsplasia Involving Internal Carotid Arteries:
A Si=Y. oy Experience. 33rd “»nu2l Southwestern Surgical Clinic Congpress,
RRRITTO A, 2-7 Mpy R0,

“talliings, R.J. An Approsch to Reerz! Procidentia (The Ripsteln Procedure).
‘v T Vratten Surgicat Sywposium, San Antonio, TX, 29 Apr-1 May 81.

~ove . KU1, Review ¢f ‘nlerectal Cancer in Patients Under 40. 33rd
v senthwesrern Surgical Clivical Congress, Monterey, CA, 4-7 Mav &1.

5. 7Tord, K.L. Upper Gastrointestinal Bleeding: The Brooke Army Medical
“enter Experience. Garv P. Wratten Svrgical Svmposium, San Antonio, TX,
29 sn-—i May 81.

NDea:, V.T. Arteriovenous Fistula: A Historical Review. Gary P, Wratten
Surgical Symposium, San Antonio, T¥, 29 A»r-1 May 81,

Spebar, M.J. Hiroshima Revisited. Gary P. Wratten Surgical Symposium,
San Autonio, TX, 29 Apr-1 May 81.




: S, obar, M.J. Hiroshima Revisted: A Medical Prospective. Medical Effects
i of “uciear Weapons Course, Bethesda, MD, 13 May 81.

F Spebar, M.J. Changing Trends in causalgia. 33rd Southwestern Surgical
: Clinical Congress, Monterey, CA, 4-7 May 81.

s:ebar, M.J. Changing Trends in Causalgia. Annual Meeting of the Society
¢t Military Vascular Surgeons, Bethesda, MD, 11 Dec 80.

Spebar, M.J. Medical Aspects of Nuclear Warfare. Distinguished Visitinyg
Professor Series, Uniformed Services University of Health Sciences, Bethesda
MD, 27 Aug 81.

Spubar, M.J. Perioperative Heparin Prophylaxis of Deep Venous Thrombosis in
VYascular Surgery Patients. 33rd Annual Southwestern Surgical Clinical Con-
gress, Monterey, CA, 4-7 May 81,

salters, M.J. Emergency Treatment of Burn Patients. U.S. Air Force Medical
RED FLAG, Oct 80.

Walver, M.J. Emergency Treatment of Burn Patients, U.S. Air For ~ RED FLAG,
sait Antonio, 71X, Mar 81.

Walters., MoT.  Emergency Treatment of Burn Patilents. U.S. Air Force Mewica:
RLD FLAGG, Germany, Sep 81.

rosz2atihas, U. Anatomy of the Anal Sphincter. Spring Meeting, Walter Reed
simy Medical Center, 3 Apr 81.

Thzenthal, Do Management of Perforated Rectal Prolapse. Texas Colorectal
2o ‘wty Meeting, Dallas, TX, Jun 81.

Rose 2uhial, D. Rectal Prolapse and Procidentia. Guest Lecturer, Surgical
Grandrounds, South Texas School of Medicine, San Antonio, TX, 21 Aug 81.

25.nar, M.J. Improved Survival with Aggressive Surgical Management of Non-
candidal Funpgal Infectioms. l4th Annual Meeting of :the American Burn Asso-
“istion, 3oston, Mass., 12-15 May 81.

. chary, MiJ. Coccidioidomycosis of the Burn Wound. 1l4th Annual Meeting of
+be American Burn Association, Boston, Mass., 12-15 May 81.

Neurological Surgery Service

Gendell, H.M. The CNS Role in Arterial Hypertension. Congress of Neuro-
linical Surgeons, Houston, TX, 6-12 Oct 80.

Harris, R.D. 1in Vitro Assessment of Human Pituitary Tumor Neoplastic Activity.

International SEM Symposium, University of Nijmegan, The Netherlands, 13-16
Sep Bl1.

18

‘ e s el Lt ‘ H
Daililatenon st b ot DA Mttt ienanLsstinaslnat sk i




U |

Opbthe molupy service

Brennan, M.W. Traumatic Optic Neurvopatby: _lechanisms and Management. Alawmo
City Ophthalmology Residents' Conference, University of Texas Health S.ience
Center, San Antonio, TX, 10-11 Apr B8l.

tlover, A.T. Intraocular lens 'mplantation in the Residency Proyram at Brooke.
Alamo City Ophthalmology Residents' Conference, University of Texas Health
Science Center, San Antonio, TX, 10-11 Apr Hi. C)

Mein, C.E. Planned Extracapsular Cararact Extraction and Posterior Chamber
Intraocular Lens Implantation. Alamc City Ophthalmology Residents' Confer-
ence, Univergitv of Texas Health Science Center, San Antonio, TX, 10-11 Apr 8l.

©)

Zervas, J.  Pierre Robin Sy1.cdivume: A Case Presentation and Discussion. Alamo
City Ophthalmology Residents' Conference, University of Texas Health Science
Center, San Antonice, TY, 19-11 Apr 3l.

Searhart, J. Over-Refraction Made Easy. Alamo City Opthalmology Residents’
Conference, University of Texas Health Science Center, San Antonio, TX, 10-11
Apr 81.

Davitt, W.F. Ocular Complications in Craniofacial Fibrous Dysplasia. Alamo
Cith Ophthalmology Residents' Conference, University of Texas Health Science
weter, San Antenilo, TX, 10-11 Apr &1.

San Martin, A. Contact Lens Associated Gilant Fapillary Conjunctivitis. Alune
City Ophthalmology Residents' Conference, University of Texas Health Science
Cenrer, San Antonio, TX, 10-11 Apr 81.

Wnirsitt, L.S. Graves Orbitopathy - Surpic.l and Nonsurglcal Management.
Al ity Ophthalmology Residents' Conference, University of Texas Health
Ko s Uenter, San Antonlo, TX, 10-11 Apr 81.

jsror, D.A. Foveal Macalar Retinitis. Alamo City Ophthalmology Residents’
wonference, University of Texas Health Science Center, San Antonic, TX, 10-11
- 81,

: > D,G. Management af "Loet" Len: Nirleus into Vitreous. Alamo City
ma - imejogy Residents' Conference. University of Texas Health Science Center,
wntonio, TX, 10-11 Apr 81.

Aauidin, W.M. Bietti's Tapetoretinal Degeneration without Marginal Corneal
systrophv:  Crystalline Retinopathy. Aiamo Citv Ophthalmology Residents'
Confers~nce, University of Texas He,lth Scivnce Center, San Antonio, TX,
10-11 apr 81.

Orthopaedic Service

Hochreiter, G.C. A Case Report of Mesenchymal Chondrosarcoma of the Pelvis
and Ite Treatment with a Review of the Literature. Society of Military Ortho-
pAaedis Surgecns, Wilford Hall USAF Medical Center, San Antonio, TX, 2-6 Nov 80.
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Tt imas, S.R. CET Scan, A New Kind of CAT. Society of Military Orthopaedic
Surgeons, Wilford Hall USAF Medical Center, San Antonio, TX, 2-6 Nov 80.

Thomas, S.K. Experience with the TARA Hip Resurfacing at Brooke Army Medical
Center. Society of Military Orthopaedic Surgeons, Wilford Hall USAF Medical
Center, San Antonio, TX, 2-6 Nov 80.

Spires, T.D. Congenital Scoliosis Due to a Single Hemivertebra. Society of
Military Orthopaedic Surgeons, Wilford Hall USAF Medical Center, San Antonio,
TX, 2-6 Nov 80.

Thomas, S.R. Symposium: Current Status on Joint Replacement. Socilety of
Military Orthoapedic Surgeons, Wilford Hall USAF Medical Center, San Antonio,

X, 2-6 Nov 80.

Thomas, S.R. TARA Hip Resurfacing Experience at Brooke Army Medical Center.
American College of Surgeons, Galveston, TX, 29-31 Jan 81.

Paker, C.L. Acute Posterior Cruclate and Posterolateral Instability of the Knee.
American Orthopaedic Society for Sports Medicine, Las Vegas, Nev., 25-26 Feb 81.

Biomechanics and Its Belation to Sports Medicine of the .oot and Ankle.
Eexar County Physiatrist Association, San Antonio, TX, Feb 8l.

Podiatry and Its Role in Management of Trauma to the Foot and Ankle.
Army Physical Therapy Annual Seminar, San Antonio, TX, Mar 81.

Anatomy, Examination and Classification of Rotational Instgbilities
of the Knee. Texas Physical Therapy Association, University of Texas Health
St iv-nce Center, San Antonio, TX, 28-29 Mar 81.

Reconstructive Surgery for Chronic Anterolateral and Posterolateral
‘ngt bility of the Knee. Texas Physical Therapy Association, University of
lexan Health Science Center, San Antondo, TX, 28-29 Mar 81.

Frinciples of a Functional Knee Rehab Program. Texas Physical Therapy
Association, University of Texas Health Science Center, San Antonio, TX,
28-28 Mar 81.

baker, C.L. Acute Posterior Cruclate and Posterolateral Instability of the Knee.
socicty of Air Force Clinical Surgeons Meeting, San Antonio, TX, 15 Apr &1.

Subtalar Subluxation = Its Diagnostic Criteria and Treatment. Bandera
Podiatry Seminar, University of Texas Health Science Center, San Antonio, TX,
Apr 81.

Riker, C.L. Modern Pentathlon, American Orthopaedic Society for Sports Medi-
cine, Hyatt Lake, Nev., 21-26 Jun 81.

Prevention and Care of Football Injuries. Mothers' Club, Cole High
School, San Antonio, TX, 14 Sep 81.

Knee Instability. U.S. Army Medical Department Activity, West Point,
NY, 17-19 Sep 81.
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Collins, G.J. Renovascular Hypertensiovn. Vascular Symposium, St. Catherine's
Hospital, Garden City, KA, 2 Nov 8l.

Collins, G.J. Cardiovascular Insufficiency. Vascular Symposium, St. Catherince’s
Hospital, Garden City, KA, 2 Nov 81.

Collins, G.J. venous Disorders: Medical and Surgical Management. Vascular
Symposium, St. Catherine's Hospital, Garden City, KA, 2 Nov 81.

Schuchmann, G.F. Tetralogy of Fallot. William Beaumont Army Medical Centier,
El Paso, TX, 21 Nov 80.

Schuchmann, G.F. Coronary Artery Disease. William Beaumont Army Medical Center,
El Paso, TX, 21 Nov 80Q.

Collins, G.J. Renovascular Hypertension. Milftary Viscular Surgeons Seminar,
Bethesda, MD, 11 Dec 80.

Collins, G.J. Popliteal Artery Entrapment Syndrome. Southern Association of
Vascular Surgery, Dorado Beach, PR, 29 Jan 81.

Schuchmann, G.F. Current Concepts in Surgical Treatment of Carcinoma of the
Esophagus. Gary P. Wratten Surgical Symposium, San Antonio, TX, 29 Apr 81.

Schuchmann, G.F. Moderator of the Clinical Session at the 10th Annual Session
of the Association of Army Cardiology, Brooke Army Medical Center, Fort Sam
Houston, TX, 20 May 81.

Hall, R.V. Combined Valve Replacement and Coronary Artery Bypass in the Elderly.
'"th Annual Session of the Association of Army Cardiology, Brooke Army Medic :i
center, Fort Sam Houston, TX, 20 May 81.

Hal., R.V. Current Status of Prosthetic Cardiac Valve Replacement. TV Lecture,
S Antenio, TX, 27 Jul 81.

beake, .B3. Surgical Management of Empyema Lung Abscess and Bronchopleural
Yistula. TV Lecture, San Antonic, TX, 21 Sep 81.

© wyfosrle, E.B. Combined External Beam Radiotherapy and Pelvic Lymphadenectomy
the Management of Carcinoma of the Prostate. 28th Annual James C. Kimbrough
.rological Seminar, San Diego, CA, 17-21 Nov 80.

Gil, F.M. Intrascrotal Pathology: Comparison Among Different Diagnostic
Technijues. 28th Annual James C. Kimbrough Urological Seminar, San Diego, CA
17-21 Nov 80.

Spiegel, R.S. Familial Testicular Tumors. 28th Annual James C. Kimbrough
trological Seminar, San Diego, CA, 17-21 Nov 80.
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, U".R. Peyronie's Diseasc: Results of Treatment with hectus Fascla Grafe.
; > 0 Annnal James C. Kimbrough Uroiogical Seminar, San Diego, CA, 17-21 Nov 80.

pen
| Ganct!t, M.P.  Peyronle's Plaque: Excision and Graft Versus Incision and Stent.
28th Aunua, James C. Kimbrough Urological Seminar, San Diego, CA, 17-21 Nov 80.

: Spence, C.K. Urologlcal Diagnostic Studies. Regional Urology Workshop, San
Ant.plo, TX, 23 0ct 80,

:
]
i Spen o, C.R, Urological Diagnostic Studies. Gonzalez County Medical Sociery,
i Gonzaiez, TX, 24 Jul 81,

Ganyai, M.P. Case Presentation at the Texas Urologic Society Meeting, Kerr-
ville, TX, 9-11 Apr B81.

PHARMACY SERVICE

f $ikora, R.G. An Analysis of the Change in Work Patterns Following Instaltation
»¢ un inpatient Pharmacy Computer System. American Pharmaceutical Association
Meeting, San Antonio, TX, 11 Nov 80.

dembeld, .M. An Experience Report 1n Pharmacy Patient Disc’ yo.- Corsultations.
Texas Society of Hospital Pharmacy, San Antonio, TX, Mar 81.

SOCTAL WORK SERVICE

Visen o .. Sexuval Problems of Adolescents. National Assocliation of Pediatric
“orne Practitioners Conference, 11 Oct 80.
Molan, F.. Manoyg. -at of Domestic Violence in the Military. National Confer-

epr tour Family Violence Researchers, Durhan, NH, 21-25 Jul 81.

~.>. J.0. Shadow at the Table: The Absentee Father. Bilennial Symposium,
Seivice Association of America, San Antonio, TX, 11 Sep 81,




Detall Summary Sheet

Date: 1 Oct 81 " Proj No: (C-25-78 Status: Ongoing
TITLE:

Deterwination of Opsonizing Antibody in People Receilving Polyvalent
Pneumococcal Vaccine

Start Date: 30 May 78 Est Comp Date: Jul 82
Principal Investigator Facility
Rubert C. Allen, M.D., Ph.D., MAJ, MC Brooke Army Medical Center
Dept /Sec: Associate Investigators:
Department of Clinical Investigation Deborah J. Hunter, SP 5

Key Words:
Pneunmococcal vaccine
Opsonification
streptococcus species
Chemiluminescence

Accumulative MEDCASE Est Accumulative Periodic
Lost: B OMA Cost: $1808 Review Results: Continue
NObjective: To Determine the serum opsonizing activity in selected paticats in

r2sponse to a polyvalent pneumococcal vaccine.

Toorninfzal Apprecach: Pre- and postimmunization sera were obtained from patients
ide roing Immunization against Streptococcus pneumoniae using polyvalent
~reumococcal vaccine (Pneumovax® MS§D). These sera are being tested for opsonic
4cniv iry directed against a number of serotypes of Streptococcus pneumoniae as

'8 weil as other streptococcal species. A highly sensitive chemiluminescent assay
. has been developed fer quantification of neutrophil (PMNL) leukocyte O.-redox

Y cetabolisa, and this technique is being applied to the quantification 6f the
: ¥ opsonilication for these sera.

1 Prog.-ss:  Preliminary testing of selected pre~ and postimmunization sera has
id : beer carried out. At present, the major difficulty is the preparation, sta-
niiization, and quantification of the type-specific streptococcal antigen so
as te Insure uniformity of measurements.

' In the course of investigation, lmportant observations have been made
with regard to interaction of streptococcal metabolic products, such as
HZOZ and lactic acid, with PMNL myeloperoxidagse. These observations have
lert to a collaburative study with Drs P. G. Quie and E. L. Mills of the
Depavtment of Pediatrics of the University of Minnesota. The results of
this rescarch have been published in the Journal of Infectious Disease
144:344-348, 1981,
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Detai. Summary “heet

Date: 1 o0ct 8L~  roj Noi €-5-/9 _ Status:  Ongoing

TITLE

Assessment of Opsonic Capacity .and Thuagocyte Functionality in Microliter
Quantities of Whole Blood = s
Start Date: 5 Jan 79 | Est Comp Date: _ Jul 82
Principal Investigator i Facility

Robert C. Allen, M.D., Ph.D., MAJ, M *~'l— Brooke Army Medical Center

bl M R A bt B e Ol

Dept/Sec: T . Associate Investigators: -
Department of Clinical Investigation | Deborah J. Hunter, SP5
Key Words: } Jack Kelly, SP5
Complement !
Immunogiobulii '
Chemilunigenic probes
socber Ttemaboddem 4_ _
umi. . tive MEDCASE Est Accumulative | Periodic

Cost: OMA Cost: $24,143 | Review Results: Continue
“hjective:  to research and develop a rapid, objective, and quantitative
appreach to the assessment of phapocyte activity in microliter quantities of
whole blood by introduction of high quantum yield oxidizable substrate and
use ot photomultiplication techrniques to quantitate hemilumincscence (lumin=

-scence resultine from chemical reaction).

] Trenmieal Approach:  The use of (we difficuic Ligh quantuw yield, v:=dtizable
' substrates for gquantificaticen of phagocyte O,-redox activity i whole blood
115 been achieved. Both luminol, S-amino=2,%-dihydro-1,4-phttlaziuedione,
st vecdigenin, 10,10 -dimechly—4, 8 =biqerid o o dinitratc, have Yoo emploved ¢
thie manner. Other substrategs ales Loy investigation. o necnniqu
ration of serum opsonic capacitv, Toues on the vare of activotilon of
™ " o-redex metabolise bas also been established using chemilurmigen:c probes.
y
i
o Chemllumigenie probing nas been develouped into an ultr. sensitive
“hs o coentinuous and nondustructive assessment of oxygenaticn activity
! COUMNL gl raonacvtes, he resulcs of diiferential probing, usine probes
; civieront vhvsicsi characteristics and chemi »l vresctivities, indiocate .
3 A o ouveenation responses of CMNL and mono ytes differ with vevard to !
i the oo oF satimulus employed. The technigue allos measurement of PMNL and !
moneo: e fapction ln submicroliter quanti+i-s - whole blood. :
i
Wich regard to the study of opsonification, important observations have %
: , beeu mide on the roles of alternative and classical pathway complement, IgG |
anpd i+M in the mechanisms of bacterial opsonification. Furthermore, the }
chwemiocmigenic probe approach shows promise as a method for detection of !
¢ ‘'reula Ing {mmune complexes. é
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Detail Summary Sheet

PrEE—No: C-8-79 ﬁmﬁgﬂfusi-— Ongoiﬁg'

Tritk:

The Measurement of Cyclic Nucleotide Levels in Purified Populations of
Lympnocytes Incubated with Mitogens.
Start Date: 6 Feb 79

Est Comp Date: —;ﬂﬁ{iif-_

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:

Cycliic nucleotide levels
T and B cells

Mitoeens

Accumulative MEDCASE Est Accumulative Periodic

Cosit 693 00u.00 | OMA Cost: $6,137 Review Resuits: Continue
Objective:r To purify guinea pig lymphocytes on density gradient: ‘acoe func-
tivnal subpnpulations and measure intracellular levels of cyclic AxP and
vl ic GMP after dincubation of the purified cells with the mitogens .o

5o
[ I DTS

@

Toonu Ll Approach:  Guilnea pig lymph node cells are separated into seven

i. 11 os using discontinuous gradients of 40-75% Percoll. The purified cells
iie cmoased to various lecting and at different time periods the cells are
lvis. ! with a precipitating reagent and the cyclic nucleotides extracted. The
o “re purified by HPLC and measured by radioimmunosssay. Cyclic AMP
v lic GMP levels are then correlated with the mitogenicity of the lectin,
fuo ctme 7 dncobatlon and the cell type. Cell populations are characterized
3 wrignit's staln ool observation under a microscope for morpholegy and by |
f.ovzacent dumunoglobulin technique for T and B cell identification.

ss:  No significant progress was made on the project due to the lack of
v 1igh pressure liquid chromatograph. A high pressure liquid chromatograph
i heen obtained, and the development of a purification technique and
ana.vsls of samples can now proceed.
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Detail Sumwar v Sheet

Date: 1 Oct 81— " Proj No: C-26-79 _  Status: Ongoing
TITIE:

Studies on the Opsonization and Phayocytosis of lnvasive and Noun-
invasive Shigella Species by Polymorphonnclear Leukocytes (PMNL). e
Start Date: 6 Nov 79 ) .| _Est Comp Date: Jul 82
PrlnliPJl Investigator Facility
Gary S. Madonna, M.S., CPT, MSC . Brooke Army Medical Center
Dept/sSec: Associate Investigators:
Department of Clinical Investigation | Robert C. Allen, M.D., Ph.D.

Key Words: MAJ, MC

Shigella sonnei Michael M. Lieberman, Ph.D.
Llymurnhonxxle’r leukccvtes (PMNL) cer, s

Shoemi o 'nescence (CL) I

S aroooiiie MEDCASE | Est Accumulative —J Periodic

Lustt OMA Cost: $7,000 Review Results: Continue
“Wiirtive: To investigate the roles of nonspecifi< ‘and specific 1mmunoglobu—
Pin and complement in effecting opsonization and microbicidal action of PMNL

iniinnt various enteric invasive bacteria.

jechatcal Approach:  bacterial cultures are grown in BHI broth and opsonized
wth serar from rabbits immunized with the viven strain of bucieria.  Scrum
sevarated into IgG, IgM and 1gA using ei-ter Sepharose 6B or DLAL Sephacii
cuvlumn chromatography. PMNL are separateu Jvom blocd by either Dertran sedi-
tion or Percoll., Stimulation of PMNL .),-redox metobolism as required

i+ xddnrive killing is medasured by o chemiiumincescent technique using lumi-
uol owoa2 cbemilumigenic probe.  Measurement of tais PN1-CL is accomplished
T3 ockman LS 250 scincillation counter. Midling of organisws is mea-

~orea ot tne end of each CL ovun by plating suimpies with appronrldte controls
y ani-icnt agar, incubating the p1i't§ ove roight at 37 C couniting bacterial
IR ared calenlating an antibacterisl index for cach group of samples.

voores s A petnod which simultaneously measures PMNL~CL and bacterial

v ting has been developed. This method wiil be used to analyze immuno-
Ltepulin and complement opsonic requiremeris necessary for stimulation of
PMNI. micrabicidal activity and wbether this activity results 1in decreased

viahi ity of the mirrobe. As such, Shigella sonnei phase I and phase I1I,
“hige .7y fiexneri  and O forms and perhaps various Silmonella strains will
. ii6vd, During the course of developu:ut of this method we have found
ine 1 IwG to opsonize S. sonnci phase 1 In the absence of complement
et e ospecific IgM requireq the action of complement.
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Detail Summary Sheet

dotes Dot v ) ;_n_j§5ﬁ$No: C-38-79 ___Status: Ongoing

Sl Vhe Jriect ot Prostaglandin Synthesis Inhibitors on in vitro

Sy, o vell Activiey in Lymphocytes from Patients with common Variabic
maglobilivenis

Dare:  Sep Est Comp Date: Oct 62
coal Investignter Facility
Sovod 3. triisen, DhoD. MAT, MSC Brooke Army Mcdical Ceater
Deot/ ¢ : Assoclate Investigators:
Do cur “__’n;_":_ Ulinteal Tavestigation Michel N. Laham, M.D., MA", ¢
oo o Charles M. Lovd, SFC
! oo aatiaemta

S npresenr

“Woo.ratative MEDCASE | Est Accumulative | TPeriodle
© | oMA cost: $6,073 | Revicew hesilte- vtinne
coectiver o orest the in vitro activity of prostaglandin ~..a0v s 1.01bi-
wns tacn - Indomethacin, on T-cell suppressor activity townd in 1,n e es
oz siienr . with common variable agammaglobulinemia. Tne reversal o
prosedoy o tivity en immunoglobulin cells by such inhibitors may ine:. v
"o for an effective therapeutic drug for this immunodeficiency.

aprroach: Human peripheral blood lymphocytes (HPBL) f{rom normal
113, patlents with common variable agammaglobulinemia, or HPBL sub-
. zuppressor cell stimulant are incubated in the presence of pokewe:d
and sclected cultures 1in the presence of immunomodulating drugs. After
" culture, the cells are harvested and plated on siides in agar.

.t sooniebnlin cells are detected using the reverse hemolytic plaque assay.
i 4ny Tvee platding HPDBL with sheep red blood cells roated with protein A.
e veared slides containing the cells are incubar. ! with anri-human

L.lin ar ! ouplement to ¢ :velop the plaques. The plagues ave then
faer oo 1. power microscope. Increased numbers of pliques indicate

Iymphocyte suppressor activity. Plaque counts of noramal patient
s3sed-normat pationt cultures are compared to determine the prescnce
san,resger cell activity.,  Suppressed cultures incubated with immunomodu-
irups arce evaluated for release from suppressor activity.

S si1 Due to the shortage of agammaglobulinemic patients admitted to BAMC,
ch :Jv has focused on studying the effects of immunomodulating drugs on
tnotru artificially suppressed cultures. Devclopment of a method to isolate
" .uppressor cells from these populations is also being developed. A pre-
,itiinarv report published as an abstract in Clinical Research indicated that
ceveral drugs that induce lupus symptoms were able to stimulate increased
nunbers of plagues after incubation with cells 1in culture. Further studies
ha 2lsc shown that steroids have a large capacity to stimulate plaque
forration,
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Detait Summary sheet

Bate: T 0ct 81 | Prof No: (=4-80 " " Status:  Ongoing _
UITLE:

The Development of a Pseudomonas aeruginosa Vaccine for Laboratory
Animals, Phase II.

Start Date: 10 Jan 80 | Est Comp Date: Jan 83
Prinvipal Investigator Facliliry

dichael M. Lieberman, Ph.D., CPT, MSC | Brooke Army Medical Center

Dept /Seo: Associate Investipators:
Ifj}LLmun‘ of Cliqigal Invest{ggg}gp” i Karen Wolcott, SP;

Key Words: Fatima Ebrahim, SSG

Psendomonas aeruginosa Eleanor Ayala, DAC

3 ANEER KRN

!
i

ccurmlative MEDCASE | Est Accumulative | Periodic
Cost: i  OMA Cost: $8,870 l_REVLQS_B}SUILS' Continue

Objective: To develop a safe and etfective, multivalent, Pseudomonas aeru—
glnosa vaccine and hyperimmune globulin for laboratory animals.

LRt

Shnical Approach: Ribosomal vacrines are prepared as described previous!.

77y from all available serotypes of P. acrugincsa. Rabbiis are aivides ﬂ
w0 oproups and each group is immunizee witn halt the total o ber of
succine preparations.  (Prior to immunizatics the robbits are bied to obtain

. ~mune sera.)  After the immunisation schiedule, rabbits are bled for the
im e seora. Groups of mice are injected with the multivalent antisera and
el songed with 1ive cultures of randomly chosen clinical isolates of P
v Mice are scored for percentage of survivors for eaci challeuge
foo. The percentage of clirical joodates or Pseudomonas epainst which
: oMl sipnifdcant orotection was achieved by the multivalent anti-
Lo lated,

.ibosomes were dissociatc! into 308 and 50S ribosomal subunits by

i y~fﬁ against buffer containing 1U™°M MCT* ard the subunits separated by
aitre o ifupation through a sucrose dersity gradient. These ribcsomal sub-
unite re shown to contain a protective antiger, since antisera raised
ayoiv ot the isolated subunite are capable of passive transfer of protecticn.
To “vrermine if a relationship existed b« tween the rilbosomal vaccire and ouier
mem rone protein (OMP), a prepavation of oMP was made trom P. acruiiuosa and
used to immunize rabbits. The following properties of the antisera to OMP
were tound: 1) antisera to OMP was capable of passive protection of mice
sgaleet Tive Pseudomonas, 2) antiscra to OMP showed serological reactivity

ik {hogomal subunits using a complement fixation assay, 3) antisera to OMP
I rroecipitated with unfractionated riboromal vaccine in ou-hterloney. The
anove results suggest relationship exjists between o protective srtigen asso-

14720 o th ribosomes and an outer membrance protein(s).
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Detall Summary Sheet

Status: Ongogpgl

___Proj No: (C-4-81

loce 8L T

Chemiluininescence (CL) in Populations of Immunocompetent Cells.

i Feb B1 B B Est Comp Vate: Deérgimri

{ lpa! Tnv;étigator
LE L. buriecen, PhuD.. MAJ, MSC

Facility
Brooke Army Medical Center

rept 5o

cvpestment of Gitaleal investlgation

Kev Worde-

Associate Investigators:
Robert C. Allen, M.D., Ph.D.,
MAJ, MC

Clier i luminescence John H. Siuegai, 58G
Sowompetans cells Jack Kelly, SP5

Acs enclativc MEDCASE | Est Accumulative Periodic
.} oMA Cost: $2 557 Review Kosulre:
“ives: 1. quantitat. the oxidative metabolic response of wi .. .-
fic.s 27 dmmarocompeteat cells isclated from mouse or puines i : 1.

tiver, and lymph nedes using chemilumigenic probes.

oocnantitate and charactecize the chemiluminescent respons: from various
1 »f immunocompetent cells in the presence of cyanide, superoxide
Slaoviseae, cad eatalase.

aned L oApproach: Peritoneal cells from guinea pigs injected 1P with
m caselvate are harvested at 7 days. Macrophages (MP) aud polymor,he
' Leukacvies (PMNI) are separated after the harvested cells are sub-
I to density gradient centrifugation on Percoll. The parified cells are
o boutith o ions chenfcal, lectin and phagocytic stimulants as well as

e
(
\
-
Y

aotabc T tuhiibditors and scavenger enzymes.  The resulting oxygenaticn
Lo ds e aswred bv o chemilumigenic probe (CLP) technigo.. Luminol and DXA
Gora SRV ot the resulting chemiluminescence (CL)Y is measured in Bedn-
crbesidina counters modlfied to be single photon counters.

£.ess: The project is approximately one-half completed. Oxyvgenation
« "Lty nas distinctive characteristics that are unique for each stimulant
cell type employed. The inhibition of oxygenation activity by enzymes
‘etabalic Inhibitors also give unique patterns depending on PMNL and
“a stimulant used and cell type. Studies are continuing in an attempt
ot terlze the nature of the oxygenation activity produced by these

e e




Detail Summary Sheet

Date: 1 0Oct 81 _Proj No: C-13-81 _Status:  Ongoing
FITLE:

Therapeutic Manipulation of Metabolic Endocrine Controls During
Infection

Starr Date: 11 Mar 81 Est Comg;ﬁéﬁZE “Aug 83 R o
Principal Investigator Facility

James H. Anderson, Jr., M.D., MAJ, MC Brooke Army Medical Center
Dept/Scc: Assoclate Investigators:
Department of Clinical Investigation Gerald A. Merrill, CPT, MsC

Key Words: Linda Hansen, DAC

Metabolic Endocrine Controls

Infecclion

Accumiative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: $2,209 Review Results: Continuc

Ohjective: To clearly define the mechanisms of hormonal action and metabolic
alterations in infectious disease and thus establish the best therapeutic anc
supportive care for personnel exposed to infectious agents.

Technical Approach: Animals with a variety of induced infections will be

studied for glucose tolerance and insulin secretion, binding and efrfects

as well as specific biochemical and physiolngical function of the islets

i Langerhans and cellular insulin receptors on monocytes, hepatocvtes and
ytes.

~wress. Uontinuation of this study at BAMC awaits completion of the
bovarary animal facilicv.
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& Detall Summary Sheet
Late.  Luee sl Proj No: C-14-81 Status:  Ongoing
TULb
irvestigation of the Involvement of Endogenous Opiates in the Develop-
the Metabolic Pathophysiology of Infection and Endotoxin LGhook
qtae:r 11 Mar 31 Est Comp Date:  Sep &2 o
pal Iavesvigator Facility
. Anderson, Jr., M.D., MAJ, MC frooke Army Medical Center
e Associate Investigators:
Doy fwent of Clinical Investigation Gerald A. Merrill, CPT, MSC
Roy Woraisd Linda Hansen, DAC
Mdogencus oplates
Sndetoxin shoek
tabelie pathophysiology
cutulative MEDUASE | Est Accumulative Periodic o - o
3 R 1 OMA Cost: $10,640 Review Resu.iis:  Continue
Cutecriver To Jetermine thie influence of stress released encoge. . upiates
m corwonal release by the endocrine pancreas (insulin, glucagon., sanucoatis
rolyvpeptide avd somatostatin) as a result of infection or endotoxin s:
1
?

L i Apoproach: A, A series of dogs were treated with glucosce and/or
sUter beiny wiven an LD7 dose of E. coli endotoxin. The animals
qon ostedied with blood samp?ing during a six hour post-endotoxin

dopenous oplates will be utilized in in vitro stucies with isicers

Looneas daciatel from rats to examine insulin synthesis and releasc.
. A, 'he aniimal experiments have been completed and the major task
[ wunovsis of the samples 18 currently underway. Samples will be analvzed

v osasaling, plucose, glucagon, methionine enkephalin, anu @ endorphin.

. Continuation of this part of the study awaits completion of
g, rery animal facility,




Detail Summary Sheet

: Date: 1 Oct 81 Proj No: jl;fS—Bl Status: Qignjiﬁgjj
' TITLE:

Diabetogenicity of Venezuelan Lquine Encephalomyelitis Virus

Start Date: 11 Mar 81 o Est Comp Date: Juq~§Q::~ o
Principal Investigator Facility

James H. Anderson, Jr., M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Clinical Investigation Gerald A. Merrill, CPT, MSC

Key Words: Linda Hansen, DAC
Diabetogenicity

Venezuelan equine encephalomyelitis

Acrumalat fve MEDCASE Est Accumulative Periodic

Cost: OMA Cost: $1,360 Review Results: Cont inue )
Objective: To examine the hypothesis that Venezuelan equine encephalomyelitis
(VEE) 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 gpecific biochem-
ical and physiological function of the islets of Langerhans.

v r72e=:  Continvation of this study at BAMC awaits completion of the
“itury animal faciltiy.




Detail Summary Sheet

Du;l; : i"E&j:S{El' T —*hﬁ;aerO: C-16-81 Status: Compleggé{i:;
Lk

Inyes: Loation of the Use of Sodium Fluoride for Prevention of Puptilase
begradition of kndogenous Opilates in Plasma

Jku~f7;ﬁi: __;‘i'ﬁa* 81 Est Comp Datéf_“Seg 81
Princinal Investigatov Facility
Gw:»N[,L Aerrill, CPT, MSC L Brooke Army Medical Center
Dept /Sr: Associate Investipgators:
iiijﬁgmiH}mggﬁfg}ﬂjyﬁl_Investigation James H. Andersoun, Jr., M.D..

v Words: MAT, MC

sraddtion
thgowencus oplates
Vinsma

A umulat ive MEDCASE Est Accumulative Periodic

OMA Cost: $9,191 Review Ro=uitsa: Vontinuc o
f To nrovide a rapid and inexpensive method to re g .y prevent
vicitic degrndation of endogenous opilates (Methionine, Pnkephaglh, Lcacine
<opiwiling, and B endorphin) to permit radioimmunological measurement L
oes in plasma.

sericis Approach: Knownn quantities of 1251 labeled endogenous opiates
X i, 1ine unkephalin, Leucine enkephalin, and Bendorphin) were addeq o
soopwoer whele bloed made endogenous oplate poor by incubation at 37°C fo:
v " ours. The blood was either treated with NaF (6mg/ml) or ! N §iCl with
' tveine {100 1:1/900 3:1) + enkephalin extracted by Mel! via C-18 Seppak
“ho sioorapns. Intal activity recovered was assessed for each procedure
fect ot eact rrocedure on the degradation enzymes was determinad
1 vty Linading of the labeled enkerhalins.
.t .. Siuo. submittdng the protocol, refinements in the acid extraction
, vt bade MeOH elution from a C-18 Seppak column of the onkephalins
cotly increased recovery of enkephalin from plasma. ‘herefore the

Mal’ was assessed in terms of the modified procedure.

F tended to increase the Blasma fraction of blood recovered compared

te A therefore diluting the 51 activity/unit plasma. However, totatl
4. 1.ty recovered 1in the plasma phase by each procedure was not signifi-
contly difterent (/5-78%). In excess of 90% of the activity was eluted by
MeOb © o the o 18 Seppalk..  Slightly higher percentage of remaining activity
W ¢ oaratated in the extracted samples by antibody as compared to the Nakb,
prooo bl Toaase aon-enkephalin entities were eliminated in the extraction
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C-16-81 (continued)

process. 1In this lab no increase in recovery by using Nal could be demavstrared
compared to the refined acid extraction proucedure. Althouph ease of use of NaF
1s an advantage, the ability to concentrate the enkephalins by drving the MeOH
and redissolving the opiates in the proper assay buffer is of greater ndvantage.
The further investigation of the use of NaF to prevent eunkephalin degradation

is therefore not waranted.

No publications are anticipatred from this project althouph results will bc
incorporated into publications from related protocols.




Detall Summary Shect

Dager L Oct 81

. Proj No:

C-53-81

Status: Ongolng

TITLE o
The Ua» of Maonoclonal Antibody to a
Auntlgen for Pussive Immunization Against P.

Pseudomonas Ribosomal Protein
aeruginosa.

Start Nate: 5

Est Comp Date: Aug 83

L] O Aes 8L
Principal Investiator
Micinacl ™. Liehorman, Ph.b,, CPT, MSC

Facility
Brooke Army Medical Center

Dep: /Sec:

Deparement of Clinical fuvestigation
Kcy Words:

Monacional antibody

lomonas

csomal protein antigen

Associate Investigators:
Eleanor Ayala, DAC

Accumlacive MEDCASE | Est Accumulative
Jost: OMA Cost: $84

Periodic
Review Results:

antibody to a Pseud.  as ribo-

Cbjective: 7To detcermine whether monoclonal ,
semal protein antipen can protect mice by passive immunizatlon aguinst
choiicape wivh Pooaerugiasosa.

ohnio st Approach:

sveioma cellis
cuiv ce) are mixed Iin the presence of polye
Sue s of the two cell types.
Tyv-oescein Llabeled with conjugated antigen.
: ¢ by th- tfiuurescence actlvated cell

BRI SIS

Mice are immunized with the Pseudomonas ribosomal vaccine,
<! s oare excised and snleen cell suspensions prepared.
(obtained from another laboratory where they are maintained in

Spleen cells and

thylene glycol, resulting in a

The fused cells, called hviridomas, are then

Next,
sorter and

the hybridoma cells are
plated suvch that

cadiviedaas coo s e are deposited 1n separate wells of tissue culture plates and

arown fa ealeers for several weeks.
Cet f{body
viieaon are subcultured and injected into
soates tlatd is then ccllected from the
vuon. large amounts of monoclonal antibody.
4. wiil be tested for antibodies to both
e oreparatlons showing antibody activity
tvoauedd fur passive mouse protection.

-

OF et

C

The hybridoma clones produced are then
production to a particular antigen.

Antibody positive
the peritoneal cavity of mice.
mice and should contain rela-
All monoclonal antibody prepar-

protein and LPS antigens and

to protein antigen only will be

Preparation of Pseudomonas ribosomal

< iaes and passive mouse protection experiments will be performed as pre-

itk desceribed (C-7-77).

Fropress:

35
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Detail Summary Sheet
o oo . _ FropNo: 2873 _  Status:  Comploted _

HITHES e simultaneous Determin:tion of Instantaneous Aortic Flow, High
Fidelity Intracardiac Pressures, Intracardiac Phonocardiography, Echocardio-

> Dimensions and Derived Indlces
otart Date: 6 Mar 73

Principal IBVcscig1ror

_Est Comp Date: _ Dec 80 __
Facility

Wloseph Po Murgo, M.D., COL, MC . . Brooke Army Mcdical Center
Dept/Sec: Associate Tnvestivators:

«epartment of Meddcine/Cardiology . Witliam Craip, M.D., MAY, MC

Key Words: Julio Bird, M.D., MAJ, MU
instantaneous aortic flow N, Westeoerhof ) PhoD

Cardiac catheterization A. Posipoular-ides, M.D., Ph.D.
Totrooardtye pho v andicsraphy P Berna: . Kubal, Ph.D.

Aot lative MEDCASE T Est Accamolative | Periodic
Cost: $364,730.54 OMA Cost: $15,984 | Review Results:
Uhijectives:

: To develop new techniques in cardiac catheterization, especially in the
arva of myiti-solid state sensor catheters including high fidelity pressure
sensors and electromagneti~ flow meters. To utilize high speed viplanc angi-
oygraphy ind external echocardiography in conjunction with such techniques.

)

I'o wrilize these techniques to define sovhisticated parameter: o veont’
1tar Toctdlon in patients with various cardiac diseases.

‘o levelop specilalized computer-assisted analvses of the coto cerivea jrom
such ctudies.,

»

B "oogquantitate left ventricular hydraulic outpuet power,

“easure aortic and pulmenary artery input impedance by Fouricr analys. 3
) reine e effect r changing phvsiologtic s tes mper U o impedance.
Uoarpveach:  All adult ».tients tor routine right and left hear! carhe-
i~ e evaluated in the uscal manner by 2 cardiac fellow prios to civne-
"o, The evaluation includes strip chart echocardlography tc Leterm. ..
et sudtabiliey For sertain asyoote of the protocol.  During catheter-
apecinl, custom-desicnec, right :od left heart catheters are introduced
right and left heart such that simultaneous high fidelit. pressures are
“1 frewm the pulmenary artery, right ventricle, right atrium, left ventri-
e oo anrvma. In addition, electromag-etically derived aortic and pulmor: vy
R wirsies are vecorded frowm the same siroc that high fidelity —ulrmonarvy
irtes o v aortie pressures are ottained.  Patients are studied Muring ress

sioe cireige, and doponding upon the patient's Jisease during a varierv of

o ~treasce or pharmacologlc interventians Some patients alse underage
iv o+ ooua external echocardiography during catheterization. e »rudy is
rai . ofter bi-plane ventricular anglography and coronarvy .icterviozranhy

v {ndioared,

“rogicess: o Significant progress during FY 1981 resulted in publications in
inrlnding:  aortic input impedance in noraal man and left ventricular
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- i (cuntlaued)

2jcction dynamics in patients with hypertrophic and congestive cardiomyo-~
pathivs. Currently work 18 in progress to evaluate the fluid dynamic changes
; responsible for subvalvular gradlents in patients with aortic stemosis. Con-
s currently data analysis continues in ten patients from whom pulmonary artery
impcedance spectra were obtained in a high-fidelity micromanometry. It is
danticipated that scftware development for computer-assisted data analysis
will commence in the near future and will be carried out under new protocols
as thev are approved.

l.k

T T TR W k- W e
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Detail Summary Sheet

Date: 1 Oct 81 Proj No: C-9-75 Status: Ongoing
TITLE:

Clinical Outpatient Algorithm Validation - A Pilot Study.
Start Date: 30 Sep 74 Est Comp Date: Dec 81
Principal Investigator Facility
Barry W. Wolcott, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigaturs:

Pepartment of Medicine/Emergency Medicine Richard M. Tompkins, M.D.
Key Words:

Algorithm

Validation

Accumuiative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective: To determine 1f clinical outpatient algorithms originally used to
treat civilian outpatient populations can be validated and improved in a mili-
tary outpatient envirounment.

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

L g

e PP

lc.ogress: Project will be completed in December 1981. Following completion,
we wiil write a report defining an algorithm-directed acute care system whic =
zould re used within or without the Army Medical Department

-




Detatl Summary Shect

Pate: 15 Jun 81 " Proj No: C-23-76 Status: Completed

Demonstration of a Testosterone Binding Protein in Semen.

Start Date: 25 Feb 76 Est Comp ﬁéteg Sep 81

Trincipal Investigator Facility .
Albert M. Thomason, M.D., COL, MC Brooke Army Medical Center _ i
Dept/Sec: Associate Investigators: :

Department of Medicine/Endocrinology
Key Words: é
Testosterone binding protein J
Elcctrophoresis

A umulative MEDCASE Est Accumulative Periodic
i,-;ﬁ,u_,_“J,mn____"A___pnA Cost: $68 Review Results:
Objective: Lo demoustrate a testosterone binding protein ir -c..

Pectnic 1l Anproach: Electrophoresis of testosterone-labeled semen on poly-
v aatae ceis and isolation of the labeled band.

e oress: No aspecific testosterone binding substance could be isolated by
the technigue used.




Detail Summary Sheet

Date: L Oct 81 Proj No:  C-6-77

_ Status: Ongoing

TITLE.

Mechanism of Modulation of Lymphocyte Respunses by Complement.

Start Date: 15 Sep 76

Est Comp Date: Jul 82

Principal Investigator
Michel N. Laham, M.D., MAJ, MC

——t

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Allergy-Immunology
Key Words:

Complement

Cell mediated immunity

Assoclate Investigators:
David G. Burleson, Ph.D., MAJ, MSC
Fatima Ebrahim, SSG

Accumulative MEDCASE Est Accumulative

Cost: OMA Cost: $4,476

Periodic
Review Results: _Continue

Objectives: To determine whether the cleavage of complement component (. by

activated Cl and C4 takes place in the fluid phase.

To determine whether generation of breakdown products of CZ .ovrrelutes

with the modulatory effect on lymphocytes.

To investigate the effect of intact vs cleaved C2 omn the generatior of

suppressor T cells.

Progress:  Purified human Cl, C4 and C2 are

sequentially added to a suspension

or peripheral blood lymphocytes in complement fixation buffer in a ratlo of

k 15. Aliquots of the supernatants are withdrawn at 10, 20, 40 and 60

m: ites, and kept frozen at -70°C until they can be assayed for residual C/
i+ ivltv. At each time interval stated, the lymphocytes are sedimented,
“shed free of complement fixation buffer and resuspended in RPMI 164C 1o he
weay.. for the proliferative responses to mitogens and the ability te

irnr oo aarmal cells.,

Progress: The main obstacle to the successful completion of this study has peen

~ur inability to obtaln fresh EACl4 cells.
to meisure residual €2 hcemolytic activity.

As a result, we have not been e

We are renewing our efforts to «oordi-

naie the shipment of cells so that we may obtain them within 24-48 hours of

“heir shipment.
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Detail Summary Sheet

Date: 1 Oct 81 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 81
Principal Investigator Facility

Joseph Matthews, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Agsociate Investigators:
Department of Medicine/Pulmonary John R. Holcomb, M.D., MAIJ, MC

Key Words:

Fluorescence
Tetracycline-~induced
Fiberoptic Bronchoscope

Accunulative MEDCASE Est Accumulative | Periodic

Cost: $6407.00 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
throuzh a fiberoptic bronchoscope incorporating an ultraviolet light source.

“erhnfczl Approach: Antimicrobials of the tetracyclihne family are known te
vxhibit a characteristic fluorescence under ultraviolet light., 1t 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
riven tetracycline can have an induction of a bright yellow fluorescence which
¢ o be seen under ultraviolet light in various tumor tissues. 1t is therefore
proposad that patients who are suspected of having lung cancer who will undergo
fiberoptic bronchoscopy be treated with tetracycline 250 mg q.1i.d4. for four davs.
At the time of fiberoptic bronchoscopy, 1if tumor tissue 1s seen, it would be
biopsied, and no further procedures done. However, 1f no abnormal tissue tis
ceen under routine fiberoptic bronchoscopy, then the patient would be examined
irzn an ultraviolet light source. At that time, if an area of abnormal flvor-
escence is seen, a biopsy would be done in the routine fashion. Patients to

ni studlied would include all patients who have consented to have the procedure
performed, who would otherwise have an indication for fiberoptic bronchoscopy,
i.v., patients with suspected lung tumors.

Propgress: Due to personnel shortages and technical difficulties, no progress
has heen made on this protocol.




Derail Summary Sheet

Date:r 0 oo 51 ___ _Proj No: C-9-79 __Status: Terminsced

TITIE:
Fvalation of aAntidiar, Lomotil and Placebo in Acute Diarrheas

EstvCoggiﬁétqj____

Scart Datv: 6 Feb 79

Prin.ipal Investigator Facility

Leonard Duran, M.D,, CPT, MC Brooke Army Medical Center
Dept /Sec: Associate Investigators:
Department of Medicine/Gastroenterology | Ernmest L. Sutton, M.D., L1C, MC
Key Wrrds: Dwayne R2ohman, M.D., MAJ, MC

Acute diarrhea
Anridin

oMo

T .'.-._(3 ‘D_‘\Z__’-‘ o . ~
Avounulat ive MEDCASE Est Accumulative Periodic

Cost: - OMA Cost: Review Results:

Shicctives  To evaluate the effectivenss of AntidiarR, an ¢ r- ' ~:vmter
drug; of LomotilR, a prescription drug approved as effective ad, ..orive
therapy; anl of 2 placebo in the treatment of acute diarrhea.

Approact Patlents age 18~65 presenting to the Brooke Army Medicul
e, Lroop Cltalc, Emergency Room and Acute Minor Illness Clinic with svmr -
s ccupatible with a diagnosis of acute diarrhea, will be considered for
stuav.  the diascrhea must have begun less than 48 hours before enrollment in
iy iveiv, and the patient must have experienced at least three watery, liguid
~ose aowel movements within the previous twentv-four heours. Eligible par-
w1t Y2 asstiined ro one of three proups. Group 1 will receive Anti-
ot D owill oLecetlve Lomotil, and Group 3 will receive the Antidiar

cuare s dhe study was terminated by the drug company. 80 cases were (om-
v cted.  ibe drug company had recommended we studvy 320 cases in order that
we mizht bave meaningful statistics.
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Detall Summary Sheet

Date: 30 Sep 81
TITLE:

Headache and Back Pain Clinical Algorithm Validation, Cost Analysis and
AMOSIST Reliability.

e —————— . — i —————— [ e ——

Proj No: (C-13-79  Status: Complcted

Start Date: 22 Mar Est Comp Date: _
Principal Investigator Facilicy » -
Robert D. Slay, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:

Department of Medicine/Emergency Medicine N. Joe Thompson, M.D., LTC, MC
Key Words:

Algorithm

AMUSTIST

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

Objecrives: To determine if new clinrical algorithms, used to evaluate and
treat patients presenting with acute headache and back pain, utilized by phy-
cictan extenders, can be validated as effective in an outpatient population.

To compare the process of outcome data obtained by AMOSISTs and Internists
‘utilizing the same standard data base) in the evaluation and treatment of
adelets with headache or back pain.

To utilize the process of outcome data generated by the AMOSISTs and
internists to generate new clinical algorithms of measurable cost and ontcome.

hrical Approach: Data were collected by medical corpsmen in the walk-in

nic and emergency room using a common checklis. The itemson the check-
tist were chosen, based on an extensive literature review, to detccet serious
r nortenailly serious conditions causing headaches and to discriminate
tetween tension and migraine headaches.

Four weeks after each encounter, research assistants reviewed ench
‘ent'g record and contacted the patient by telephone to determine the
..: of the 1llness. An internist who was not involved in thc patient's

4v=z used the checklist, follow-up, and the other data in the medical
“ecord to assign a diagnosis.

Progress: Seven hundred twenty six patients presented with acute hceadacnes
which were diagnosed as tension (38%), migraine (25%), no diagnosis (30%)
and sther (6%). No patient had a life-threatening diagnosis. Although

toe “nternist making diagnoses had access to a great deal of Information

in 4d’itfon to the initial clinical data for each patient, a simple rule
based un 3-7 of the initial findings could duplicate his diagnostic
decision with at least 80% accuracy.

44




Detail Summary Sheet

Q¢tﬂ; ) ﬁ'OFL 81 ] Proj No: C-14-79 Status: Terminated

Immunogiobulin Regulation in Rheumatic Disease.

Est Comp Date:

Start Date: Mar 79

Principal Invesclig-tor Facility

Goraon Wioilev, M L., MAJ, MC . Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Departvent of Medicince/Rheumatology I. Jon Russell, M.D.

hev Words:
Rhrumatic diseass
immmoyzlobulin regulation

Accimuiat Lve MEDCASE Est Accumulative Periodi.
L OMA Cost: Review Re: iim: o
To further characterize the physicochemica! pro «<r: - ¢ ampii-

fi:r ractor in patients with systemic lupus erythematosus, rneunacoid srthricis
Jernotopeivivesitis, progressive systemic sclerosis, Sjopren's syriro. :
carcoidosis, and to study the cellular interactions responsible for its
ionevion,

soors 1] Approach:  This is a collaborative study with Dr. 1. Jon Russell,
voa.ver ity of Texas Health Sclence Center at San Antonio.

#wivod samples will be obtained from normal control voluntecrs and from
neotents with a variety of connective tissue diseases including systemic
L sv- rhematosns, rheumatoid arthritis, dermatopolymyesitis, progressive
v v io soiercosls, 3jogren's syndrome and sarcoidosis for evaliitlon as

the study protocol,

. s~: & date, no patients from BAMC have been entered on this study;
terwiore, the study is terminated.
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Detail Summary Sheet

Date: 6 Oct 81 Proj No: C-34-79 Status: ngplgggd:jir
TITLE:

Triple Corticoid Integrated System (TCIS) 0.0L5% Cream Compared to 0.57
Hydrocortisone Cream in Treating Lichen Planus.

Start Date: 9 Aug 79 Est Comp Dutu: -
Principal Investigator Facilitcy

Charles W. Lewis, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Dermatology J.R. Cook, M.D., MAJ, MC

Key Words:
Lichen planus

Accumulative MEDCASE | Est Accumulative Periodic

Cost: l OMA Cost: Review Results:

Objectives: To determine the efficacy of TCIS cream (0.015%) in lichen planus
without occlusion.

To compare the efficacy of TCIS cream (0.015%) against 0.5% hydrocortisone
in the same vehicle in treating lichen planus.

Technical Approach: The two test agents were applied to opposite sides of the
body in the same area, in patients with symmetrical lichen planus, e.g. both
forearms, both thighs, etc. Responses were evaluated and graded at two and
four weeks. The study was double-blinded.

Progress: A total of 13 patients was studied at BAMC. Nine responded better
te TCIS cream; two responded better to 0.05% hydrocortisone; two responded
equally. In cooperation with others, a total of 51 patients were studied
nationally. Overall results were similar to ours, indicating significantly
better response of lichen planus to TCIS cream.




Detail Summary Sheet

Date: 22 Oct 81 Proj No: C-35-79 Status: Terminated

TITLE:
Maintenance of Patency of the Ductus Arteriosus in Neonates with
Cyanotic Congenital Heart Disease

Start Date: Aug 79 Est Comp Date:

Principal Investigator Facility

Kenneth R. Bloom, 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:

Patent ductus arteriosus
Cyanotic congenital heart disease

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

Objective: To maintain an adequately patent ductus arteriosus in neonates

who have cardiac malformations such that their immediate survival is depen-
dent on blood flow through this channel. This will be done by infusion of

Prostaglandin El until diagnostic studiles are completed and surgery carried
out,

Technical Approach: Newborn infants presenting to the neonatal intensive
care unit at BAMC and who have cyanotic congenital heart disease form this
study group. Prostaglandin is infused through an umbilical artery catheter
placed at the level of the ductus or, in some conditions, intravenously.
Effects of the prostaglandin infusion are assessed by peripheral PO, mea-
surement and, when applicable, by blood pressure measurements in the leg.

Progress: The study is terminated due to the projected departure of the
principal investigator.
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Detail Summary Sheet

Date: 23 Sep 81 Proj No: C-37-79 Status: Ongoing
TITLE:

Ankle Trauma Study.
Start Date: Sep 79 Est Comp Date: Sep 82
Principal Investigator Facility
N. Joe Thompson, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Agsociate Investigators:
Department of Medicine/Emergency Medicine Barry W. Wolcott, M.D., LTC, MC
Key Words: Robert Highley, M.D.
Trauma James Bushyhead, M.D.
Algorithm Robert Wood, M.D.
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Crijective: 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 efficiency ratios; to determine best protocol
for optimal care in ankle trauma.

Technical Approach: Each patient with indirect ankle trauma is offered the
oprortunity to enter the study. A PGY-2 in Emergency Medicine follows a pre-
cise format for obtaining a history and performing a physical exam which
includes both plain and stress x-rays. The x-rays are then interpreted by the
phvsician and assigned to a specific classification established by the study
protocol. A previously established therpeutic modality is randomized. The
patient is treated according to the established classification of the ankle
injury and the randomized therapeutic modality. Follow-up at 48 hours and

90 dayes 18 done, depending upon the injury classification.

Progress: 666 patients have been entered on the study; however 900 are needed
to complete the study. A final report will be submitted upon completion.
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Detail Summary Sheet

Date: 13 Oct 81 Proj No: (C-5-80 Status: Ongoing
TITLE:

Lopressor Intervention Trial.
Start Date: Jan 80 Est Comp Date: Sep 82

Principal Investigator
Francis R. D'Silva, M.D., MAJ, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Cardiology

Key Words:
Myocardial infarction
Lopressor

Associate Investigators:
Joseph P. Murgo, M.D., COL, MC

Accumulative MEDCASE | Est Accumulative Periodic
Cost: Jﬁ OMA Cost: Review Results: r.ntinue
Objuctive: To determine the efficacy of Metoprolol (LopressorR) i.a reducing

the incidence of overall and cardiac death in survivors of recent myocardial

infarction.

Technical Approach:

Patients satisfying multiple criteria are enrolled within

two weeks of acute myocardial infarction and given either placebo or metopro-

lol (Lopressor) 200 mg/day and followed on medication for one year.

Metoprolol

or placebo are administered in a candomized, double-blind fashion prospectively.

Progress:
because of noncompliance.
double blind, no results are gvailable.

A total of 19 patients has been enrolled.
One patient has expired.

Three have dropped out
Since the study is
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Detail Summary Sheet
Date: 1 Oct 80 Proj No: (C-6-80 “.__. Status:  Ounyoing :?;
TITLE:
Clotting Studies in Liver Disease.
Start Date: 24 Jan 80 Est Comp Date: _ Jan 8’ _
Principal Investigator Facility
Charles T. Thornsvard, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine John F. Schultheiss, M.D., LTC, MC
Key Words: Thomas F. 0'Meara, M.D., MAI, MC
Prothrombin time Barbara Reeb, DAC
Victamin K
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue N

Objective: Attempt to predict whether patients with prolonged prothrombin
times with liver disease will or will not respond to Vitamin K administration.

Technical Approach: Patients who are to get Vitamin K will be given 10 mg.
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
Echls carinatus time will be performed as a companion to the prothrombin

time determination. The data will be analyzed retrospectively to determine
whether Echis carinatus adequately predicted those patients who would respond
or did respond to Vitamin K administration.

Progress: To date insufficient patients have been entered on this study in
order to perform any meaningful evaluation. If patient accrual 1s not
accelerated during the next year, this study will be terminated.
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Detail Summary Sheet

Ddte:A_‘l_Qgﬁ_ééV Proj No: C-7-80 Status: Ongoing
TITLE:
Evaluation of the Coagulation and Fibrinolytic Systems in Patients

Undergoing Prustatectomy. N

Start Date: 24 Jan 80 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 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: $6,541 Review Results: Continue
Obiectives: To conduct a detailed and prospective study of both ‘e 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 coagulatiocn and
fibrinolvti- systems.

Technical Approach: All tests reviewed in the original protocol have been
standardized and are currently being performed by our laboratory. The
Hematology Lab personnel have gained experience in the utilization of these
assay methods and accurate data are being recorded on all tests.

Progress: Fifty patients have been registered on this study with 20 con-
trols. Patient accrual has been completed and the only remaining part of
this project is the completion of the laboratory analysis of the comntrol
pattents with the statistical analysis of data. We plan to present this
proiect in abstract form at the Tri-Service Urology Meeting.




Detail Summary Sheet

Date:
TITLE:

The Value of Immunotherapy with Dermatophagoides Mite Extract in the
Treatment of House Dust Allergy.

14 Oct 81 Proj No: C-10-80 Status: _ Terminated ~

Start Date: 3 Mar 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:

Immunotherapy

Dermatophagoides mite extract
House dust allergy

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To asses the value of immunotherapy with Dermatophagoides mite
extract in the treatment of house dust allergy.

Technical Approach: This study was to be a double-blind study using mite
extract in immunotherapy from patients with clinical housedust sens:.tivity.

Progress: This study has been terminated. Our assumption for this study was
that mites are an important allergen to housedust and that mites should there-
fore be present in housedust samples. It is now clear, however, that in San
Antonio (and probably throughout the southwest), most homes do not contain
dermatophagoides mites, most likely because the relative humidity is too low
for their survival. No patients were enrolled into the study.
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Detail Summary Sheet

Dice: 14 Oct 81 Proj No: C-17-80 Status:  Ongoing
TITLE:

Role of Digoxin in Preventing Myocardial Toxicity in Cancer Patients
Receiving Adriamycin.

Start Date: 6 Jun 80 Est Comp Date: Jun 82

Principal Investigator Facility

Walter H. Harvey, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Cncology Kenneth R. Bloom, M.D., LTC, MC
Key Words: J. Dean McCracken, M.D., COL, MC
Digoxin

Mvocardlal toxicity
Adriamycin

Accumulative MEDCASE | Est Accumulative Periodic
Cost: OMA Cost: Review Resuits: Continue
Objective: To determine whether digoxin, administered prior to am. during
Adriamvein-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 (b) con-
trol. TIn order to assure equitable distribution of patients by age, sex and
tumor type, participating medical oncologists will be aware of and adjust
patient assignments as 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 nf 1.5 gm digoxin PO in divided doses for two days. Serum digoxin
leveis will be obtained from digoxin-treated patients prior to starting Adria-
myvein and before each echocardiogram.

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

Progress: Approximately 7-10 patients are still needed on the Digoxir

treated arm to complete this study. Patient accession has been slow secondary
to patient early removal from study for progressive disease and patlients being
treated at facilities (other than BAMC) without echocardiography capabilities.
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Detail Summary Sheet

Date: 14 October 1981 Proj No: (C-23-80 Status: Ongoing

TITLE:
An Evaluation of Local Anesthetic Skin Testing and Progressive Challenge
in Patients with a History of an Adverse Reaction to Local Anesthetics

Start Date: 24 Jun 80 Est Comp Datc: FY 82
Principal Investigator Facility

DanielA. 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 MEDCASE | Est Accumulative Periodic

Cost: | OMA Cost: Review Results: Continue

Objective: 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.

Technical Approach: Patlents with history of adverse reactions to local anes-
thetics are being entered into this study, and evaluated with skin testing and
progressive challenge. The challenge reaches 2 cc of S.C. 1% lidocaine.

Progress: Approximately 10 patients ve beer astudied at BAMC. No adverse
reactions have occurred with challenge. These patients are being entered
into a larger multicenter study at Fitzsimons Army Medical Center.




Detail Summary Sheet

Date: 14 Oct 81 Proj No: (C-24-80 Status: Ongoing
TITLE:

Establishment of & Plasma Bank for Oncology Patients.
Start Date: 30 Jun 80 Est Comp Date: Unknown
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 Banck John J. Posch, Jr., DAC

Oncology patient

Accumulative MEDCASE Est Accumulative Periodic
Cost : . OMA Cost: $353 Review Results: Continue
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 -70 freezers in the Department of Clinical Investigation.

Progress: Approximately 100 patients have been registered on this study with
their specimens being collected and frozen.
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Detail Summary Sheet

Date: 14 Oct 81 Proj Ne: C-35-80 Status:  Complet.d

TITLE:

Double-blind Parallel Comparison of Sulconazole Nitrate 1% Solution and

Clotrimazole 1% Solution in the Treatment of

Tinea Cruris.

Start Date: 1 Jul 80

Est Comp Date:

Principal Investigator
Charles W. Lewis, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Dermatology
Key Words:

Tinea Cruris

Sulconazole nitrate

Assoclate Investigators:
Eric W. Kraus, M.D., MA}, MC

Clotrimazole
Accumulative MEDCASE ~ Est Accumulative Periodic
Cost: . OMA Cost: Review Results:

Objective: To determine the safety and efficacy of sulconazole nitrate 14
solution in the once-a-day, three-week treatment of tinea crurils in adult men
and women as compared to 1% clotrimazole solution.

Technical Approach: Sulconazole or Clotrimazole was applled once dally to
skin lesions. KOH and fungus culture was done initially and at 2, 3 and 7
weeks., Medication was stopped at end of 3 weeks, and 4 weeks later the

patient was re—evaluated for relapse.

Progress: Twenty-four patients entered the study and 22 patients completed.
Twelve patients were treated with Sulconazole, and 10 patients were treated
with Clotrimazole. All 22 patients cleared by the end of three weeks. There
was no significant difference between the two medications. ]
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Detail Summary Sheet

Date: 14 Oct 81

Proj No:

C-36-80 Status: Ongoing

TITLE:

Double-blind Parallel Comparison of Sulconazole Nitrate 17 Solution and
Placebo Solution in the Treatment of Tinea Versicolor.

Start Date: 1 Jul 80

Est Comp Date: Jul §2

Principal Investigator
Charles W. Lewis, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Dermatology

Associate Investigators:
Eric W. Kraus, M.D., MAJ, MC

Key Words:

Tinea versicolor
Placebo

Sulconazole Nitrate

Accumulative MEDCASE ' Est Accumulative Periodic

Cost: . OMA Cost: Review Results: Cortinue
Obiective: To determine the safety and efficacy of sulconazole ni.:ate 17
solution in the once-a-day, three-week treatment of tinea versicolor in adult
men and women as compared to placebo solution.

' Technical Approach: This was a double blind study of Sulconazole Nitrate

: solutlon versus placebo applied to tinea versicolor lesions once daily for

’ three weeks. KOH and Wood's lamp examination at two weeks and three weeks.

R If KOH was negative at three weeks, treatment was stopped and patient
re-evialuated four weeks later.

Progress: Twenty-three patients completed the study. Twelve patients treated ﬂ
with placebo showed no evidence of clearing. Fungus was demonstrated by KOH.
Flevent patients treated with Sulconazole Nitrate cleared completely, and KOH
was negative by three weeks. It was concluded that Sulconazole Nitrate was
superior to placebo in treatment of tinea versicolor.

At the request of the drug company, an additional 36 patients will be
studied on this protocol.
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Detail Summary Sheer

Date: 14 Oct 81 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: Jul 82
Principal Investigator Facility

Luclus F. Wright, M.D., MAJ, MC Brooke Army Madical Center
Dept/Sec: Associlate Investigators:
Department of Medicine/Nephrology Robert C. Allen, M.D., Ph.D.,
Key Words: MAJ, MC

Dialysis

Polymorphonurlear leukocyte
Redox metabolism
Chemilumigenic probes
Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: $2,143 Review Results: L
Objectives: To assess granulocyte function in nephrology patients undergoing
dialysis.

To assess serum opsonlc capacity in these patients.

To investigate the relationship between dialysis associated activation of
complement and the neutropenia observed during the initial phase of dialvsis.

o assess peritoneal macrophage function in patients undergoing peritoneal
dialysis.

Technical Approach: Blood samples are obtained from the arterial and venous
tubings of patients undergoing routine hemodialysis. These samples are then
taken to the laboratory where white cell counts and differentials are obtained
and samples of the white cells are assessed for thelr opsonic capacity using
several different molecular probes. Serum samples from each experiment are
frozen and saved for batch analysis of complement components including molecu-
lar tragments.

Progress: Twelve patients have been studied in detail using a varietv of
different methodologies. From the basis of the data developed thus far, six
patients will be restudied with analysis using a standard mec hodelogy which
should permit tighter grouping of the mean data.
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Detail Summary Shect

Date: 14 Oct 81 Proj No: (C-41-80 Status: Terminated
TITLE:

The Effect of Nutrition on the Humoral-Phagocytic Axis.
Start Date: 26 Aug 80 Est Comp Date:
Principal Investigator Facility
Steven Cohen, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Hematology-Oncology | Robert C. Allen, M.D., Ph.D.,
Key Words: MAJ, MC
Humoral-phagocyte axis Richard A. Shildt, M.D., LTC, MC
Chemiluminescence
Nutritional repletion
Accumulative MEDCASE | Est Accumulative Periodic
Cost: [ OMA Cost: Review Results:

Objectives: To evaluate the microbicidal activity of the humoral-phagocytic
axls of host immune defense using chemiluminescence techniques in malnourished
paticnts. :

Yo evaluate the effect that nutritional repletion has on serum opsonic |
capacity and on polymorphonuclear leukocyte function as measured by chemi- :
Tuminegcence.

Technical Approach: Fifteen to twenty patients ijudged to be malnourished as
defined by the parameters listed in the protocol were to be studled. After
hyperalimentation, the changes in chemiluminescence with changes 1in nutri-
tional status were to be correlated.

o I T T

T e
e

Progrese:  The principal investigator decided not to initiate the study.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: C-42-80 Status: lerminated

TITLE: - )
Solumedrol for the Treatment of Acute Myocardial Infarction

Start Date: 9 Sep 80 3 [ “Est Comp Date: - L

Principal Investigator Facility

Francis R. D'Silva, M.D., MAJ, MC Brooke Army Medical Center

Dept/Sec: Agsocilate Investigators:

Department of Medicine/Cardiologz Joseph P. Murgo, M.D., COL, MC
Key Words:
Myocardial Infarction

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

Objective: To evaluate the efficacy of two pharmacologic IV doses of Solu-
medrol in reducing the mortality and morbidity associated with acute
myocardial infarctiom.

Technical Approach: Study terminated.

Progress: The study was terminated because of a conflict of interest since
the principal investigator has taken over the study C-5-80, Lopressor Inter-

vention Trial.
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Detail Summary Sheet

Date: 14 Oct 81 Proj No: C-1-81 Status:  Completed
TITLE:
Hemoserine Inhibition of Sickling as Viewed by Electron Microscopy

Start Date: 7 Oct 80 Est Comp Date:

Principal Investigator Facility

Georges C. Benjamin, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Internal Medicine Lucia Olalde, DAC

Key Words: Steven K. Koester, DAC
Hemoserine inhibition

Sickling

Electron microscopy

Accumulative MEDCASE | Est Accumulative Periodic

Cost: | OMA Cost: $20 Review Results:

Objective: To evaluate the effect of hemoserine on polymerization of hemo-
globin $ in the intact erythrocyte.

4 Technical Approach: Whole blood was obtained by venipuncture in EDTA. After
i fixing with Karnovsky's fixative, smears of each sample was viewed by light
microscopy.

| Progress: One patient was available for study. At 0.1 M concentrations,

! hemoserine did not inhibit sickling in the two assays performed. EM of the
sirkled cells showed filament formation in the deoxygenated treated and
untreated cells. The oxygenated controls were too hemolyzed to study.
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Detail Summary Sheet

Date: 14 Oct 81 ) Proj No: (C-2-81 Status: Ongoing
TITLE:
Evaluation of the Coagulation, Fibrinolytic, and Humoral Immune Abnor-

malities Induced by Crotalus Atrox (Western Diamond Back Rattlesnake) Snakebite

Start Date: 10 Oct 80 Est Comp Date: Sep 82 o
Principal Investigator Facility

John J. Posch, DAC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Hematology Glenn M. Mills, M.D., MAJ, MC
Key Words: Robert C. Allen, M.D., Ph.D.,
Snakebite MAJ, MC

Envenomated Thomas G. Glass, Jr., M.D.
Rattlesnake

Accumulative MEDCASE T Est Accumulative Periodic

Cost: , OMA Cost: $5,664 Review Results: Continue

Objectives: 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 as outlined in the protocol are being
performed on snakebite patients. Serum and plasma specimens are stored at
-70°C for further evaluation to include chemiluminescence technique for the
evaluation of opsonic function and complement activity. Venoms collected from
C. atrox specimens of different sizes were preliminarily tested for possible
differences in coagulant vs fibrinolytic activity. Significant differences
were noted and venoms were subsequently obtained from three different size
ranges of snakes. Thrombin~like activities and fibrinolytic activities werc
evaluated on all individual venoms. Further characterization of the procoagu-
lant and fibrinolytic processes involved 1is being performed using plasma and
fibrinogen coagulation procedures.

Progress: Specimens from 24 snakebite victims have been collected and stored
in frozen aliquots. Twelve of these patients were serially collected on sub-
sequent days. Approximately one-half of the total amount of coagulation pro-
cedures to be performed on these are completed. Chemiluminescence procedures
will be performed when all specimens are received. Although coagulation
abnormalicties and clinical bleeding problems have been observed in several of
these patients, final conclusions are pending completion of tests and rest of
patient group.

62




Detail Summary Sheet

Date: i};wﬁbt 81 Proj No: (C-3-81 Status: Ongoing

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., Ph.D.,
Granulocyte function MAJ, MC

Leukemia Terry E. Pick, M.D., LTC, MC
Granulocyte transfusion

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objectives: Prospective evaluation of neutrophil function and humc.al 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,
a repeat study will be performed on a monthly basis. Serum opsonic capacity
and pranulocyte redox function will be assayed by the micro technique of
probe amplified chemiluminescence.

Progress:  Only one patient to date has been studied. This is secondary to
low patient accrual with no patients needing granulocyte transfusion in the
last 10 months at Brooke. If sufficient patients cannot be accrued to this
study over the next year, it will be terminated.




Detail Summary Sheet

Date: 14 Oct 81 Proj No: C-5-81 Status: 'Qggp[pg -‘.;
TITLE:

The Natural History of Patients with Large Local Reactions (LLR)
Following a Hymenoptera Sting

Start Date: 3 Feb 81 Est Comp Date: Sep 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:

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 1s 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.

Technical 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 to assess current
reactivity.

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

Progress: Eight patients with positive skin tests to venom have been
entered into the study. None of these patients have consented to in-~hospital
study. The plan for these patient:, is to follow-up on field stinps when it
occurs.
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Detail Summary Sheet

Date: 9 Nov 81 Proj No: C-8-81 Status: Ongoing
TITLE: o

Comparative Evaluation of Methods of Surveillance for Nosocomial
Infections

Start Date: 3 Feb 81 Est Comp Date: Sep 82
Principal Investigator Facility

C. Kenneth McAllister, M.D., LTC, MC Brooke Army Medical Center

Dept /Scc: CT T Associate Investigators:
Department ot Medicine/Infectious Disease John L. Carpenter, M.D., LTC, MC
Key Words:

Nosocomial intection

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objective: To study several different methods by which Infection Control
personnel might search for nosocomial infections, as well as the method
presently employed at Brooke Army Medical Center (BAMC), in order to define
clearly a system which would most efficiently achieve the goals of surveil-
lance for nosocomial infections.

Technical Approach: Data for this study will be collected on McBee Keysort
cards. A card will be initiated for each patient whose chart 1s actually
reviewed by a member of the Infection Control Surveillance Team. Charts
will be selected for review on the basis of the presence of one or more of
the :iine screening clues (positive culture, fever, antibiotic therapy, a
verbal report, presence on an ICU, isolation precautions, hospital stay of
"1 Jdays or more, and leukemia) disclosed during survey activities. During
the chart review, the presence of additional factors associated with NI
wili be noted on the "Also Present" column. A determination as to whether
or ot a4 NI is present will be made. As appropriate, the site will be indi-
“ativv, rollow=up on the patient will be noted simply by initiating a new
Keyoort card for each review of the chart with entries being confied to the
sl section devoted to follow-ups.

Prowress:  Initial review of the data is inconclusive. Further study is
tndicated.
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Detail Summary Sheet

! Date: 14 Oct 81 Proj No: C-9-81 Status: Ongoiggi;_:-
TITLE:
Thyrold Function in Cancer
Start Date: Feb 81 Est Comp Date: Jun 82

Principal Investigator
Lawrence Pupa, M.D., CPT, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Assoclate Investigators:

Department of Medicine/Internal Medicine
Key Words:

Thyroid

Cancer

Accumulative MEDCASE Est Accumulative Periodic |
Cost: OMA Cost: Review Results: Continue i
Objective: To definte the state of thyroid function in seriously ill oncology 3
patients.

1
|
!
Technical Approach: Ten patients will be studied. Blood will be drawn and %
T3U, FTI, TA’ TSH, T,RIA, and RT3 will be measured. Patients on thyroid |

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

i Progress: Seven patients have been studied thus far and thyroid function
s results are pending.
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Detail Summary Sheet

Date: 14 Oct 81 Proj No: C-10-81 Status:  Ongoing

TIILE:
Evaluation of the Complement System and Humoral Immunity in Patients
Undergoing Fibrinolytic Therapy.

Start Date: 3 Feb 81 Est Comp Date: Jun 82
Principal Tnvestigator Facility

David Dooley, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine ) Glenn M. Mills, M.D., MAJ, MC
Key Words: Robert C. Allen, M.D., Ph.D.,
Complement systen MAJ, MC

Humoral immunity
Fibrinolytic therapy

Accumulative MEDCASE Est Accumulative Periodic
Cost: o OMA Cost: Review Results: Continue
Objective: To conduct a4 prospective evaluation of the effects of ibrino-

lytic therapy on the complement and humoral immune systems.

Technical Approach: No deviation from the ascribed technical approach as
listed in the protocol have been performed.

Progress: Three patients have been studied. Complete evaluation and
analysis of data will be pending further patient accrual. It is antici-
pated this study will accrue adequate numbers of patients during the next
fiscal year.




Detail Summary Sheet

14 Oct 81 ____

Date:

Proj No: C-12-81

ggatus: N OngHI;E. o

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 82

Principal Investigator
Nathan Erteschik, M.D., CPT, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Internal Medicine
Key Words:

ARDS

Complement

granulocyte-induced endothelial damage

Associate Investigators:

Glenn M. Mills, M.D., MAJ, MC

Robert C. Allen, M.D., Ph.D.,
MAJ, MC

David Glendenning, M.D., LTC, MC

Accumulative MEDCASE ! Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continuc
Objectives: Evaluation of neutrophil metabolism by chemiluminescence in

patients with ARDS.

Measurement of complement activity via the (lassical and alternate

pathways in patients with ARDS.

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

Correlation of steroid therapy with the
with ARDS.

Te hnical Approach:

above objectives in patients

Arterial and mixed-venous blood samples are collected

from patients with both arterial and Swan-Ganz catheter lines in place.

Samples are collected for:
chemiluminescence; CBC; Pt, PTT; Fibrinogen,

minogen activators, pre-kallikrein and kallikrein inhibitors, HMWK.

WBC metabolism and complement activity using

FSP, TT, Plasminogen and plas-
These

are performed on plasma prepared from anticoagulated whole blood with Na

. 0
citrate, centrifuped and stored at -70°C.

Progress: Three categories of patients: 1)

ARDS, with 2 pativnts; 2)

cardiac catheterization group, with 7 patients, 3) other patients with

both catheter lines in place but without ARDS, with 10 patients.

Coagula-

tion studies are still stored, and waiting to be completed on patients

already 1in the study.
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Detail Summary Sheet

ﬁélv:_<< 22 Oct 8L ~___Proj No: C-17-81 __Status: Ongoing
TITLE:

tifect of DMSO on Humian Squamous Cell Cultures
Start Date: 1L Mar 81 T 7 Est Comp Date:  Jul 83
Principal Inveatigator Facility
Walter C. Anderson, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: T Associate lnvestigators:
Department of Medicine/Dermatology _ﬂJ Michel N. Laham, M.D., LTC, MC
Kev Words:
Humio squamous cell cultulres
DMSO
Accumulative MEDCASE | Est Accumulative Periodic
Cost: . OMA Cost: Review Results: Continue

abjoctive: Using in vitro human squamous carcinoma cell lines (7OLD 16), we

will detarmine whether DMSO induces their differentiation into more mature
epithelial cells.

Technical Approach: Squamous cell cultures will be perpecuated in vitro
by perlodic transfer into fresh monolayers in RPMI 1640. OQunce an in vitro
cell line is established, the effect of DMSO will be determined by adding
serial dilutious of DMSO to Individual monolayer cultures. After varying
intervals from 10-60 minutes, the cells will be washed free of DMSO and
incubated in fresh RPMI 1640 at 37°C and 5% CO,. After 24-48 hours of
incubation, the individual monolayers will be %ixed and stained using

H&l  arnd the depgree of ditferentiation determined by light wmicroscopy.

Progress: So far, considerable difficulty has been encountered in estab-
lTishing the cells line due to bacterial killing.




Detail Summary Sheet

Date: 10 Jun 81 Proj No: C-19-81  Status:
TITLE:

The Prevalence of Antibiotic Tolerant Staphylococcus Aureus in Nasal
Cultures of Different Adult Population Groups

Trnﬂafqited_

Start Date: 11 Mar 81 . Est Comp Date: o i
Principal Investigator Facility

Frank J. Baker, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Infectious Disease

Key Words:

Staphylococcus aureus

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To perform an epidemiological survey of Staphylococcus aureus
tolerance from isolates not causing clinical infection and determine preva-
lence rates in different adult population groups.

Technical Approach: This study was not started.

Progress: The study was transferred to William Beaumont Army Medical Center.
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Detail Summary Sheet

Proj pr_._E:ZQ—Sf—-'_ Status: Ongqiﬁé

Daces

TITLE:
tdentification of Racterial Receptors on the Intestinal Mucosa of Rabbits

and Determination of Its Role In the Pathogenesis of Bacterial Diarrhea

14 Oct 81

Start Date: L Apr 81 o Est Comp Date: Jun 82 o
Principal Investigator Facility

quert A. Berendson, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sev: - ) Associate Investigators:
Department of Medicine/Gast{penterolngy John F. Schultheiss, M.D., LTC, MC
Kev Words: o "1 c. P. Cheney, Ph.D., CPT, MSC

Bacterial receptors
i Bacterial dlarrhea

L Accumulative MEDCASE | Est Accumulative Periodic
‘ Cost: ) i OMA Cost: $632 Review Resuits:  Continue
Objectives: Isolate segments of small intestine from adult rabb.t. and com-

parce the adherence ability of RDEC-1 and several control E. coli strain: to
these intestinal segments.

Indirectly examine the various segments of Intestine to determine if
there are any differences in the carbohydrate content between receptor posi-
tive and receptor nepative intestinal segments.

determine the role the host receptors for RDEC-1 located on the intesti-
nal muc~sa by orallv challenging receptor positive and receptor negative

rabbits.

Techrical Approsch:  Four adult female New Zealand white rabbits will be mated

with designaret male rabbits, and their litters allowed to be maintained as

naturally as p. silvie by the mother. On days 18, 21, 24, 28, and 35, infant

rabbits from ¢ b litter will be sacrificed and segments of rabbit small

futestione wil! be freren rapidly In isopentane. Frozen intestinal tissue

will he sootioned in a crvostat and an atteapt will be made to identify the

ssecific sagar units which may constitute the receptor for RDEC-1 and E. coli

whi. n has specitfic adherence to rabbit small bowel. For this, the tissue

wil’ be exposed to different lectins, which are sugar specific proteins, in an
. ati-mpt ta blodk adherence of RDEC-1 over the sectioned tissue after exposure
P te ine looting.  An indirect immunophorescent technique will be used to

fdco {1y RDEC~1 adherence.

"1 voegs: The tirst group of temale rabbits was mated in earlv July. The
flrst two litters were born in mid-August. In the last six weeks, we have
sarrificed the rabbits following the schedule outlined above. The frozen

t s is being kept in the Department of Clinical Investigation. At the

). present time, some of the lectins have not been received, and we are waiting
! for thes: so we can go Into the second part of the experiment.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-25-81 Status: Ongoing
TITLE:

Single-Dose Treatment of Urimary Tract Infections in Women
Start Date: 1 Apr 81 Est Comg—batq;_§5é4§z:j;::::j_t
Principal Investigator | Facility
C. Kenneth McAllister, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Infectious Disease | AMOSIST personnel
Key Words:
Urinary Tract Infection
Accumulative MEDCASE Est Accumulative Periodic T
Cost . OMA Cost: Review Results: Continue

Objective: To 1investigate the efficacy and safety of treating women with
uncomplicated UTI's of the lower urinary tract with a single dose antibiotic.

To demonstrate a cost savings to the US Army by utiliczing a single dose
of antibiotic therapy for UTI vs 10-14 days of convential therapy.

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

Technical Approach: Twenty-six women entered into the study. Study design
su-h that only adult women ages 18-55 with symptoms/signs compatible with
cvstitis are given 3.0 grams amoxycillin single dose therapy (SDT). SDT
patlents receive urine culture plus gram stain prior to therapy; and at

5 to 9 days, then the final culture at 4 weeks post treatment.

Progress: Results thus far are 90% curative at initial follow-up. No con-
clusions have been drawn at this point other than efficacy and safety has
been confirmed.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-26-81 Status: Ongoing

TITLE:
The Effect of Sterile Gloves on the Incidence of Contamination and

Infection of Intravenous Catheters

Start Date: 1 Apr 81 Est Comp Date: Sep 82
Principal Investigator Facility

Charles E. Davis, Jr., M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Infectious Disease John L. Carpenter, M.D., LTC, MC
Key Words:

Intravenous catheters

Infection

Contamination

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: $434 Review Results: Continue

Objective: To study the effect of the use of sterile globes during the inser-

tion of intravenous catheters on the incidence of infection of indwelling
intravenous catheters and sepsis secondary to intravenous catheter infection.

Technical Approach: Participants will be divided into two groups. Group 1
will have the IV inserted by one of the investigators with the added pre-
caution of wearing of sterile gloves. Group 2 will have the catheter
inserted in a similar manner but without sterile gloves. Skin cultures
will be taken before and after placement of the 1IV.

The following variables will be analyzed: Relation of technique of
insertion to (1) incidence of pre and post-insertion postive skin cultures,
(2) incidence of positive catheter culture and time to occurrence, (3)
incidence of phlebitis and time to occurrence and (4) incidence of catheter
being the source of bacteremia to occurrence.

Progress: Due to a change in principal investigators, no progress has been
madc.
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Detail Summary Sheet

Date: 16 Oct 81

Proj No:

Cc-27-81

Status: Ongoing _'.

TITLE:

Karyology of in vitro Cultured Basal Cell Epithelioma Tissue.

Start Date: 1 Apr 81

Est Comp Date: Unknown

Principal Investigator
Stuart J. Salasche, M.D., LTC, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Dermatology

Key Words:

Karyology

Basal Cell Epithelioma
Cell culture

Associate Investigators:

A

Accumulative MEDCASE
Cost: | OMA Cost:

Est Accumulative

$123

Periodic

Review Results: Continue

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

Technical Approach: Part of the tissue specimen taken for biopsy for basal
cell carcinoma is taken to the lab and pure BCC islands devoid of fibrous
stroma are torn out, chopped up and placed in cell culture media and then

incubated.

Progress: Progress has been virtually nil due to several problems, most
notably the cell culture lines becoming infected and discarded within 48 hours.

Antibiotics added to media so fat has not helped.




Detail Summary Sheet

Date: 16 Oct 81 Proj No: (C-28-81 Status: _Ongoing
TITLE: B
In vitro Synthesis of Immunoglobulins and Suppressor Cell Activity in

Patients with Solid Tumors and Lymphomas on and off Therapy

Start Date: 1 Apr 81 Est Comp Date: Jun 82

Principal Investigator Facility

Michel N. Laham, M.D., LTC, MC Brooke Army Medical Center

Dept/Sec: Associate Investigators:

Department of Medicine/AllerngImmunologz ¢ David G. Burleson, Ph.D., MAJ, MSC

Key Words: Richard A. Shildt, M.D., LTC, MC

Suppressor cell activity Charles M. Loyd, SFC

Lymphoma

Immunoglobulins

Accumulative MEDCASE . Est Accumulative Periodic !
Cost: | OMA Cost: 8165 Review Results:  Corn:inue |

Objective: 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.

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

Technical Approach: 20 cec of blood are obtained from each patient by veni-
puncture. Peripheral blood lymphocytes are isolated by sedimentation on
Ficoll-Hypaque. The cells are assayed for their proliferative responses to
mitogens and their ability to synthesize immunoglobulins by a reverse hemo-
lytic plaque assay. Mixed lymphocyte cultures are also carried out to deter-
mine the cells ability to suppress proliferation and antibody synthesis by
normal lymphocytes.

Progress: Forty-eight patients have been studied so far in nine separate
experiments. Twelve of the patients were studied before and after chemo-
therapy. There were no significant differences in proliferative responses
or antibody synthesis. However, there appears to be decreased suppression
of normal cells after therapy.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: (C-29-81 Status: Ongoing i
TITLE:
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
\ j Dept/Sec: Associate Investigators:
{ | Department of Medicine/Dermatology Nancy D'Silva, M.D., CPT, MC
E Key Words: Eric W. Kraus, M.D., MAJ, MC
i Erythema multiforme
{ ' Steroids
4 i
' Accumulative MEDCASE Est Accumulative Periodic

' Cost: | oMA Cost: Review Results: Continue
} Objective: To determine 1f Prednisone 1s effective in the treatment of
! severe erythema multiforme.

Technical Approach: A 3-4 mm punch biopsy or an excisional biopsy for H and
E will be performed as confirmation of the clinical diagnosis. Direct
immunofluorescence 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.

Progress: So far we have not received any appropriate patients for the
study.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-31-81 Status: _ Ongoing
TITLE:

Profile of Aortic Impedance in Patients with Congestive Cardiomyopathy
Start Date: 11 May 81 Est Comp Date: May 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: B. J. Rubal, Ph.D.

Aortic impedance
Congestive cardiomyopathy
Cardiac catheterization

Accumulative MEDCASE Est Accumulative Periodic

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: Patients admitted to this study have undergone elective
cardiac catheterization to evaluate the possibility of surgically correctable
problems and to assess the hemodynamic response to afterload reduction by
nitroprusside and exercise. Routine left and right heart catheterizations
were performed. High-fidelity multisensor pressure velocity catheters were
employed to obtain simultaneous aortic pressure and flow-velocity information.
This data was stored on electromagnetic tape and submitted to a computer for
Fourier analysis following the catheterization procedures. Standard hemo-
dynamic parameters were evaluated and the aortic input impedance spectra
plotted.

Propresas: To date, data have been obtained from ten patients with congestive
cardiomvopathy. Work continues in data analysis and a preliminary statistical
analysis has been performed. Nipride increased cardiac output and reduced
left ventricular end-~diastolic pressure. No significant change in heart rate
was found. Exercise resulted in an increase in heart rate, slight change in
cardiac output and significantly increased pulmonary capillary pressure.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-33-81 Status: Ongoing
TITLE: .

Renzl Function in Primary Hyperparathyroidism
Start Date: 12 May 81 Est Comp Date: May 83
Principal Investigator Facility
Lucius F. Wright, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Nephrology Charles J. Foulks, M.D., MAJ, MC
Key Words:
Hyperparathyroidism

Renal function

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

Objective: To gather detailed information about renal function in patients
with primary hyperparathyroidism at the time of diagnosis, and to follow
these functions serially in patients not undergoing surgery. These data
should permit a more precise estimate of the risk of "medical" therapy versus
"surgical" therapy in patients with mild, asymptomatic, primary hyperpara-
thyroidism.

Technical Approach: Patients entered into this study are being admitted to
the hospital for 5-days of metabolic balance studies and renal function

tests which include the ability to concentrate and dilute the urine. Response
to ammor:ium chloride loading and bicarbonate administration, calcium excretion
and assorted data on endocrine function including parathyroid hormone assays
are also being obtained at the same time.

Progress: To date seven patients have been entered and completed the first
phase of the study and are now being followed in the Renal Clinic. Three
more patients have been identified who are suitable for entrance into the
study and will be studied when facilities are available.
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Detail Summary Sheet

™%

Datc: 16 Oct 81 Proj No: (-34-81 Status: Ongoing

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
Thomas J. Taylor, M.D., MAJ, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Endocrinology

Assoclate Investigators:
Robert J. Telepak, M.D., LTC, MC

Key Words: Roswell Beck, M.D., LTC, MC
Propranolol

Thyrotoxic

Cardiac ejection

Accunulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective: To study the effects of Propranolol on cardiac ejecticn fractions
in thyrotoxic patients and thereby critically assess the relative merits of

this mode of therapy.

Technical Approach: MUGA studies are being done on Grave's patients at 0 and
3 hours pre~ and post-institution of Propranolol therapy 60 mg. p.o. Six
patients have had MUGA studies. The decrease in dv/dt and ejection fraction
has been consistent except in one case where the second MUGA was done at 2

hours.

Progress: We do not have a severely 1ill patient to draw a conclusion. But,

in normals, a mild decrease in ejection fractiom occurs at 3 hours.




Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-35-81 Status: Ongoing
TITLE:

Hepat  : Artery Embolization in the Management of Primary or Metastatic
Hepatic Neoplasm

Start Date: 15 Jun 81 Est Comp Date: Jun 83
Principal Investigator Facility

Walter H. Harvey, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology J. Dean McCracken, M.D., COL, MC

Key Words:
Hepatic artery embolization
Nepatic neoplasm

Accumulative MEDCASE i Est Accumulative Periodic i
Cost: { OMA Cost: Review Results: Continue (
Objectives: To determine the response rate of hepatic embolization of primary

or metastatic neoplasia in liver. i

To evaluate the morbidity of hepatic embolization.

To evaluate the response rates of patients undergoing embolization with
metastatic disease to liver to a historical control group.

Technical Approach: Hepatic artery embolization using IvalonR particles for
peripheral embolization and steel coils for proximal embolization was util-
ized in the management of patients with hepatic neoplasm. Nine patients
with regionally confined disease in the liver and who had failed either
hepatic artery infusion or systemic chemotherapy were eligible. Emboliza-
tion was carried out through a percutaneous femoral approach. Hepatic
artery placement was verified by angiography

Progress: Six patients with colon cancer and one patient each with hepatoma,
squamous cell carcinoma and uterine leiomyosarcoma make up the study group.
Seven patients are still alive with two patients deceased. No deaths were

3 attributable to the embolization procedure. Median follow-up time is 3

' months. The longest follow-up is eight months with the patient alive and
with stable disease in the liver. Although this study is limited by the
short follow-up period and few numbers of patients, hepatic artery emboli-

‘ zation may be useful in the management of regionally confined hepatic

; neoplasm.
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Detail Summary Sheet

Date: 16 Oct 81 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: Assoclate Investigators:
Department of Medicine/Nephrology Harold Cable, M.D., CPT, MC

Key Words:

Polycystic kidoney 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: Children of patients known to have polycystic kidney
diseasc who agree to be screened will have infusion nephrotomography, Gray-
Scale ultrasonography and abdominal CT scan with and without contrast enhance-
ment to assess them for the presence of polycystic kidney disease. The
patients who are to be studied have a 50% risk of having inherited the

diseasc¢ from their infected parent. These studies will be reviewed all at

one time after they are obtained by investigators who are blinded to the
results of the other studies.

Progress: Thus far, four subjects have been entered into the study, and
approximately fifteen others have been identified who are likely to qualify
for admission.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-37-81 Status: Ongoing _
TITLE:

Evaluation of Curettage and Electrodesiccation in Treatment of Human
Basal Cell Epitheliomas

Start Date: 15 Jun 81 Est Comp Date:  Jun Qg_—~
Principal Investigator Facility
Stuart J. Salasche, M.D., LTC, MC Brooke Army Medical Center

Dept/Sec: Assoclate Investigators:
Department of Medicine/Dermatology
Key Words:

Basal cell epithelioma

Curettage

Electrodesiccation

Accumulative MEDCASE Est Accumulative Periodic

Cost: i OMA Cost: Review Results: Continue

Objective: To assess the adequacy of curettage and electrodesiccation as a
method of treatment for basal cell epitheliomas of the skin in a prospective
study.

Technical Approach: Patients with small, previously untreated basal cell
carcinoma were treated in the standard fashion with electrodesiccation and
curretage. After completion of the procedure a small surgical saucerized
excision was taken 1 mm around and under the defect and subjected to frozen
section inspection in order to determine if any tumor cells remained. 1If
tumor cells were identified, further tissue was taken until a tumor free
plane was attained.

Progress: Fifty study cases have been completed thus far with residual
tumor islands found in 12 cases (24%). The majority of these positive cases
were from lesions on the nose and in the nasolabial fold. Since the antici-
pated overall cure rate with this procedure is claimed to be 95% for these
small, primary BCE, we feel our findings are very significant and plan Lo
continue the study to statistically significant numbers.
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] Detail Summary Sheet

1 Date: 16 Oct 81 Proj No: C-38-81 Status: _ Omgoing

| TITLE:

| The Use of Mannitol and Lasix in Intractable Ascites

. Start Date: 15 Jun 81 Est Comp Date: Jun 82

' Principal Investigator Facility
Willie R. Whitaker, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Internal Medicine Lucius F. Wright, M.D., MAJ, MC
Key Words:

r Intractable ascites

i Mannitol

5 lasix
Accumulative MEDCASE Est Accumulative Periodic
Cost: | OMA Cost: Review Results: Continue

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: Patients admitted to the Gastroenterology Service with
ascites that fails to respond to bed rest and sodium restriction are eligible
for diuretic therapy with either Thiazide or Mannitol and Lasix. The choice
of treatment 1s determined randomly and after three days to assess response

a crossover phase is provided.

Progress: This 1s a new study and thus far no patients have been entered.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: (C-39-81 Status:  Ongeing
TITLE:
Program on the Surgical Control of the Hyperlipidemias

Start Date: 15 Jun 81 Est Comp Date: Jun 86 _
Principal Investigator Facility

Ronald R. Blanck, COL, MC Brooke Army Medical Centcr
Dept/Sec: Associate Investigators:

Department of Medicine
Key Words:

Hyperlipidemias

Myocardial infarcion

Atherosclerosis

Accumulative MEDCASE Ai Est Accumulative Periodic

Cost: | OMA Cost: Review Results: Continue

Objective: To follow atherosclerotic plaque progression in coronary arteries
in patients following myocardial infarction who have been randomized into a
control group and a group that has experienced marked cholesterol reduction

by modified intestinal bypass. By extension, this is a test of the hypothesis
that altering lipid levels significantly alters atherosclosis.

Technical Approach: Data is being collected from clinical record cover sheets
and patients contacted for possible inclusion in the study.

Progress: So far, none of the actual study has been carried out at Brooke
Army Medical Center, though it is anticipated this will occur next fiscal
year.




Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-42-81 Status: _ Ongoing
1 TITLE: FKffects 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., MAJ, MC
1 Key Words:
Hyperkalemia L
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Objective: To study the quantitative role of the liver in the homeostasis
response of a consclous 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. 1In an effort to develop data on the quantitative
role in the liver and maintenance of internal homeostasis and procetion
agalnst 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.

e -

-

, Progress: This project will be initiated once the clinical inestigation
animal facility is available.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-51-81 Status: Completed

TITLE:
Effect of Histamine Antagonists on Parathormone and Serum Calcium

Levels in a Patient with Hypoparathyroidism

Start Date: 2 Jul 81 Est Comp Date:
Principal Investigator Facility
James K. Gilman, M.D., CPT, MC Brooke Army Medical Center

Dept/Sec: Associate Investigators:
Department of Medicine/Internal Medicine

Key Words:
Histamine antagonists

Parathormone

Hypoparathyroidism

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To determine if H. and H, receptor blockade singly or in combina-
tion cause a reduction in serum concentrations of parathormone and ionized
calcium in a patient with hypoparathyroidism.

Technical Approach: A patient with hypoparathyroidism was placed on a meta-
bolic diet off all diuretics, calcium, and vitamin D supplements. Once
serum calcium stabilized, the patient was started on thiazide diuretic and
salt-restricted diet in an attempt to raise serum calcium levels (Porter et
al NEJM 298:11577, 1978). Patient still required supplemental calcium and
vitamin despite these measures. He was then challenged with cimetidine for
three days which failed to produce any decline in serum.

Progress: Patient's serum calcium was 7.0~7.2 wg% at the initiation of the
study. With the restriction of sodium intake and administration of thiazide
diuretics, serum calcium declined even further to less than 6.0 mgZ. Electro-
cardiogram showed Q—Tc prolongation and patient had positive Trousseau's

sign at this point in his course. On hospital day nine, 1.25-dihydroxy
Vitamin D was started along with calcium supplements. Serum calcium increased
over a period of several days to about 8.0 mgZ and remained stable at that
despite subsequent challenge with cimetidine. Joint challenge with H; recep-
tor blockers (hydroxyzine) and H, receptor blockers (cimetidine) were not
performed due to fact patient haa already spent three weeks in the hospital.
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Detail Summary Sheet
‘ Date: 16 Oct 81 Proj No: C-52-81 Status: Ongoing
3 TITLE:
Effect of Aspirin (ASA) on Airway Responses
Start Date: 7 Jul 81 Est Comp Date: Jul 82
Principal Investigator Facility
Daniel A. Ramirez, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
i Department of Medicine/Allergy-Immunology
Key Words:
Nonallergic rhinitis
; Aspirin
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Objective; To investigate the effects of aspirin on airway responses in man.
Specifically the following questions will be answered: a. What effect does
ASA bave on upper and lower airway resistance in patients with nonallergic
rhinitis with eosinophilia (NARES)? and b. Are patients with NARES - or any
identifiable subset thereof - at particular risk of developing lower airway
obstruction from aspirin?

Technical Approach: Subjects are to be challenged with 10 grains of aspirin
and their nasal airway resistance and pulmonary functions will be measured
and followed.

Progress: Currently awaiting necessary MEDCASE items to be purchased to begin
this project.
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Detail Summary Sheet

Date: 16 Oct 81 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 F. Wright, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Neghrology Charles J. Foulks, M.D., MAJ, MC
Key Words:
Homeostasis

Renal failure

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective: To define the kinetics of phosphate elimination in response to a
number of maneuvers in normal dogs and in dogs with experimentally induced
reductions in renal failure. These data will be used to examine the hypothe-
sis that secondary hyperparathyroidism develops in early renal failure as a
consequence of the neet to amplify the renal excretory response to phosphate
loading that occurs as an inevitable result of eating.

Technical Approach: This protocol is designed to test the feasibility of
developing time integrated constants for serum phosphate and urine phosphate
excretion in response to intravenous and oral phosphate loading in conscious

dogs.

Progress: Implementation of this study awaits completion of the Clinical
Investigation Laboratory Animal Facility.




Detail Summary Sheet

Dace: 16 Oct 81 Proj No: C-56-81 Status: Ongoing

TITLE:
Evaluation of Indomethacin as a Protective Agent Against Radiation-

Induced Esophagitis

Start Date: 17 Aug 81 Est Comp Date: Aug 82
Principal Investigator Facility

Robert A. Berendson, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Gastroenterology John F. Schultheiss, M.D., LTC, MC
Key Words: Gary West, M.D., COL, USAF, MC
Esophagitis John R. Sharp, M.D., LTC, USAF, MC

Rediation therapy

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective: To determine if the administration of Indomethacin to patients
undergoing radiotherapy of the chest area will prevent the development of

esophagitis

Technical Approach: Patients receiving radiation therapy for different media-
stinal tumors in a port that will include radiation to the esophagus will be
randomized blindly into four grous - one a group of controlled subjects and
three groups which will receive three different dose levels of Indomethacin,
an agent that has been demonstrated in animal studies to be protective for
radiation-induced esophagitis. The patients will undergo, prior to radia-
tion therapy, esophagoscopy with photographs, with biopsies and brushings
being taken at this time. At the completion of radiotherapy, each patient
will undergo a second endoscopy with biopsy, photography, and collection of
serum specimens. The patients will be asked to report any difficulty with
odynophagia or dysphagia at weekly intervals. The treatment group will be
compared with the contorl goup and with each other using Student's Test

and a one-way fixed effect model analysis of variance.

Progress: This is a new study. The placebo tablets have been obtained and,
in the course of the next few weeks, we intend to go ahead with the coding
of the placebo and the Indomethacin tablets. We expect to start including
patients in the study in the near future.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-58-81 Status: Ongoing
TITLE:

The Specificity of the Priming on the Nasal Mucous Membranes by Allergens
and the EBffect of Pharmacological Imtervention

Start Date: 20 Aug 81 _Eat Comp Date: Aug 83
Priancipal Investigator Facility

Daniel A. Ramirez, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Allergy-Immunology | Gwenesta Melton, M.D., CPT, MC
Key Words:

Allergen

Nasal mucous membranes .

Accumulative MEDCASE Eet Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective: To investigate further the phenoeman of mucous membrane priming
by antigens. Several aspects of the problem will be studied: a. Does 1t
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, 1f any, of antihistamines, intranasal corticosterocids 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,
vwe will determine if the phenomenon is specific or not. Also, antihistamines,
corticosteroids and crcmolyn sodium will be used prior to the study to deter-
mine whether priming can be pharmacologically inhibited. Specific IgE (by
RAST) will then be obtained.

Progresg: The equipment necessary to perform nasal airway resistance measure-
ments 1s not available. We are waiting for MEDCASE items to be purchased so
this project can be started.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-59-81 Status: Ongoing

TITLE:
Utility of Urological Investigation of Females with Invasive Urinary

Tract Infections

5 Start Date: 20 Aug 81 Est Comp Date: Aug 82
\ Principal Investigater Facility
John L. Carpenter, M.D., LTC, MC Brooke Army Medical Center
i Dept/Sec: Associate Investigators:
Department of Medicine/Infectious Disease C. Kenneth McAllister, M.D., LTC, MC
i Key Words:
Urinary tract infection
. Cystoscopy
] Intravenous pyelogram
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Objectives: To investigate the seunsitivity and specificity of intravenous
pyelograms and cystoscopies in female patients who have failed single-dose
treatmetn of urinary tract infections.

To determine the cost effectiveness of these urological investigations
in this subset of patients with urinary tract infections.

Technical Approach: All patients who failed single dose amoxycillin therapy
for urinary tract infections as per the protocol C-25-81 are entered onto
the protocol. They undergo cystoscopy and intravenous pyelogram in order to
determine the percent of such patients who have surgically correctible ana-
tomic defects that contribute to urinary tract infectioms.

Progress: At the present time no patients have been entered onto this
protocol.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-61-81 Stetus: Omgolng

TITLE:
A Phase IV Surveillance Study of Sucralfate in the Treatment of Duodenal

Ulcer Disease - An Open Label Study

Start Date: 1 Sep 81 ) Est Comp Date: Jun 82

Principal Investigator Facility

John F. Schultheiss, M.D., T.TC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Gastroenterology Robert A. Berendson, M.D., MAJ, MC
Key Words: Leonard Duran, M.D., CPT, MC
Duodenal ulcer disease Joseph W. Jackson, M.D., MAJ, MC
Sucralfate USAF

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective: To observe the use of Sucralfate in a population of duodenal ulcer
patients for effectiveness and to detect possible adverse reactions.

Technical Approach: Participants will be asked to take one Sucralfate tablet
on an 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-containg drugs, and any analgesics they have been
using to relieve ulcer symptoms. Treatment will terminate at the end of six
weeks.

Progress: This is a new study.
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Detail Summary Sheet

Date: 1A Oct 81 Proj No: C-66-81 Status: Ongoing
TITLE: Double-Blind Parallel Comparison of Sulconazole Nitrate 1% Solution
and Clotrimazole 1% Solution in the Treatment of Acute Symptomatic Tinea
Pedis

Start Date: 24 Sep 81 , Est Comp Date: Sep 82
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 Pedis

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

Objective: To determine the safety and efficacy of sulconazole ~itrate 1%
solution in the treatment of acute symptomatic tinea pedis in adult men and
women as compared to 1% clotrimazole solution.

Technical Approach: 1In this double-blind paralel comparison patients will
be treated once a day for four weeks with 17 sulconazole or 1% clotrimazole
solution. Patients will be examined on initiation of therapy, at two weeks,
and on completion of four weeks of therapy. To determine relapse rate,
patients who are KOH negative at four weeks will return for examination
four weeks after the end of therapy. .

Progress: This is a new study.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-67-81 Status:  Ongoing  _

TITLE: Double-Blind Parallel Comparison of Sulconazole Nitrate 1% Cream and
Miconagzole Nitrate 2% Cream in the Treatment of Symptomatic Tinea Pedis

Start Date: 24 Sep 81 Est Comp Date: Sep 82
Principal Imvestigator 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 Pedis

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

Objective: To compare the safety and efficacy of sulconazole nitrate 1%
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 will be treated once a day for four weeks with
either sulconazole or miconazole nitrate cream. The two drugs will be
randomly assigned. Patients will be examined on initiation of therapy, at
two weeks, and on completion of four weeks of therapy. Patients who are KOH
negative after four weeks of therapy will be re-examined at eight weeks to
determine the incidence of relapse.

Progress: This 1s a new study.
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Detail Summary Sheet

Date: 9 Nov 81 Proj No: C-12-79 Status:;  Ongoing
TITLE:

Clinicopathologic Study of Uterine Vascular Changes with and without
Hormonal Influence

Start Date: Mar 79 Est Comp Date: Sep 82
Principal Investigator Facility

Charles V., Wilson, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Obstetrics and Gynecology Milton H. Leman, M.D., COL, MC
Key Words:

Uterine vascular changes
Oral contraceptives

Accumulative MEDCASE Eat Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objective: To study the assoclation of intimal thickening of uterine arteries

with oral contraceptive use in women undergoing hysterectomy with and without i
cervical and uterine pathology. 1

Technical Approach: All patients undergoing hysterectomy by an abdominal or
vaginal route are eligible for the study and will have their operation per-
formed in the standard manner. The operative specimen will be taken directly
by the pathologist for both electron microscopic and light microscopic fixa-
tion and preparation. Sections will be made of both uterine and myometrial
vessels and examined for intimal thickening and other abnormal vascular
changes. The patients will be divided into study groups for comparison as
follows: Group I - no hormonal exposure; and Group II - hormonal exposure,
50-100 micrograms, for 1 year, 1-2 years, or 2 years or more.

v—rgw .

! Progress: This project was temporarily delayed due to inability to obtain
pathological data. This situation has been rectified and patients are once
again being enrolled on the study.
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Detail Summary Sheet

Date: 16 Oct 81 Proj No: C-15-80 Status: _ Completed
TITLE:

Fluorouracil Cream vs Podophyllum in the Management of Vulvar Condylomn
Accuminatum

Start Date: 28 Mar 80 Est Comp Date: _
Principal Investigator Facility

John E. Miers, M.D., CPT, MC Brooke Army Medical Ceater
Dept/Sec: Associate Investigators:
Department of Obstetrics and Gynecology Milton H. Leman, M.D., COL, MC
Key Words:

Vulvar condyloma accuminatum
Fluorouracil cream

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

Objective: To determine whether Fluorouracil cream is a better therapeutic
agent with less side effects and toxicity than Podophyllum.

Technical Approach: Participants in the study were divided inta two groups.
To insure the groups were scientifically comparable, they were stratified
based on the size and number of lesions. Group I was treated with 5% Fluoro-
uracil cream for 5 days each week x 4 weeks. Group II received on applica-
tion of podophyllum once each week x 4 weeks.

Progress: Sixteen patients were entered into the study. 1In Group IT six
patients were treated; three were stratified in the less than 1 cm grouwp,
and three were greater than 1 cm. In Group I three patients had lesions
less than 1 cm and seven had lesions greater than 1 cm.

The overall average response was a response grade of 3.3 in 3 weeks
for fluorouracil versus a response grade of 2.7 over 3.5 weeks for podo-
phyllum. Though these numbers are still insufficient to be significant,
the 5-FU appears to be more efficacious in the larger condyloma than
podophyllum.
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Detafl Summary Shoet

Date: 20 Apr 81 Proj No: C-9-80 Status:  Terminated _
TITLE:

Identification of T-cell Leukemias-Lymphomas with Heterologous Antisera
Start Date: Jan 80 Est Comp Date:
Principal Investigator Facility
Lizardo Cerezo, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Pathology Isidoro Chapa, DAC
Key Words:

T-cell lymphoid neoplasms
Non~T lcukemias-lymphomas

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: $184 Review Results:

Objective: To use anti-human periphLeral T-cell serum and anti-human brain
serum (in addition to other currently established techniques) to distinguish
T-cell lymphoid neoplasms from non-T leukemias-lymphomas in adult and pedia-
tric patients. Pathologic diagnoses, initial extent of disease, age groups
and remission rates will be compared between the two groups.

Techaical Approach:

Progress: We have not been able to demonstrate the specificity of our
rabbit sera for peripheral CLL B-cells or of our rabbit anti-human brain
sera tor {-cells.

In view of the fact that anti-T and anti-B antisera are now commer-
‘ cially available, the study is terminated.
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8 Detail Summary Sheet

Date: 22 Oct 81 Proj No: C-12-80 Status:  Terminated
TITLE:
Cytochemistry of Epithelial Neoplasms

Start Date: 3 Mar 80 Est Comp Date: o
Principal Investigator Facility

Lizardo Cerezo, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Pathology

Key Words:

Epithelial neoplasms

Cytochemistry

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To study multiple cytochemical parameters of epithelial neoplasms
and thereby determine 1f cytochemical profiles may contribute to the accurate
diagnosis of these tumors. The study would also evaluate the feasibility and
reliability of cytochemistry of postmortem tissues.

Technical Approach: We will attempt to study 50 cases which will first be
separated into diagnostic groups (based on light and electron microscopic
interpretations). Within each group autopsy vs surgical specimens will be
distinguished. In this fashion, within similar tumor groups, we will
evaluate if major difference exists in staining reactions between biopsy
and postmortem tissues and if certain reactions are characteristic for
specific tumor types.

e -
K., .

Progress: This study was terminated due to the release from active duty of
the principal investigator.

st s
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Detail Summary Shcet

Date: 16 Oct 81 Proj No: (-21-80 status: Ongoing
TITLE:

In Vitro Demyelination and Remyelination of Cultured Mammalian Central
Nervous Tissue.

Start Date: 7 May 1980 Est Comp Date: Jan 82
Principal Investigator Facility

Roby P. Joyce, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:

Department of Pathology
; Key Words:
| Demyelination j
Remyelination '
Central Nervous Tissue

i Accumulative MEDCASE | Est Accumulative Periodic

s Cost: | OMA Cost: $805 Review Results:  Continue
{ Objective: To establish at Brooke Army Medical Center the capabiiity to
4

study demyelination and remyelination of mammalian central nervous tissue in
a reliable cell culture laboratory model.

Technical Approach: Minced newborn mouse cerebellum is cultureg in Eagle's
basic medium enriched with fetal calf serum and glucose at 35.5°C in a 5%
CO, incubator. Twice weekly the cultures are washed and fed. Using an
, invVerted tissue culture microscope and 35mm camera attachment, the growth
and vventual decline of the colonies is documented.

Progress: Continuing efforts to establish a reliable mammalian central nervous
system tissue culture laboratory model for the study of demyelination and
remyelination have been frustrated by the lack of consistency of our results.
Originally, the cultures were of excellent quality but recent attempts to

: culture the tissue have been associlated with bacterial contamination and

3 : failure to grow. Steps being taken to correct these problems include media

R changes, the use of different incubation techniques, and re-evaluation of

: our technique (especilally regarding sterility).

S e
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Detall Summary Sheet

Date: 20 Oct 81 Proj No:  C-64-81 Status: Ongoing
TITLE:

Detection of Rotavirus in Selected Pediatric Patients Utilizing Rotazyme,
Rotavirus Diagnostic Kit

Start Date: _ 23 Sep 81 Est Comp Date: Aug 82
Principal Investigator Facility

Thomas R. Perez, DAC Brooke Army Medical Ceuter
Dept/Sec: Assoclate Investipgators:
Department of Pathology/Virology S. Vern Juchau, M.D., LTC, MC
Key Words: James Higbee, Ph.D., MAJ, MSC
Rotavirus George J. Kasai, Ph.D.,
Rotazyme, Rotavirus Diagnostic Kit Paula Mosman, DAC

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

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.

To potentially reduce the use of antimicrobial agents
To provide better patient management.
To determine BAMC area seasonal period for rotavirus infections.

Technical Approach: A stool sample will be submitted for rotavirus and
bacterial culture. If a stool sample is impractical, a rectal swab may be
submitted using a "Virocult" for rotavirus study and a bacterial "Culturatte"
for bacterial culture. The stool/rectal swab submitted will be processed

by standard methods for detection of other possible viral agents. Specimens
will also be analyzed using the Rotazyme, Rotavirus Diagnostic Kit.

Progress: This 1s a new study.




Detaill Summary Sheet

Date: 22 Oct 81 Proj No: C-6-81 Status: Completed

TITLE:
Assessment of Opsonic Capacity and Phagocytic Function in the Newborn
Using Microliter Quantities of Whole Blood

Start Date: 3 Feb 81 Est Comp Date:

Principal Investigator Facility

Leonard E. Nagorski, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Associlate Investigators:
Department of Pediatrics Robert C. Allen, M.D., Ph.D.,
Key Words: MAJ, MC

Opsonic capacity
Phagocytic function

Newborn
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $270 Review Results:

Objective: To employ recently devised chemiluminescent techniqu... to investi-
gate the humoral-phagocyte axis of immune defense in neonates. 1In particular:

A. Opsonic activity of neonate and maternal serum to different bacterial
antigens.

B. Assessment of classical complement activity and also alternative
complement activity 1in neonates with comparison to maternal and control adult
sSerum.

C. Assessment of neonate polymorphonuclear leukocyte microbicidal meta-
bolic responsiveness to immune and non-immune stimuli.

Technical Approach: Maternal bloods were collected by venipuncture with the
routine laboratory blood specimens at the time of presentation in labor.
Infant blood were collected from the ligated umbilical cord at delivery. At
three davs of age, blood is routinely obtained from the infant for PKU deter-
mination. Any additional drops of blood will be collected at this time and
used [or PMNL testing and where possible for measurement of opsonic capacity.
At two weeks of age a repeat PKU is drawn by heel stick. Any additional
drops of blood will be collected and assayed as described above.

Progrees: The rcsults indicate that maternal specific activity is high-
normol using the luminol-opsonified zymosan technique. This view is
consistent with the observation that myeloperoxidase activity is higher
in pregnant females. The specific activity of newborn cord blood phago-
cytes was, however, significantly depressed relative to maternal or con-
trol specimens. The specific oxygenation responses using DBA-PMA were
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C-6-81 (continued)

equivalent for control and maternal specimens; but once again, the newborn
specimens were depressed as measured by this technique. The results sup-
port the conclusion that both myeloperoxidase and superoxide associated

oxygenation by phagocytes in newborn whole blood are depressed at the time

of birth.
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Detail Summary Sheet

Date: 1 Oct 81 Proj No: C-35-74 Status:  Onging
TITLE: 111

Clinical Evaluation of Cisternography Utilizing Indium DTPA.
Start Date: 25 Jan 74 Est Comp Date: Indefinite
Principal Investigator Facility
Robert J. Telepak, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Asgociate Investigators:
Department of Radiology/Nuclear Medicine Ronald K. McCauley, M.D., MAJ, MC
Key Words:
Cisternography
Hydrocephalus
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objective: To evaluate the safety and efficacy of 111Indium DTPA for cisterno-
graphy.

Technical Approach: The isotope is introduced intrathecally. The patient is
imaged at 6 and 24 hours after injection. Progress of the isotope is followed.
Cotton plegets are placed in the nose and ears of patients suspected of CSF
leaks. They are removed and counted at 6 and 24 hours.

Progress: Three patients have been scanned in the past year. The information
provided by this procedure has been very valuable in documenting problems
Involviny, CSF.
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; Detail Summary Sheet

Date: 1 Oct 81 Proj No: (C-12-77 Status: Ongoing
3 TITLE: 131
Intravenous Administration of I (NP 59) for Adrenal Bvaluation of
ing.
Start Date: 15 Nov 76 Est Comp Date: Not known
Principal Investigator Facility
Robert J. Telepak, M.D., LTC, MC Brooke Army Msdical Center
Dept/Sec: Assoclate Investigators:
Department of Radiology/Nuclear Medicine Roswell N. Beck, Jr., M.D., MAJ, MC
Key Words: Ronald K. McCaulety, M.D., MAJ, MC

Adrenal scan, NP-59

Accumulative MEDCASE Est Accumulative Periodic

i Cost: OMA Cost: Review Results:

Objective: 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 medulla.

Technical Approach: The patient is injected 1.V. with 1-2 millicuries of
1-131 labeled NP 59. Scanning over the adrenal glands i1s performed at 3 days
and again at approximately 7 days after injection. Visual image interpreta-
tion as well as computer enhanced processing of the images is used to evaluate
them. 1In selected patients, two repeat studies employing dexamethasone
suppression may also be performed.

Progress: During the past year, there was no usage of this product. The
protocol is being meintained in an active status should a diagnostic need
arise.
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Detall Summary Sheet

Date: 1 Oct 81 Proj No: C-22-78 Status: Terminated
TITLE

Technetium-9%m-pyridoxylideneglutamate (99m-Tc~PG) for Diagnosis of
Hepatobiliary Disease
Start Date: Apr 77 Est Comp Date:
Principal Investigator Facility
Robert J. Telepak, M.D.,, LTC, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Radiology/Nuclear Medicine Roswell N. Beck, Jr., M.D., LTC, MC
Key Words:

I Biliary scan

Hepatobiliary disease

Accumulative MEDCASE Est Accumulative | Periodic

Cost: OMA Cost: Review Results:

Objective: To evaluate the clinical efficacy of Tc-99m-PG as a diagnostic
hepatobiliary and gallbladder agent.

Technical Approach: The patient is injected with 15 millicuries of 99m
technetium labeled pyridoxylideneglutamate (PYG) with images obtained every
5 minutes in the anterior projection. In normal persons, activity is promptly
: seen in the liver, and then concentrates in the biliary tree with visualiza- ]
tion of the gallbladder usually by 30 minutes after injection and evidence
of activity within the bowel shortly thereafter. The scan is most useful for
evaluating acute cholecystitis in which the gallbladder is not visualized
v because of obstruction of the cystic duct. The scan is also useful for
" evaiuating patency of the biliary tree into the bowel and also for evaluating
surgical anastomoses and shunts involving the biliary tree.

Progress: During the past year four patients were scanned. Although the
studies provided very useful diagnostic information, the protocol was ter-
minated due to the availability of a new product (99mTc Diethyl-IDA) which
provides information considerably more useful in diagnosing the integrity
of the hepatobiliary system.
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Detail Summary Sheet

e

Date: 16 Oct 81 Proj No: C-22-80 Status: Completed _
TITLE:
Correlation of Epidurography with Anatomical Investigation of the Lumbar

Spinal Canal.
Start Date: 23 Jun 80 Egt Comp Date: Jun 81 —
Principal Investigator Facility

i Nadi S. Hibri, M.D. Brooke Army Medical Center

1 Dept/Sec: Associate Investigators:
Department of Radiology
Key Words:
Epidurography
Herniated nucleus pulposus

Accumulative MEDCASE Est Accumulative Periodic

i Cost: OMA Cost: Review Results:

Objective: To gain a better understanding of the relationship of a herniated
nucleus pulposus to the epidural and subarachnoid spaces.

Technical Approach: The spines are prepared at the time of autopsy in the
following manner: a mixture of Knoxogelatin, Renografin M-60 and acrylic
paint is heated to approximately 80 C and then cooled to room temperature
while stirring. The mixture is subsequently injected as a liquid into the
epidural gpace, the vertebral bodies of L4 and L5 , and the subarachnoid
; space. The specimen 18 cooled after it is removed which allows the injected
x mixture to gel and harden. Then CT of the lumbar spine 1s performed.
. Finally, the specimen is frozen solid and ban-sawed in as nearly as possible
! the same plane as that used for the CT sections. The ban-sawed sections are
' then thawed and photographed in color.

Progress: Four cadavers were examined in which we demonstrated vividly

the relationship of the epidural space to the rest of the spaces within the

spinal cord. This new information helped us in appreciating abnormalities

on epidurograms we performed on 35 patients with low back pain in whom the
' clinical findings or myelograms were equivocal.
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Detail Summary Sheet
Datc: 1 Oct 81 Proj No: C-20-81 Status: Ongoing
TITLE:

Technetium-99m-Diethyl-IDA for Diagnosis of Hepatobiliary and Gallbladder

Pathology

Start Date: 18 Mar 81

Est Comp Date:

Principal Investigator
Robert J. Telepak, M.D., LTC, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Radiology/Nuclear Medicine

Associate Investigators:
Roswell N. Beck, M.D., LTC, MC

Key Words:
Hepatobiliary Scan

Accumulative MEDCASE ] Est Accumulative Periodic
Cost: B i OMA Cost: Review Results:
Objective: To evaluate the clinical efficacy of 99mTc-EHIDA as & niepato-

biliary agent.

Technical Approach: Each patient is studied following a 4-6 hour period of
fasting (when possible). Following IV injection of 7-15 mCi of Technetium
99m Diethyl-IDA, simultaneous computer acquisition is performed for further
delay analysis. After nuclear images are stored, distribution curve data is
derived. 1Initially, views will be obtained every 5 minutes post injection
for the first 30-45 minutes. Additional views are obtained at one hour and
2% hours 1f obstruction 1s suspected. If the gallbladder does not visualize
in -2 hours, acute, chronic cholecystitis or gallbladder dysfunction is

suspected.

Progress: During the past year, 75 patients were scanned utilizing this
. procedure. The results have been remarkable and provided extensive diagnostic
: data. This procedure provides a safe, rapid, non-invasive evaluation of the

hepatobiliary system. Information acquired on patients in many cases elimi-

nates the need for more invasive studies.




Detail Summary Sheet

Date: 16 Oct 81

Proj No: C-21-81 Status: Ongodng

TITLE:

Evaluation of Young Amateur Boxers by Computed Tomography

Start Date: 26 Mar 81

Eat Comp Date:

Principal Investigator
Luis Canales, M.D., COL,

MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Radiology

Key Worda:
Computed tomography

Agsociate Investigators:

Accumulative MEDCASE
Cost:

Est Accumulative
OMA Cost:

Periodic
Review Results: Continue

Objective: To assess the extent of intracranial abnormalities that may

develop in young amateur

Technical Approach: CT sccaning if done of amateur boxers (head) after a

boxing bout.

Progress: Fifteen cases have been studied.
More are needed for meaningful conclusions.

boxers.
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Detail Summary Sheet

Date: 20 Oct 81 Proj No: C-65-81 Status: Ongoing
TITLE:

Odontodysplasia and the Trico-Dento-Osseous Syndrome, Type II
Start Date: 23 Sep 81 Est Comp Date: Sep 82
Principal Investigator Facility
Frank Quattromani, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Radiology
Key Words:

Odontodysplasia

Trico-Denzo~-0Osseous Syndrome

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $1.290 Review Results: Continue

Objective: The principal investigator has found odontodysplasia, tightly
coiled hair and calvarial osteosclerosis and thickening in four generations
of a famlly 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: To search for and identify appropriate blood group
markers present in affected individuals as well as those not affected to
determine whether there is association or linkage. Kindred known to have
the TDO Type II association will be examined and a detailed genetic and
historical study of the kindred will be performed.

Blood will be drawn for genetic association and linkage studies as well
as total body roentgenographic examination to demonstrate osseous structures
involved.

Progress: This 18 a new study.
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Detail Summary Sheet

Date: 20 Oct 81 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 Aromson, M.D., LTC, MC

Intraocular lens
Cataract extraction

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

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: In the past year several lens manufacturers have been released
from the most detailed (core) investigations and now require only adjunct
reporting of data and any adverse reactions.

Patients treated at BAMC have continued to show improved vision post-
operatively.




Detail Summary Sheet

ggte?"”"zo Oct 81 Proj No: C-14-80 Status: Ongoing
TITLE:

Abdominal Wound Closure
Start Date: Mar 80 Est Comp Date: Indefinite

Principal Investigator
Michael J. Spebar, M.D., MAJ, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Surgery/General Surgery

Key Words:

Running suture
Interrupted suture
Wound closure

Associate Investigators:
General Surgery Residents

Accumulative MEDCASE Est Accumulative Periodic
Cost: | OMA Cost: Review Results: Continue
Objective: To determine 1f there is a difference in wound closures performed

by interrupted or running suture techniques on the fascial layers.

Technical Approach:

Wound closure techniques are evaluated for: (a) time of

closure at operation and (b) immediate and long-term postoperative wound

complications.

Progress:

I'he project continues to evaluate wound closure techniques with

~pecial reference to the continuous, monofilament suture material and the

interrupted wire suture technique.
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Detail Summary Sheet

Date: 20 Oct 81 Proj No: (C-20-80 Status: Terminated
TITLE:

Evaluation of St. Jude Prosthetic Heart Valve
Start Date: May 80 Est Comp Date: .
Principal Investigator Facility
George F. Schuchmann, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Surgery/Cardiothoracic
Key Words:

Prosthetic Heart Valve

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: o
Objective: Clinical evaluation of the St. Jude Medical bi-leaflet, center
opening cardiac valve prosthesis,

Technical Approach:

Progress: Unfortunately, after going to the work of getting this protocol
approved, the Company withdrew permission for us to implant St. Jude valves.
This withdrawal of permission for use of this prosthesis was requested by
FDA.




Detail Summary Sheet

Date: 20 Oct 81 Proj No: C-7-81 Status: Ongoing
TITLE:

Open-ended Cutaneous Vasostomy
Start Date: 3 Feb 81 Est Comp Date: Sep 82

Principal lnvestigator
Rafael V., Mora, M.D., CPT, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Surgery/Urology

Associate Investigators:
Mauro P. Gangai, M.D.

Key Words:
Spermatic granuloma
Open-ended cutaneous vasostomy

Accumulative MEDCASE
Cost: OMA Cost:

Est Accumulative

Periodic

Review Results: Continue

Objective: To avoild 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 comventional manner for surgical sterility.

Technical Approach: Under local anesthesia and through separate scrotal
incisions, each vas is isolated, ligated distally with Weck clips, the distal
end returned to the scrotum, the proximal (testicular end of each vas sptu-
lated and anastomosed to the lower edge of the incision with 4-0 chromic

catgut, as a stoma.

Progress:

Seventy-eight patients that presented to the Urology Clinic for

elective sterilization and followed for six months post vasectomy are the
basls of this study. The patients were prospectively randomized into two
groups: Group A - a total of 34 patients who underwent the open-ended
cutancous vasostomy and Group B - a total of 41 patients who underwent

vasectomy by the conventional technique.

were tabulated:
Group A ( Open-ended vasostomy)
Persistent vascutaneous fistula - 1

Spermatocele at skin level -1
tpididymitis -3

The complications in each group

Group B (Ligature vasectomy)

Symptomatic sperm granuloma -
Spermatocele -
Epididymitis -
Hematohydrocele -

[N O SR




C-7-81 (continued)

The purpose of this study was to decrease the sequelae from conventional k
E vasectomy using the open-ended technique. Inspite of having a higher per-~
centage of epididymitis (9%) in Group "A", as opposcd to 5% in Group "B",
there were no patients with symptomatic sperm granuloma in Group "A" as
] opposed to 7.5% incidence of symptomatic sperm granuloma in Group "B'". 4
!
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Detail Summary Sheet

Date: 20 Oct 81 Proj No: C-18-81 Status: Terminated

TITLE:
Immunoglobulin A Levels in Blood and Nasal Secretions of Patients with
Nasal Polyposis

Start Date: 11 Mar 81 Est Comp Date:

Principal Investigator Facility

Warner L. Bruner, M.D., CPT, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Surgery/Otolaryngology

Key Words:

Immunoglobulin A
Nasal polyposis

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

Objective: A possible etiologic mechanism for nasal polyposis is sought by
trying to identify a derangement in the immunologic status of patients with
polyps.

Technical Approach:

Progress: Terminated due to technical difficulty with laboratory support
and investigator's desire to approach problem from different aspect.
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Detail Summary Sheet

! Date: 20 Oct 81 Proj No: (-22-81 " " Status: Ongoing
' TITLE:

The Effect of Prophylactic Antibiotics on Wound Sepsis Fol lowing
Elective Cholecystectomy

Start Date: 26 Mar 81 Est Comp Date: Jun 82
Principal Investigator Facility
Greg A. Bowman, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investipators:
Department of Surgery/General Surgery Michael J. Walters, M.D., LTC, MC
Key Words:
Prophylactic antibiotics

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

Objective: To determine if the use of prophylactic, broad-spectrum anti-
biotics will significantly decrease the incidence of wound sepsis following
elective cholecystectomy for chronic cholecystitis and/or cholelithiasis.

Technical Approach: Patients undergoing elective cholecystectomy will be
randomized into control and study groups. The control group will receive
no antibiotics. The study group will receive intravenous Cefamandole imme-
diately prior to surgery and 6 and 12 hours after surgery. Cultures of
bile for aerobes and anaerobes will be obtained intraoperatively. Patients
will be followed postoperatively for signs and symptoms of wound sepsis.

Progress: To date, 13 patients have been enrolled in the stud; group and
7 patients have been enrolled in the control group. Neither group has
experienced a wound infection.

¢
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Detail Summary Sheet

Date: 20 Oct 81 Proj No: C-23-81 Status: _ Ongoing

; TITLE:

; Comparative Efficacy of Serum Albumin Products

] -

E Start Date: 31 Mar 81 Est Comp Date: Mar 84

; Principal Investigator Facilicy

| Nelson E. Isenhower, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Surgery/Anesthesiology Chester E. Pruett, M.D., MAJ, MC
Key Words:

3 Albumin

r —
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: $35,280 Review Results:

Objcctive: To determine if there is a difference in the therapentic 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: A clinical trial evaluating the clinical response of
patients to the commercially available 25% normal serum albumin, non-refri-
gerated, to the Federal standard 25% normal serum albumin USP. The indica-

4 tions for use of the volume expanders was left up to the treating physicians.
The clinical results of the commercially available albumin is compared with
the response in patients during the past three years.

Progress: The study is just getting underway. Initial impressions are
' there appeiars to be no difference in the two sources of albumin.




Detail Summary Sheet

Date: 21 Oct 81 Proj No: C-30-81 Status: _ Ongoing
TITLE:

Renal Sequelae of Vasectomy
Start Date: 10 Apr 81 Est Comp Date: Apr 83
Principal Investigator Facility
lan M. Thompson, M.D., CPT, MC Broocke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Surgggy/Urolqgl;i Mauro P. Gangai, M.D.
Key Words: C. Ritchie Spence, M.D., COL,
Vasectomy

Renal sequelae

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

Objective: To determine, in a retrospeccive manner, if any changes in renal
function occur after vasectomy.

Technical Approach: As per the requested change recently submitted, the
protocol has been changed to incorporate 30 men who are randomly chosen
from the Urology Clinic population who have undergone vasectomy in the
past. These men will be compared to 30 randomly selected, age-matched
controls for assessment of blood pressure and renal function (24 hour
clearance of protein and creatinine).

Progress: As the first protocol's patient selection process was found to
be unworkable, ro patients have been studied.

118




DA e . S e e

M

Detail Summary Sheet

Date: 21 Oct 81 Proj No:

C-32-81

Status: Ongoing

TITLE:

The Role of Continuuus Peritoneal Lavage in the Treatment of Severe

Acute Pancreatitis

Start Date: 12 May 81

Est Comp Date: Jun 82

Principal Investigator
Greg A. Bowman, M.D., MAJ, MC

Facilicy
Brooke Army Medical Center

Dept/Sec:

Department of Surgery/General Surgery
Key Words:

Pancreatitis

Peritoneal lavage

Associate Investigators:
James M. Kunkel, M.D., CPT, MC
Michael J. Spebar, M.D., LTIC, MC

Accumulative MEDCASE
Cost:

Est Accumulative
OMA Cost:

Periodic
Review Results:

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
wil! 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.

Prougress:

pancreatitis.

To date, no patients have been identified as having severe acute




Detail Summary Sheet

Date: 21 Oct 81 Proj No: (C-40-81 Status: Ongoing
TITLE:

Anterior Vitrectomy for Aphakic Cystoid Macular Edema - Collaborative
Study
Start Date: 15 Jun 81 Est Comp Date: Unknown
Principal Investigator Facility
Donald G. Griffith, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Surgery/Ophthalmology
Key Words:
Vitrectomy
Aphakic cystoid macular edema

Accumulative MEDCASE Est Accumulative Periodic i
Cost: OMA Cost: Review Results:
L Objective: To learn what effect, if any, anterior vitrectomy has on per-

sistent cystoid macular edema occurring after cataract extraction.

Technical Approach: patients with aphakic cystoid macular edema and evidence
of vitreous abnormality will be randomly selected for vitrectomy or for
nonsurgical management.

Progress: No patients have yet been enrolled in the study at BAMC.




Detall Summary Sheet

Date: 21 Oct 81 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 82

Principal Investigator Facility

Warner L. Bruner, M.D., CPT, MC Brooke Army Medical Center

Dept/Sec: Associate Investigators:

Department of Surgery/Otolaryngology Joseph M. Brock, CPT, MSC

Key Words: Mark Russell, CPT, MSC

Ultrasound ﬁ

I

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

f 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.

‘ Progress: Difficulty in locating subjects who were exposed at BAMC have
’ been encountered. Five or six ears tested so far have shown mild high
K frequency lhiearing loss as compared to established norms.
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Detall Summary Sheet

Date: 21 Oct 81 Rroj No: C-57-81 Status: Ongoing
TITLE:

Cardiac Surgery Prospective Follow-up Project
Start Date: 20 Aug 81 Est Comp Date: Aug 84
Principal Investigator Facility
George F. Schuchmann, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Surgery/Cardiothoracic James B. Peake, M.D., LTC, MC

Key Words:
Cardiac surgery

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: e
Objectives: To follow-up patients who have had cardiac surgical procedures
to asses8: a. short-term outcome; b. long-term outcome; c. prognostic
factors and relate above to work status and military service.

Technical Approach: Detailed preoperative, intraoperative, immediate post-
operative and periodic long term data are being collected on every patient
undergoing open heart surgery. This is being done in the form of question-
naires with data processed via computer.

Progress: Our patient population and postoperative follow-up time thus far
is insufficient to establish any trends. Tabulation of data has been
delayed pending installation of data processing equipment and training
personnel to operative the machine.
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Detatl Summary Shect

Date: 21 Oct 81 Proj No: C-60-81 Status: _ Ongoing
TITLE:

Post-Cholecystectomy Analgesia and Respiratory Function in Patients
Treated with Epidurally Administered Morphine, Bupivicaine or Sterile Saline

Start Date: 1 Sep 81 Est Comp Date: Jan 82

Principal Investigator Facility

Chester E. Pruett, M.D., MAJ, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:

Department of Surgery/Anesthesfology Wallace H. Good, Jr., M.C., CPT, MC
Key Words:

Epidrual 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 right subcostal approach for cholecystectomy
given epidurally applied morphine (the test drug) as compared to Bupivicalne
(a previously reported modality) or sterile saline (a placebo control).

Technical Approach: Patients undergoing cholecystectomy will be randomly
assigned to receive either epidural morphine, bupivicaine or sterile saline
The anesthesia applied will be a single epidural injection of 10 ml of
sterlile test solution - either 5 mg preservative free morphine, 25 mg Bupi-
vicaine, or sterile saline, followed by an inhalational -- relaxant (non~
narcotic) oral endotracheal general anesthetic, an accepted balanced anes-
thestic for cholecystectomy. Postoperatively, the patients will be observed
in the surgical recovery room for 24 hours post-injection, during which time
the patient will be given all routine post-cholecystectomy medications and
pain medication upon request. Patients will be encouraged to deep breathe,
use the incentive spirometry and ambulate.

T TR T

The data obtained will be evaluated as follows: Student t-test for
duration of hospital stay, subtotal and total medication dosage, time to
first ambulation and first meal, and spirogram analysis and non-parametric
testing for pain report; chest x-ray; and surgical and nursing staff
impression analysis.

Progress: This is a new study.




Detail Summary Sheet

Date: 21 Oct 81 Proj No: C-40-80 Status:  Ongoing
TITLE:

Evaluation of PO, Changes Associlated with Intravenous Sedation f{or Out-
patient Oral Surgery

Department of Dentistry/Oral Surgery

Start Date: 1 Nov 80 Est Comp Date: 1 Jan 82 -
Principal Imvestigator Facility

Richard A. Kraut, D.D., LTC, DC Brooke Army Medical Center
Dept/Sec: Associlate Investigators:

Key Words:

PO, changes
Infravenous sedation
Oral Surgery

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

Objective: To determine the change from baseline PO, in patients undergoing
outpatient oral surgery - (a) utilizing local anesthesia; (b) utilizing local
anesthesia and intravenous Valium; and (¢) utilizing local anesthesia and
intravenous Valium and Sublimaze.

Technical Approach: Thirty patients will be selected for each of the three
study groups. Patients will be selected from those patients who require
removal of at least one maxillary and one mandibular impaced wisdom tooth.
Patients will be assigned to study groups based on their request for seda-
t’on or local anesthesia. Patients requesting sedation will be alternately
assigned to Group B and C.

The following monitors will be 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 contlnuous cutaneous oxygen monitor.

Progress: 75% of data has been collected.
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Detail Summary Sheet

Date: 21 Qct 81 Proj No: (C-62-81 Status: Ongoing

TITLE:
Effect of Supplemental Nasal Oxygen on the PO2 of Patients Undergoing
Outpatient Oral Surgery

Start Date: 23 Sep 81 Est Comp Date: Jan 82
Principal Investigator Facility

Richard A. Kraut, D.D,, LTC, DC Brooke Army Medical Center
Dep*/Sec: Associate Investigators:

Department of Dentistry/Oral Surgery

Key Words:
Nasal oxygen

PO2
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objective: To determine the changes from baselin PO, in patients undergoing
outpatient oral surgery with supplementsl nasal oxygén utilizing local
anesthesia or local anesthesia plus intravenous Valium and Sublimaze.

Technical Approach: Twenty patients will be included in each of the study
groups. Patients will be assigned to a study group based on their request
for sedation or local anesthesia. The patients will be divided into four
study groups. Group A will receive local anesthesia and supplemental
oxygen via nasal prongs; B local anesthesia and supplement oxygen via a
nasal mask; C intravenous sedation and supplement oxygen with nasal prongs;
and D will receive intravenous sedation and supplemental nasal oxygen via
a nasal mask., Heart rate, blood pressure and mean arterial blood pres-
sure will be recorded every two minutes during the surgical procedure. A
continuous graphic recording of the PO2 will be generated via the transcu-
taneous oxygen monitor.

Progress: This is a new study.
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Detail Summary Sheet

Date: 21 Oct 81 Proj No: C-63-81 Status: Ongoing

TITLE: T
Evaluation of PO, Changes During Surgical Removal of Wisdom Teeth

Utilizing General Anesthesia

Start Date: 23 Sep 81 Est Comp Date: Jan 82 _
Principal Investigator Facility o
Richard A. Kraut, D.D., LTC, DC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Dentistry/Oral Surgery

Key Words:

PO, changes

Wisdom teeth

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

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

Technical Approach: Twenty-five consecutive patients who request outpatient
general anesthesia in association with the removal of their lmpacted wisdom
teeth are to constitute the study group. The Roche Transcutaneous Oxygen
Monitor to be utilized in this study will provide a written graphic record
of the PO, of the patient. This is to serve as the data collection vehicle

for collecint P02's in this study.

Progress: This is a new study.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: C-11-81 Status:  Ongoing _
TITLE:

Teaching the Language and Learning Disabled Soldier
Start Date: 4 Feb 81 Est Comp Date: Sep 82
Principal Investigator Facility
Judith Riggan, MAJ, AMSC Brooke Army Medical Center
Dept/Sec: Physical Medicine and Associate Investigators:
Rehabilitation Service/Occupational Therapy]
Key Words:

Learning Disabled Soldier

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To determine if Academy of Health Science students who are docu-
mented as "Language and Learning Disabled Adults' (LLD), can be heipped to
succeed in theilr Advanced Individual Training program thus reducing attrition
and/or failure rates at the Academy of Health Sciences.

Technical Approach: All soldiers beginning AIT in the 91E Dental Specialist
Course are administered a questionnaire pertaining to past educational
experiences during their initial orientation class. Those identified with
potential learning disabiiities are referred to Occupational Therapy, BAMC,
for more definitive evaluation. Should the SM seem to be learing disabled,
he/she 13 then given a battery of tests which evaluate sensory integrative
dysfunction, performance/potential levels, and clinical observation of
perceptual and psycholinguistic skills. Remediation in the Occupational
Therapy Learning Abilities Clinic 1s then provided for these soldiers diag-
nosed as true Learning Disabled (LD).

Progress: Since initiation of this study, 56 soldiers have been individually
screened by Occupational Therapy for possible learning disabilities. Fifteen
of those revealed some academic weakness but could not be directly attributed
to a learning disability, but rather limited learning potential and/or
language barriers. Sixteen were evaluated and diagnosed as learning disabled.
Fleven of those sixteen were formally treated in Occupational Therapy.

A "Past FEducation Questionnaire'" has been developed as a screening tool
and {8 used regularly during each 91E orientation class. A commercially
available evaluation tool, which is statistically significant for documenting
LD, has been purchased and is currently being implemented into the evaluation
process.
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C-11-81 (continued)

The course materials for the 91E Dental Specialist Course have been modi-
fied for the LD soldier who has difficulty rcading: the technical manual i«
avallable on audio cassette; note taking has been significantly reduced; tcsts
are given orally by the inatructors or from audio cassette; visual aids
(slides viewgraphs, etc.) have been reviewed and modified to reduce clutter,
etc.

1 Inservice programs are being presented to the instructional staff of the
Academy of Health Sciences pertaining to symptoms and treatment of the LD
soldier. This inservice will become a routine presentation for all newly
assigned AHS faculty during the Faculty Development Unit.

Further study is required, beyond the 91E course, to determine the
number of LD soldiers who filter into the Academy of Health Sciences for
Advanced Individual Training. These statistics are needed to help determine
the need for an occupational therapist with SID/LD credentials on the Academy
of Health Sciences TDA.
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Detail Summary Sheet

Date: 6 Nov 81 Proj No:C-25-80 Status: Completed
TITLE:

Transcutaneous Electrical Nerve Stimulation to Control Postoperative Knee
Pain.
Start Date: Jun 80 ! Est Comp Date:
Principal Investigator Facility
Stephen P. Shandera, 2LT, AMSC Academy of Health Sciences
Dept/Sec: Associate Investigators:
Physical Therapy
Key Words:

Transcutaneous Electrical Nerve Stimulation
Postoperative Knee Pain

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

Objective: To evaluate a treatment method, TENS, as a way to control post-
operative knee pain.

Technical Approach: Eleven patients who had undergone reconstructive knee
surgery were entered into the experimental group. These patients used TENS
whenever needed for the first three days following surgery. Eight control
patients did not use TENS. The amount of pain medicaiton used by the two
groups was then compared.

Progress: All patients in the TNES group reported that the use of TENS helped
control their pain. Although this group used less pain medication, the decrease
was not sipnificant. The results may have been affected by problems in experi-
mental procedure and/or design.
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Detail Summary Sheet

Date: 6 Nov 81 Proj No: (C-30-80 Status: Completed
TITLE:

An Analysis of Factors Involved in Encouraging Research Among Physlical
Therapists

Start Date: Jun 80 Est Comp Date:

|
Principal Investigator *-i Facility
Cary C. Bucko, 2LT AMSC Academy of Health Sciences
Dept/Sec: Associate Investigators:
Physical Therapy Section
Key Words:
Research
Physical Therapists
Accumulative MEDCASE Est Accumulative | Periodic
Cost: OMA Cost: Review Results:

Objective: To provide a data-base for planning, administrative decision
making, and/or policy formation.

Technical Approach: Questionnaires were sent to 500 randomly selected members
of the American Physical Therapy Association active membership 1list of 1980,
Various motivational factors were analyzed in this study to determine the
reasons why physical therapists were not doing research.

Progress: The majority of respondents cited lack of time and lack of training
in research methodology as their primary reasons for not conducting research.
In addition, many therapists also indicated career advancement as a major
motivating factor for doing research. Ideas and suggestions on how to rectify
the gituation were discussed.




Detail Summary Sheet

Date: 6 Nov 81 Proj No: (C-43-81 Status: Completed
TITLE:

Measurable Support of Ankle Taping and Semi-rigid Support: A Comparative
Study
Start Date: 2 Jul 81 ' Est Comp Date:

Facility
Academy of Health Sciences

Principal Investigator
Lauren Y. Hughes, 2LT, AMSC

Dept/Sec: Associate Investigatora:
Physical Therapy Section Deborah M, Stetts, 2LT, AMSC
Key Words:

Ankle taping
Semi~rigid supportg

-_4% RN UGN SN DU S—

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: | Review Results:

Objectives: To evaluate two _methods of ankle support: a semi-rigid support
system constructed of SurlynR and ankle taping.

To compare the effectiveness of these two methods in restricting suc-
cessive active inversion.

Technical Approach: A comparison was made of the effectiveness of ankle taping
utilizing the Gibney Basketweave and heel lock and a semi-rigid support con-
structed of Surlyn In restricting active inversion. Twenty-nine subjects had
both methods applied concurrently such that one ankle was taped while the other
was splinted. The first experimental group (14 subjects) was randomly selected
to have the left nakle taped while the second experimeutal group (15 subjects)
was randomly selected to have the left ankle splinted. Three measurements of
maximum active inversion range of motion were taken on both ankles: (1) pre-
support, (2) pre-exercise, and (3) post-exercise. The subject's active inver-
sion range of motion was measured with the Leighton-Flexometer.

Progress: A comparison of measurements taken pre-exercise and post-exercise
for both taping and splinting resulted in no significant difference in reten-
tion of support as measured in available degrees of active inversion range of
motion. The findings of this study indicate that both methods of support are
comparably effective in restricting inversion range of motion throughout a
specific level and amount of exercise.
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Detail Summary Sheet

Date: 6 Nov 81 Proj No: C-44-81 Status: Completed

TITLE:
Bilateral Comparison of Isokinetic Force Measurementa of the Knee
Extensors
Start Date: 2 Jul 81 Est Comp Date:
Principal Investigator | Facility
Ji11 Bliss and Elise Dewit, 2LTs, AMSC | Academy of Health Sciences
Dept/Sec: ! Associate Investigators:
Physical Therapy Section
Key Words:
Knee extensors
Isokinetic force

T

Accumulative MEDCASE Est Accumulative  Periodic

Cost: OMA Cost: | Review Results:

Objectives: To determine whether a significant difference exists between the
torque generated by the knee extensors of the dominant and non-dominant lower

members.

If such a difference exists, to observe whether is 18 accentuated or
minimized at increasing limb velocities.

Technical Approach: Knee extension efforts were measured on the CybexR 11
Dynamometer at 30, 180, and 240%/sec for 32 young adult subjects. At each
of the three speeds, the highest peak torque was recorded for the left and
right lower members.

Progress: Statistical application of a two-way analysis of varlance with
interaction showed no statistically significant difference in torque (p <.01)
when comparing dominant versus non-dominant or left versus right lower mem-
bers. In addition, the speed of limb movement did not have any effect upon
the relationships studied.




Detail Summary Sheet

Date: 6 Wov B1 Proj No: C-45-81 Status: _ Completed :
TITLE:
Factors Precipitating Hamstring Strains in Track Athletes.
Start Date: 2 Jul 81 Est Comp Date:
Principal Investigator Facility
William Bailey, 2LT, AMSC Academy of Health Sciences
Dept/Sec: Associate Investigators:
Physical Therapy Section William Bremiller, 2LT, AMSC
Key Words:

Hamstring strains
Track athletes

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To add to the existing knowledge of preventive sports medicine.

To assist supervisory personnel in planning training programs to avoid
hamstring atrains.

To predict the high risk individuals so that programs can be implemented
to correct any deficiencies,

Technical Approach: A study of 95 high school track athletes was conducted
to determine the most significant precipitators of hamstring injuries. The
factors investigated included: bilateral hip joint flexibility, type of
event, dominant leg, years of experience, age, sex, previous injury, and
quadriceps:hamstring strength ratios as measured with a cable tensiometer.

Progresa: Thirteen of the athletes sustained hamstring strains during the
study. These 13 tended to be less flexible in the injured leg, were more
experienced in track competition, and had a greater difference between quadri-
’ ceps and hamstring strength in the injured leg. It was noted that 77% of all
3 the fnjured athletes had sustained a previous injury to the injured leg.
' ‘ Certain events contributed to injury more than others, but age and sex showed
no correlation to injury. Dominant leg correlated only in the hurdles.
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Detail Summary Sheet

Date: 6 Nov 81 Proj No: C-46-81 Status: Completed

TITLE:
Relationship of Age, Sex, and Body Weight to Torque Production in Normal
Dorsiflexion and Plantar Flexion

Start Date: 2 Jul 81 Est Comp Date: o
Principal Investigator Facility

David A. Jerabek, 2LT, AMSC Academy of Health Sciences
Dept/Sec: Assoclate Investigators:

Physical Therapy Section

Key Words:
Dorsiflexion
Plantar flexaion

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

Objective: To provide a data base for planning and setting goals for treat-
ment and rehabilitation programs involving the dorsiflexors and plantar
flexor musculature as well as the ankle itself for the dominant leg.

Technical Approach: This study was an attempt to define the normal limits of
strength as related to age, sex, and body weight. Forty normal subjects, 20
male and 20 female, ages 23-60 were tested in plantar flexion and dorsiflexion
on the Cybex Isokinetic Dynamometer (Cybex IIR).

Progress: Statistically significant correlations (p < .05) were found
between age and torque, sex and torque, and age, sex and body weight and
torque (torque in both dorsiflexfon and plantar flexion). Regression equa-
tions, predicint 637 of the variation in dorsiflexion and 75% of the varia-
tion in plantar flexion were constructed.
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i Detail Summary Sheet

Date: 6 ﬂbv 81 Proj No: c-47-81 " Status: Complered
TITLE:
Treatment of Low Back Pain Using Acupressure Touch and Massage

Start Date: 2 Jul 81 Est Comp Date:

Principal Investigator Facility {

Joseph 2LT, AMSC ?

Dept/Sec: Associate Investigators: ;

Physical Therapy Section !

Key Words: !
; Acupressure

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: L

Objective: To evaluate the efficacy of basic Tough for Healtl. rechniques as a
way to control the symptoms of acute low back pain.

Technical Approach: Kinesiological muscle balancing techniques were applied to
patients with acute or subacute low back pain to determine if these techniques
offered immediate symptomatic relief. Pain level, spinal flexion, and abdomi-
nal strngth changes were measured in 13 patients who were treated with muscle
balancing techniques taught in a basic Touch For Health coures, and in 13
patients who received a placebo treatment.

Progress: Touch For Health balancing significantly decreased pain, increased

ability to perform a sit-up, and increased range of spinal flexion. Acupres-

sure touch and massage techniques as taught in a basic Touch For Health class
. were effective in reducing the symptoms of acute low back pain.
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Detail Summary Sheet

Date: 6 Nov 81 Proj No: C-48-81 Status: Completed
TITLE:
Analysis of Splinting as a Treatment for Carpal Tunnel Syndronc

Start Date: 2 Jul 81 Est Comp Date:

Principal Investigator Facility

William J. Tatu, 2LT, AMSC Academy of Health Sciences
Dept/Sec: Associate Investigators:
Physical Therapy Section

Key Words:

Carpal tunnel syndrome

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

Objective: To assess the results obtained by the Physical Medicine Service at
BAMC in treating carpal tunnel syndrome with splinting.

Technical Appraoch: The records of twenty-five patients treated with resting
hand splints for carpal tunnel syndrome were reviewed to assess the end result
of treatment. Sixteen patients had bilateral involvement which brought the
total to forty-one wrists. Distal sensory latencies, duration of symptoms

and subjective complaints of the patients were extracted for statistical analy-
sis.

Progress: Results indicated a statistically significant relationship between
successful treatment and duration of symptoms (p < .05). Fourteen wrists
failed to benefit from treatment, five of those patients underwent surgery.
No correlation was found between initial severity of symptoms and successful
treatment.
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Detail Summary Sheet

Date: L 6 Nov_ 81 Proj No: C-49-81 Status: Completed
TITLE:

Effect of Ice Facilitation on Grip Strength in Normals
Start Date: 2 Jul 81 Est Comp Date:
Principal Investigator Facility
Alfred B. Woodhead, 2LT, AMSC Academy of Health Sciences
Dept/Sec: Associate Investigators:

Physical Therapy Section
Key Words:

Ice facilitation

Grip strengths

Accumulative MEDCASE Est Accumulative Periodic

Cost: 7 OMA Cost: Review Results:

Objective: To evaluate the effect of quick 1ce facilitation on the grip
strength of normal individuals.

Technical Qpproach: Twenty-seven normal men and women were randomly assigned
applications of quick or placebo ice to the flexor and extensor surfaces of
their dominant arm. Grip strength was measured on a tensiometer at three
points in the experiment. Grip strength was measured before application of
ice or placebo, immediately after, and three minutes later. Six days after
the first application, the subjects were tested again. Each person received
the procedure with which they had not been tested.

Propress: An independent t-test revealed that the average difference between
the mean grip strength immediately after quick ice facilitation, versus the
mean grip strength after placebo icing, was not statistically significant

(t = + 55, p = ns). Quick ice facilitation produced no significant change in

grip strength of normal individuals, when applied simultaneously to the flexor

and extensor surfaces of the forearm.
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Detail Summary Sheet

Date: 6 Nov 81 Proj No: C-50-81 Status: Coﬁglet1;fii
TITLE:
Analysis of Methods of Measuring Pelvic Tilt

Start Date: 2 Jul 81 Est Comp Date:

Principal Investigator Facility

Matthew J. Taylor, 2LT, AMSC Academy of Health Sciences
Dept/Sec: Associate Investigators:
Physical Therapy Section

Key Words:

Pelvic tilt
Lumbar lordosis

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objective: To evaluate several clinical methods of measuring lumbar lordosis.

Technical Approach: There is no objective meagsure of lumbar lordosis prac-
tically available to the physical therapist. This study sought to statisti-
cally substantiate three suggested methods. The reliability of each method
was determined in a pre~test, the least reliable being * 1.85° (p <.05).
Thirty adults (18 men and 12 women), 23 to 79 years of age, were measured by
each method and these measurements were then correlated with a radiographi-
cally obtained lumbosacral angle.

Progress: The three methods were mutually independent of the lumbosacral angle.
These methods are reasonably reliable, but were not shown to be related to a
clinically significant factor
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Detail Summary Sheet

Date: 6 Nov 81 Proj No: (C-55-81 Status: Completed
TITLE

Electrical Skin Resistance Patterns as an Indicator of Postoperative
Pain
Start Date: 18 Aug 81 Fst Comp Date:
Principal Investigator Facility
Carol Echtenkamp, 2LT, AMSC Academy of Health Sciences
Dept/Sec: Associate Investigators:
Physical Therapy Section Sandra Webster, 2LT, AMSC

Key Words:
Electrical skin resistance

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To evaluate electrical skin resistance patterns as ar osbjective
indicator of palin.

Technical Approach: Electrical skin resistance measurements were made on both
knees of thirty normal and eight postsurgical, knee surgery patients.

Progress: The results show no statistically significant difference (t = .6072,
p = ns) between the mean electrical skin resistance values for points on the
right versus the left knees of the normal subjects. There was a statistically
significant difference (t = 2.4763, p < .05) between the mean electrical skin
resistance values for points on the involved versus the uninvolved knees of

the postsurgical patients. This study indicates that the measurement of
clectrical skin resistance variations may represent an objective method for
measuring pain.
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Detail Summary Sheet

Date: 29 Oct 81

TITLE:
Autotransfusion in Penetrating Trauma -
Contaminated Blood.

Proj No: (C-19-80 ___

Statué:_r__gqiiké;gd

The Feasibility ol Processing

Start Date: Apr 80

Est Comp Date:

Principal Investigator
John D. Rumisek, M.D., CPT, MC

Facility
Reynolds Army Hospital

Dept/Sec:
Department of Surgery/General Surgery

Key Words:
Autotransfusion
Penetrating trauma

Associate Investipators:

Accumulative MEDCASE | Est Accumulative
Cost: OMA Cost:

Periodic
Review Results:

Objective: To quantitate the capabilities and limits of the Haemonetics Cell
SaverR blood processing system to remove bacterial contamination from blood

tor infusion.

To define the utility of the Haemonetics Cell SaverR system for auto-
transfusion under conditions of severe penetrating trauma including battle-
field injury for potential military utilization.

Technical Approach: The Haemonetics Cell SaverR blood recovery system was
employed to process a mixture made to simulate enteric contamination of
intraperitoneal blood in severe penetrating abdominal trauma.

Progress: With the exception of terminal ileal or colonic spillage where
bacterial counts can exceed 100 billion colonies per ml, 1intraperitoneal

blood in pe¢ *rating abdominal trauma can be

processed by the cell wash

syvatem for safe autotransfusion. Bacterial counts are less than 1000 <olo-
nies per ml to the level of the mid ileum and, along with bile, urine, frag-
ments of bone and tissue, are effectively washed from the salvaged hlood 1in

logarithmic fashion. In these circumstances,

use of autotransfusion of sal-

vaged blood in penetrating trauma can be life saving, providing clean, fresh,
and young autogenous red cells. However, until improvements in filtration and
«ntibiotic augmentation can be demonstrated to eliminate the astronomical num-
bers of viable bacteria in even 0.1 ml of fresh stool, autotransfusion or pro-
cessed fecal contaminated blood must be avoided, perhaps even in the most

herofc of attempts.
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SOUTHWEST ONCOLOGY GROUP
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Detail Summary Sheet

Date: 22 Oct 81 Proj No:

SWOG 7510

Status: _ Completcd

TITLE:
Adjuvant Chemotherapy for Patients with
of the Large Bowel.

Locally Advanced Adenocarcinoma

Start Date: FY 76

Egt Comp Date:

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Oncology
Key Words:

Adjuvant chemotherapy

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To determine the effectiveness of the combination of MeCCNU +

5-FU as adjuvant chemotherapy.

To judge whether oral BCG adds to effectiveness.

Technical Approach:
of the large bowel with no proven residua or

Patients with histologically proven Duke-C adenocarcinoma

metastatic disease and no prior

chemotherapy or radiotherapy are eligible for entry into this protocol.

Treatment will conform with the schema outlined in the study protocol.

Progress: This study was recently closed.

therapy plus BCG new primaries occurred at 26 months and 36 months.
Following the amendment to include a control arm,

patient accrual was 620.

In two patients receiving chemo-

Total

the recurrence rates were 36.5% (15/41) for the control arm, 30.5% (11/36)
for chemotherapy and 31.2% (10/32) for chemotherapy and immunotherapy.

Preamendment, the recurrence rate was 36.97% (52/141) for chemotherapy alone

and 35.1% (42/134) for CT & IT.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7521 Status: Completed
TTTLE:

Combination Chemotherapy with or without Immunotherapy in High Risk
Melanoma Patients: An Adjuvant Study. .
Start Date: FY 76 Est Comp Date: o
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Chemotherapy
Immunotherapy
Melanoma
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objectives: To determinc the efficacy of BHD in preventing recurrence of
discase and prolonging survival of patients who have receilved dc. initive
surgical treatment for their primary lesions.

To determine the efficacy of BHD + BCG in preventing metastases and
prolonging the disease-free interval.

To determine the immunocompetence of these patients.

Technical Approach: All patients with histologically confirmed diagnosis of
malignant melanoma previously untreated with chemotherapy or radiotherapy,
who are within four weeks of surgical excislon of active disease, are eli-
gible.

Therapy will follow the schema outlined in the study protocol.

Propress: Two hundred and forty-one patients were entered on the study.
Patients receiving chemotherapy alone (BHD) have a longer disease free
interval (p = .09) and survival (p = .0l1) than patients receiving chemo-
therapy (BHD) plus BCG. Age continues to be the most isgnificant prog-
nostic factor, with patients less than 40 years of age and 60 years of

age and older doing betterh with chemotherapy alone, as are patients with

2 or more extremity primaries and those with the greatest depth of invasion.

In conclusion, the BHD is superior to BHD + BCG.
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Detai{l Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7522 Status: Completed
TITLE:

Chemotherapy, Splenectomy with or without Immunotherapy in the Treatment
of Chronic Myelogenous Leukemia

Start Date: FY 76 Est Comp Date: T
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investipgators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Chronic Myelogenous Leukemia

Chmotherapy

Splenectomy

Immunotherapy

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To study the effects of chemotherapy, splenectomy and/or immuno-
therapy on leukemic cytogenetics, immune status, appearance of blastic
transformation, and any influence in overall survival.

Technical Approach: All patients with confirmed diagnosis of benign phase
CML not previously treated with any of the agents used in this study are
eligible.

Treatment will conform with the schema outlined in the study protocol.

Progress: The study has been completed, and a manuscript is being prepared.
However, final results of the study are not avallable for this report.

144




Detail Summary Sheet
Date: 22 Oct 81 Proj No: SWOG 7524 Status: Completed
TITLE:

Chemotherapy in Stages III and IV Ovarian and Endometrial Cancer

Start Date: FY 76 B Est Comp Date:

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Ovarilan cancer

Endometrial Cancer

Chemotherapy

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To compare the effectiveness of chemotherapy alone vs chemo-~
immunotherapy for remission induction In Stages III1 and IV ovariar and
endometrial carcinoma.

To test the effectiveness of chemotherapy plus immunotherapy vs chemo-
therapy in maintaining complete remissions.

To test effectiveness of continued chemotherapy plus 1lmmunotherapy vs
chemotherapy 1n inducing complete remission or maintailning partial remissions
in patients with occult disease at restaging or in patients achieving only
partial remission during 12 month induction therapy.

"y Technical Approach: Patients with histologically confirmed ovarian carcinoma

or endometrial carcinoma Stage III or IV with no prior chemotherapy or con-
current progestational agent therapy are eligible. Adenocarcinoma of cervix
and germ cell of the ovary are eligible.

o

Therapy will be according to the schema outlined in the study protocol.

A W Mt

Progress: There has been statistical evidence chat the ovarian cancer patients
treated with AC + BCG had higher complete response-rates and longer median sur-
vival durations than those treated with AC alone.

Fuor evaluation purposes, Stage III and Stage IV endometrial carcinoma
patients were analyzed separately. Although the number of evaluable patients
was small, no difference was seen between patients in CR or PR. Treatment
was noted to be well tolerated and no difference was observed in the survival
rates, responge rates or response durations. It was concluded that BCG
showed no evidence of adding any benefit when combined with Adriamycin and
Cyclophosphamide.
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SWOG 7524 (continued)

It was thought that the way each disease manifests itself could be 4
contributing factor as to why there was such a large difference in this
regimen's effect on ovarian cancer (AC + BCG) as cpposed to endometrial
cancer.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7632 Status: Completed
TITLE:

Combined Modality for Recurrent Breast Cancer.
Start Date: FY 77 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, MD., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC
Breast cancer
Hormonal therapy

Chemotherapy
Accumulat ive MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objectives: To establish the survival of breast cancer patients il.en treating
the first recurrence with a coordinated hormonal-chemotherapeutic approach.

To determine the efficacy of a response to the antiestrogen Tamoxifen
in predicing response to ablative surgery.

To correlate hormonal manipulations with estrogen and progesterone
receptors where possible.

Technical Approach: Only patients who have been surgically and/or radiothera-
peutically treated with the intent to cure their primary disease are eligible.
In addition, patients with castration are eligible.

Progress: ER+ patients have an overall response rate of 50%. Postmenopausal
paticnts have progressively longer durations of response the longer postmeno-
pausal. It appears that response to tamoxifen may predicate response to
oophorectomy, as 4/15 postmenopausal patients who achieved CR or PR on tamoxi-
fen achieved CR or PR with ocophorectomy; 5/22 premenopausal patients achieved
CR or PR with oophorectomy after failing tamoxifen, but 0/10 patients with

CR or PR on tamoxifen responded to oophorectomy. While none of 21 patients
achleved CR or PR with ocophorectomy after failing to respond to tamoxifen,
approximately 50X of all patients had prior adjuvant chemotherapy.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7703 Status: Ongoing

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/Oncolqu Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MA.I, MC
Glioma

Radiation therapy

Accunmulative MEDCASE Est Accumulative Periodic

Cost: 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: There have been 198 evaluable patients entered on this study. The
CR + PR rates in the BCNU, Procarbazine and DTIC limbs are 37%, 17% and 40%,
respectively. Patients 50 years or older have a lower CR rate (15%) than
those patients under the age of 50 (27%). There are no statistically signi-
ficant differences in duration of CR or CR + PR for the three treatment arms.
The difference in response rates between BCNU and DTIC i8 nearly statisti-
cally significant (p = .064, uncorrected).
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7713/14  Status: _ Ongoing
TITLE:
Chemoimmunotherapy in non-Hodgkin's Lymphoma.

{ Start 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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Chemoimmunotherapy

Non-Hodgkin's Lymphoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To compare the effectiveness, in terms of rate of response of
two chemoimmunotherapy regimens (CHOP + Levamisole vs CHOP + Lev. isole +
BCG) against CHOP for remission induction in previouslv untreated patients
with non~-Hodgkin's lymphoma.

For patients proven to be in complete remission atter induction, to com-
pare the duration of documented complete 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 fungoldes, 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
chemoimmunotherapy 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: There are currently 729 patients registered on the Induction Phase
SWOG 7713. Of these patients 208 have had a second registration onto SWOG
7714, The study will continue to accrue new patients for approximately six
more months.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7717 Status: Comp leted
TITLE:

Management of Patients with Metastatic Adenocarcinoma of Unknown
Primary. o
Start Date: FY 78 Est Comp Date: . S
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Unknown Primary
Metastatic Adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To determine the yleld of various diagnostic procedures in find-
ing the site of tumor origin in patients who present with metastatic adeno-
carcinoma with no obvious primary source.

To compare the efficacy of combination chemotherapy using 5-FU, Adria-
wycin, and Cytoxan vs 5-FU alone in palliative management of patients with
metastatic adenocarcinoma of unknown origin.

To assess the hematologic toxicity of the chemotherapy regimen on
treated patients.

Technical Approach: Pabtients with metastatic adenocarcinoma with no obvious
primary source are eligible for diagnostic evaluation. 1In addition they
should meet the following criteria:

1. Should have histopathologic confirmation of their disease.

2. Patients must have measurable disease and an expected survival of
six weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: On the combination therar— a- = here were 3/16 responders vs
0/19 on the single agent arm. Fin. -vu. ~*lon of the data obtained from
this study 18 not available.




Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7725 Status: _ Completed
TITLLE: Continuous 5-Drug Induction with Intermittent CMPF vs CMPF +
Levamisole for Maintenance in Patients with Estrogen Receptor Breast
CAncer

Start Date: FY 78 Est Comp Date:

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Estrogen receptor
Breast cancer

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: | Review Results:

Objectives: To determine the respective effects of Levamisole on the dura-
tion of response and survival of patients with advanced breast cancer con-
currently treated with maintenance chemotherapy after a successful remission
induction trial of continuous Cooper regimen.

To accumulate data on immunologic variables under the conditions of
chemotherapy alone and combined chemotherapy and immunotherapy with Levami-
sole of advanced breast cancer.

Technical Approach: Only patients prove to be ER negative are eligible.
Patients with measurable lesions and no previous experience of chemotherapy
other than adjuvant chemotherapy will be entered on the study.

Therapy will follow the schema outlined in the study protocol.

Progress: The median survival in this study was a little over one year.
There secms to be no difference between the two arms in length of remis-
sion or survival. There appears to be no advantage to the addition of

Levamiscle.




Detail Summary Sheet

Date: 22 Oct 81 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 f

Disseminated Malignant Melanoma e e
Start Date: FY 78 Est Comp Date: e
Principal Investigator Facility

M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Chemoimmunotherapy
Malignant melanoma
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

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.

Technical Approach: Patients with histologically proven disseminated malig-
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: There continues to be no major difference in the three limbs of
the study. Median survival for the DTIC + Actinomycin-D patients is 33
weeks; 27 weeks for BHD patients and 19 weeks for Levamisole patients.
DTIC + Actinomycin-D appears to be most effective in poor risk patients.
Immunotherapy has proved not to be of benefit in this study.
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Detall Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7765 Status: Ongoing
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:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Soft tissue sarcoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To determine the effectiveness and tolerance of Adrf mycin 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
diagnosis nf 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.

Progress: One hundred eight patients have been accrued so far with a broad
distribution of malignancies, leiomyosarcoma being the most common. Six
CR's and 10 PR's have been reported. Median survival i: 30 weeks, females
having a longer median survival than males.

This study remains open for bony sarcoma and mesothelioma patients
onlv.,
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Detail Summary Sheet
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Date: 22 Oct 81 Proj No: SWOG 7804 Status:  Ongoing
TITLE: Adjuvant Chemotherapy with 5-Fluorouracil, Adriamycin and Mitomvein=C
(FAM) vs Surgery Alone for Patients with Locally Advanced Gastric Adenccarci-
noma. e . L o
Start Date: FY 78 ___>‘___AY Est Comp Date: ’::;ﬁ_“ N
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC o Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Gastric adenocarcinoma

Chemotherapy

Disease-free interval

Accumulative MEDCASE Est Accumulative . Periodic

Cost: OMA Cost: i Review Results:

Objective: To determine the efficacy of adjuvant chemotherapy with 5-FU,
Adriamycin and Mitomycin-C (FAM) on the disease-free interval and survival
of patients with TNM stage-groups 1B, IC, 1L and II1l gastric adenocarcinoma
compared to potentially curative surgery alone.

Technical Approach: Eligible patients must have localized leslons 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

1. calized 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: To date there are 57 patients rcgistered. At present there are
no differences between treatment arms.
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Detail Summary Sheet

Date: 22 Oct 81

Proj No:

SWOG 7806

Status: Completed

TITLE:

Cis-Platinum in Refractory Epidermoid Carcinomas of the Esophagus.

Start Date: FY 78

Est Comp Date:

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Refractory epidermoid carcinoma
Cis-Platinum

Accumulative MEDCASE
Cost: OMA Cost:

Est Accumulative

Periodic
Review Results:

Objective:

To determine the response rate and survival, with some degree of

precision, utilizing cis-diamminodichloroplatinum II (CACP) in the treatment
of patilents with squamous cell carcinoma of the esophagus which is growing

despite more standard therapy.

Technical Approach:

Patients must have a blorsy-confirmed diagnosis of

epidermoid carcinoma of the esophagus in order to be eligible for the

study.

Therapy will follow the schema outlined in the study proatocol.

Yrogress:
was 26%.
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Detail Summary Sheet

Date: 22 OCT 81 Proj No: SWOG 7808 Status: Ongoing
TITLE:

Combination Modality Treatment for Stage 1II and IV Hodgkin's Disease
MOPP 6.

Start Date: FY 79 Est Comp Datd:

Principal Investigator Facility

J. Dean McCrackeun, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D, Cowan, M.D., MAJ, MC

Hodgkin's disease

Accunmulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To attempt to increase the complete remission rate induced with
MOP-BAP alone utilizing involved field radiotherapy in patients with Stages

ITI and IV Hodgkin's disease achieving a partial response at the end of six

cycles of MOP-BAP.

To determine 1if 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 Butler system.

Therapy will follow the schema outlined in the study protocol.

Progress: Currently, there are 112 eligible patients. Seventy-one patients
are fully or partially evaluable, and of these 55 patlents are fully evalu-
ahle. Seventy percent of the fully and partially evaluable patients are
Stage IV. The arm that randomized patients with no prior radiotherapy who
achieved CR to levamisole alone has been closed.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7811 Status:  Ongoing

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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

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 m. astases
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: One hundred fifty-two evaluable patients are needed on this study.
There are 65 evaluable patients registered thus far. The overall response
rates for treatment #1 (Decadron) and Treatment #2 (Decadron + Metronidazole)
are 30% and 39%, respectively. Although accrual has been slow, the study
remains open for new patient registration.




Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7813 Status: Ongoing
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: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
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
prctocols or who have failed on standard regimens or higher priority programs
are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: Thirty-three patients have been entered on this study of which
22 are evaluable. All patients have been heavily pre-treated. One CR and
four PR's have been reported.

158




Daetail Summary Shoct

Date: 22 Oct 81 Proj No: SWOG 7817 Status: Completed
TITLE:

Treatment of Advanced Germ Cell Neoplasms of the Testis.
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/Oncolggx Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D,, MAJ, MC

Germ cell neoplasm of testis

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To determine in a randomized fashion the effectiveness of cis-
diamminedichloroplatinum (DDP) given in the conventional low-dur -~ schedule
daily x 5 days versus high-dose intermittent treatment in remission induction
of disseminated testicular cancer, when combined with vinblastine and bleo-
mycin.

To determine the survival of patients who achieve a partial remission
and are rendered disease-free by surgical removal of residual disease and
maintained on the same chemotherapy as patients who achieved complete remis-
sion status on chemotherapy alone.

To determine the effectiveness of cyclophosphamide, actinomycin-D,
adriamycin and vinblastine in the maintenance of remission status.

To document the nature and extent of the hemtologic and nonhematologic ;
side effects of the various drug combinations.

Technical Approach: All patients with metastatic testicular cancer of
germinal cell origin regardless of prior radiation therapy are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: One-hundred-six eligible patients were entered with 94 being
evaluable. The complete remission rate for the high-dose cis-platinum was
61%, and 44% for the low~dose. Seventy-one percent of patients receiving \
high-~dose cis-platinum had no evidence of disease after cytoreductive sur- !
gery compared to 53% for the low-dose patients. Also, 90% of the patients
on the high-dose arm are disease-free at one year compared to 65% in the
low-dose arm.
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Detail Summary Sheet

Date: 22 Oct 81 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 Facilicy
J. Dean McCracken, M.D., COL, MC Brooke Army medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology ] Richard A. Shilde, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
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
1 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.

lechnical Approach: All patients over 15 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 1s required.

Progress: At this time there appears to be no difference between rubidazone
and adriamycin. In SWOG 7824, the number of patients 18 still too small to
determine if CNS leukemia is being caused by multiple spinal taps. It 18 -
tuo carly to draw any conclusions on cither the SWOG 7825 or SWOC 78.6 .rms.
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Detail Sumuary Sheet
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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
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology

Key Words:
Receptor positive (ER+)
Chemotherapy

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Accumulative MEDCASE Est Accumulative
Cost: OMA Cost:

Periodic
Review Results: Continue

5Bject1ves: To compare the disease-free interval and recurrence rates in
estrogen receptor positive (ER+) premenopausal patients with Stage 1I disease,
using combination chemotherapy alone versus chemotherapy and oophorectomv.

To compare the disease-free interval and recurrence rates in estrogen
receptor positive postmenopausal patients with Stage 11 disease, using com-
bination chemotherapy plus tamoxlifen 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.

Techknical 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: To date there are 326 patients registered on the study, of which
L85 are available for analysis. There have been 7 relapses, all in the

ER- group, and 4 deaths, 3 of which occurred in the ER- group. It is too
early to make any comparisons between treatment groups at this time.




Detail Summary Sheet

Date: 22 Oct 81 Proj No: SWOG 7828 Status: Completed
TITLE:

Combined Modality Therapy for Extensive Small-Cell Carcinoma of the Lung.
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 Richard A. Shildt, M.D., LT, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Small-cell carcinoma
Toxicity
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objectives: To improve the complete response rate and long-term, disease-
f cee survival of patients with extensive small-cell carcinoma of the lung.

To define, quantitate and quantify the toxicity of each regimen employed.

Technical Approach: There must be a diagnosis by the institutional patholo-
gist of small-cell, undifferentiated carcinoma of the lung. Extensive
small-cell carcinoma includes the following: 1) Any patient with evidence
of metastatic spread beyond the hemithorax and supraclavicular nodes on
either side; 2) Any patient with a cytology-positive pleural effusion; and
3) Any patient with prior radiation therapy to the primary tumor who pre-
s.nts with evidence of recurrent disease.

Patients meeting the above eligibility criteria will receive one of
three treatment programs. Treatment program A consists of two standard
drugs--Vincristine and Methotrexate. Treatment program B consists of
Vincristine plus Adriamycin and Cyclophosphamide. Treatment program C
consists of Vincristine, Adriamycin and Cytoxan plus VP-16. Therapy
will follow the schema outlined in the study protocol.

Progress: The CR and PR response-rates among the three treatment arms were
statistically identical; however, patients with a performance status of 0-1
had higher responses than those with a 2-4 performance status. A p value of
.82 was observed in the survival rates of all treatment arms with a median
survival of 30-31 weeks. Most importantly, reinduction patients had longer
survival and longer time on study than maintenance patients.
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Detail Summary Sheet

Date: 5 Feb 81 Proj No: SWOG 7830 Status: Ongoing
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: Unknown o
Principal Investigator Facility

J. Dean McCracken, M.D,, COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Carcinoembryonic antigen
Duke's B and C colorectal cancer

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

Objectives: To determine whether serial carcinoembryonic antigen (CEA) assays,
following curative surgery, for Duke's B and C colorectal cancer _eads 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 percentage 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 1s 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 bilopsied to rule out metastatic disease. CEA values at 30 days
post-initial resection myst be normal, i.e., nonsmokers < 2.5 ng/ml, smokers
<5.0 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. Plan B is the same as Plan A with the exception that
a CEA blood test will be done every two months for two years.

Progress: The surgical protocol for CEA as an indicator for second-look sur-
gery was closed because of inadequate patient registration. It appeared
biased, as the value of CEA 1la already too well established to perform such a
study.




Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7832 Status: Completed
TITLE:

Evaluation of Chlorozotocin in lLung Cancer.
Start Date: FY 79 o Est Comp Date:
Principal Investigator Facility -—- o
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept /Sec: Associate Investigators:
Department of Medicine/Oncologz Richard A. Shilde, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Chlorozotocin

Lung cancer

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To determine whether chlorozotocin has significant activity as
determined by response rate and median duration of response, against small
vell, large cell, adenocarcinoma or squamous carcinoma of the lung.

To observe for toxicities of chlorozotocin not yet described and better
define the known toxicitiles.

To determine factors pradisposing to excessive toxicity to this agent.

Technical Approach: To be eligible, the patient must have histologically
proven lung cancer and must have measurable lesions. Patient must be off
all prior anticancer treatment for at least three weeks and recovered from
a . icute toxlcities of prior treatment.

The anticipated accrual rate to this study is 8-10 eligible patients/
month. At this rate it would be feasible to accrue the necessary 120
response-evaluable patients allowing for an overall inevaluability rate of
20-25%.

Therapy will follow the shcema outlined in the study protocol.

Progress: This study has been completed. A manuscript has been prepared
and will be submitted to Cancer Treatment Reports for publication.

164




Date: 23 Oct 81

Detail Summary Sheet

Proj No:

SWOG 7841 Status: Ongoing

TITLE:

Phase II-111 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

J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Oncology

Associate Investigators:

Richard A. Shilde, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC
Chemotherapy

Gastric adenocarcinoma

Chlorozotocin

ACcumulative MEDCASE Est Accumulative Periodic T
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-
cinoma.

To determine by crossover, after relapse or failure on FAM, V-FAM or
chiornzotocin, 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 IV in extent, to be eligible for this study. They must not have
received prior chemotherapy nor should they have recelved radiotherapy within
four weeks of entry. Patients muat have a minimum life expectancy of 6 weeks
and a performance status of 0-3 in order to be eligible.

The protocol has been amended and the current title and arms beilng used
are V-FAM versus m-AMSA.

The study has shown that V-FAM offers no advantage over FAM, and

Progress:
The protocol will be amended replacing

only adds vincristine's toxicity.
m-AMSA with DHAD.
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Detail Summary Sheet

Date: 27 Oct 81 Proj No: SWOG 7860 Statusg: Ongoing
TITLE:

Evaluation of MGBG in Solid Tumors and Refractory Hematologic Malig-
nancies

Start Date: 11 May 81 Est Comp Date: Unknown o
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LIC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Solid tumor

MGBG

Hematologic malignancy

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

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.

Te define the qualitative and quantitative toxicity of this regimen.

Technical Approach: Patients must have pathologically 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 mulciple myeloma) if their
di: :ase has become progressive after initial chemotherapy and who are not
candidates for SWOG studies of higher priority.

Therapy will follow the schema outlined in the study protocol.

Progress: This study was only recently opened to groupwide participation.
Mo data are available at this time.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7863 Status: Completed
TITLE:
Concurrent Chemotherapy-Radiation Therapy of Selected Head and Neck

Cancer.

Start Date: FY 79 Est Comp Date: Unknown o
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Head and neck cancer
Radiation therapy

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

Objectives: To assess the local and systemic toxicity of the concurrent
administration of the chemotherapeutic agents, bleomycin and hydr-xyures
with super voltage radiotherapy in the treatment of locally advanced squa-
mous cancer of the head and neck.

To determine the maximum tolerated dose of both chemo- and radiotherapy
when given according to the proposed regimen.

Technical Approach: Patients with locally advanced squamous cell carcinoma
of the head and neck who are candidates for definitive or palliative radio-
therapy are eligible. Patients must have histologic confirmation of their

disease and must have measurable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: The complete remission response rates vary with dose levels il
(38%) and #4 (36%) having lower response rates than dose levels #2 (56%)
and #3 (55%). The median response duration has been 29 weeks for all
patlents. The CR + PR rate was 83%.

167




3
g
3
Detail Summary Sheet
l Date: 23 Oct 81 Proj No: SWOG 7902 Status: Ongoing
TITLE:
Combined Modality Therapy for Head .nd Neck Cancer.
Start Date: FY 80 o Est Comp Date: Unknown —
Principal Investigator ’ | Facility 7
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Head and neck cancer
i Chemotherapy
Radiation therapy
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
f Objectives: To compare the survival of Stage TII and IV squamous ceil carci-

noma of the tongue, oral cavity, tonsil, oropharynx, hypopharynx and larynx

subjected to radiation therapy followed by surgical excision, 1if possible, vs
[ survival of patlents 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 complicaticns arising from chemno-
therapy and radiotherapy followed by head and neck surgery vs radiotherupy aud
head and neck surgery.

Terhnical Approach: Previously untreated patients with a histologically con-
f.rmed diagnosis of advanced inoperable squamous cell carcinoma of the head
and neck, Stages II1 and IV, of the oral cavity, tongue, tonsil, oropharynx,
hypopharynx and larynx are eligible. There must be an evaluable lesion(s).
Pitients must have a life expectancy of 6 weeks or greater.

Therapy will follow the schema outlined in the study protocol.

Progress: There have been 34 patients reglstered thus far. Of the 23 eligible
patients there are 7 FE+PE patients on both treatment arms. On treatment arm
! #2 there have been 3 remissions with one patient relspsing 8 weeks after

response.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7904 Status: Ongoing

TITLE: Hexamethylmelamine vs FAC in Advanced Transitional Cell Bladder
Carcinoma in Patients with Impaired Renal Function, Phase II-TII1

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 Richard A. Shildt, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC
Transitional cell bladder carcinoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
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
cell bladder carcinoma, if there is a contraindication to radical surgery

or radiotherapy, and recurrent or residual cases after surgery, radiotherapy
or both; and Ml cases with liver, osseous, pulmonary or other metastases are
eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: Twenty-two patients have been entered on this study to date, and
the accrual rate is improving.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7906 Status: Ongoing

TITLE:
Multidrug Adjuvant Chemotherapy in Non-Metastatic Osteosarcoma -

Comparison of Conpadri I with Compadri V, Phase III.

Start Date: FY 80 Eet 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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Osteosarcoma, nonmetastatic

Accunulative MEDCASE Est Accumulative Periodic

1 Cost: OMA Cost: Review Results: Continue
Objectives: To compare disease-free survival in patients with nonmetastatic
osteosarcoma treated with (a) Conpadri-I using cyclophosphamide, vincristine,
phenylanine mustard, and Adriamycin with (b) those treated by Compadri-V
using high-dose methotrexate with citrovorum factor in addition to those
drugs mentioned above.

To determine prognostic. differences in the subtypes of osteogenic
sarcoma.

For patients undergoing treatment on the Compadri-V arm, to evaluate
the effect of preoperative high-dose methotrexate on the amputation speci-

men.

Technical Approach: All patients with histologically established diagnosis
+ of osteosarcoma without metastases may be registered for the study. Patients
.. must be registered before amputation.

‘;‘ Therapy will follow the schema outlinedin the study protocol.

Progress: This study is ongoing as a Pediatric Oncology Group protocol.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7910 Status: Completed

TITLE:
Evaluation of Estrogen-Antagonist in the Management of Refractory Large

Bowel Tumors, Phase 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:
Department of Medicine/Oncolqgl Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Estrogen receptors
Colorectal tumor

Accumulative MEDCASE Eat Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To help judge whether there is any therapeutic significance in
humans to the laboratory observation that some colorectal tumors, in men and
women, have estrogen receptors as determined by response rate to tamoxifen.

Technical Approach: Patients with biopsy confirmed diagnosis of adenocarcinoma
of the large bowel are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: Tamoxifen's toxicity is virtually nonexistent. Median survival
for these patlents is 27 weeks. Survival curves for patients who have
received prior chemotherapy versus those who have not, show an advantage
for previously untreated patients (20 weeks versus 25 weeks). Patients
entering the study with a performance status 0-1 showed a survival advan-
tage over thosc entering with a performance status of 2 (34 weeks versus
13 weeks, respectively). Patients who underwent biopsy for ER determina-
tion had a considerably shorter survival time than those who did not (8
weeks versus 31 weeks, respectively).




Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7912 Statug: Completed

TITLE:
Gallium Nitrate in Patients with Malignant Lymphoma - Hodgkin's and

Non-Hodgkin's, Phase 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:
Department of Medicine/Oncology Richard A. Shildt, M.D., LIC, MC

Key Words: John D. Cowan, M.D., MAJ, MC
Hodking's lymphoma
Non-Hodgkin's lymphoma
Gallium nitrate

Accumulative MEDCASE Est Accumulative Periodic

Cost: ' OMA Cost: Review Results:

Objectives: To determine the efficacy, as measured by response rate, of
gallium nitrate in patients with malignant lymphoma, both Hodgkin's and non-
Hodgkin's types, in patients who have received prior therapy and are not
eligible for higher priority studies.

To determine the nature and degre- of toxicity of this drug.

Technical Approach: All patients with malignant lymphoma who are not eligible
for higher priority protocols are eligible. Patients must have a life expec-
tancy of at least 6 weeks and clearly measurable disease.

Therapy will follow the schema outlined in the study protocol.

Progress: Of the 31 patients registered on this study, three patients have
had partial remissions for 4, 5 and 13 months. Of the 31 patients registered,
5 patients were Hodgkin's, 20 patients non-Hodgkin's and 6 patients of unknown
histology. Gallium Nitrate appears to have some anti-tumor activity in non-
Hodgkin's pa‘ients. However, there were not enough Hodgkin's disease patients
to evaluate the study's objectives for this group.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG

7915 Status: Completed

TITLE:
Combination Chemotherapy 1n the Therapy
Salivary Glands.

of Advanced Carcinomas of the

Start Date: FY 80

Est Comp Date:

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Oncology
Key Words:

Chemotherapy

Salivary gland carcinoma

Associate Investigators:
Richard A. Shiidt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Est Accumulative
OMA Cost:

Accumulative MEDCASE
Cost:

Periodic
Review Results:

Objective:

To determine, and to document, the efficacy, as determined by the

response rate, of a combination of Adriamycin, Cytoxan, and 5-Fluorouracil in

the chemotherapeutic management of advanced,

rapldly growing, epithelial

tumors of the salivary glands not amenable to surgery or radiotherapy.

Technical Approach:

Patients with biopsy-confirmed diagnosis of carcinoma

arising in one of the major or minor salivary glands are eligible.The
tumor must be aggressively and actively growing and all rational surgical
and radiotherapy alternatives must have been exhausted.

Therapy will follow the schema outlinedin the study protocol.

Progress:

Results were encouraging in the three patients treated.

It is

hoped that the study will be reopened at a later date.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7916 Statusg: Ongoing
TITLE:

Phase II Evaluation of Gallium Nitrate in Metastatic Urological Malig-
nancies: Testicular, Bladder, Prostate and Kidney

Start Date: FY 80 Eat Comp Date: Unknown

Principai Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medi:-al Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: ' John D. Cowan, M.D., MAJ, MC

Metastatic urological malignancies
Gallium nitrate

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Coat: 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 falled on higher priority treatment protocols.

Technical Approach: All patients no 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 previcus 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: Thirty-seven patients have been entered: 17 renal cell, 16 pros-
tatic, and 4 bladder carcinomas. There have been no responses in either the
kidney or prostate categories. It was recommended that this study be closed
to testicular, prostate and kidney patients. There has been one complete
response in 4 patients treated for bladder cancer. The study will remain
open for bladder patients only.
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Detail Summary Sheet

3 Date: 23 Oct 81 Proj No:

SWOG 7917

Status: Completed

f TITLE:

Y Gallium Nitrate in Previously Treated Patients with Metastatic Breast

Cancer, Phase 1I.

Start Date: FY 80

Egt Comp Date:

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology

Key Words:
‘ Metastatic breast cancer

Assoclate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Gallium nitrate

Accumulative MEDCASE Eat Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To determine the efficacy (as determined by responsc rate and
median duration of response) of Gallium Nitrate in metastatic carcinoma of

the breast who have failed standard therapy.

To determine if an initially positive Gallium scan predicts response.

Technical Approach: To be eligible, patients must have histologic proof of
breast cancer currently stage IV in extent. There must be measurable dis-
ease. Patients must not be eligible for higher priority protocols and
should have had a previous trial with appropriate standard therapies
(Cooper's regimen and/or hormonal manipulation).

Therapy will follow the schema outlined in the study protocol.

Progress: Twenty-six patients have been entered on the study, and twenty-
two are fully or partially evaluable. There were no responses or ilmprove-
menta in the 22 patients. The median number of doses of gallium nitrate
was 3. Median performance status was 1.




Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7918 Status: Completed
TITLE:

Evaluation of m~A" '* in Lymphoma - Hodgkin's and Non-Hodgkin's.
Start Date: FY 80 Eat Comp Date: -
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Hodgkin's lymphoma
Non-Hodgkin's lymphoma

m-AMSA
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objectives: To determine the antitumor activity as determined by response
rate and duration of response of m~AMSA used in a single dose schedule in
patients with Hodgkin's and non-Hodgkin's lymphoma, who have failed on
higher priority treatment protocols.

To determine the nature and degree of toxicity of this drug.

Technical Approach: All patients not eligible for higher priority SWOG
studies with histologically proven, advanced Hodgkin's or non-Hodgkin's
lymphoma 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: The study confirms that m-AMSA 1s an active agent with remission
seen in 7 of the 38 evaluable cases. The duration of the CR's is 9 months

and 12+ months. The partial remigsions are less impressive at 1, 2, 3 and

4 months.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7920 Status:  Ongoing

TITLE:
m-AMSA in Hepatocellular Carcinoma, Gallbladder Carcinoma and Bile Duct

Carcinomas, Phase 1I.

Start Date: FY 80 Est Comp Date: Unknown

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center

Dept/Sec: Assoclate Investigators:

Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC ;
Key Words: John D. Cowan, M.D., MAJ, MC ;!

Hepatocellular carcinoma
Gallbladder carcinoma
Bile duct carcinoma

m-AMSA
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

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.

Progress: To date there are 23 hepatoma, 10 gallbladder and 8 bile duct
' patients entered on study. This study remains open for gallbladder and
bile duct only. Responses to date: hepatoma 2 PR' and 2 improvements;
ot gallbladder - 1 PR and 1 improvement; and bile duct - 1 PR.
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Detail Summary Sheet

Date: 23 Oct 81 Proj} No: SWOG 7921 @ Status: Completed

TITLE:
Methyl-Gloxyl BIS-Guanylhydrazone (MGBG) in Metastatic Carcinoma of the
Breast.

Start Date: FY 80 Est Comp Date:

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D, Cowan, M.D., MAJ, MC

Breast carcinoma
Methyl-Gloxyl BIS-Guanylhydrazone

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

Objectives: To determine response rate and remission duration with weekly
intravenous therapy using MGBG in patients with carcinoma of the breast who
have failed on higher priority treatment protocols.

To define the qualitative and quantitative toxicity of this regimen.

Technical Approach: All patients not eligible for higher priority SWOG
studies with histologically proven, incurable, advanced, metastatic carci-
noma of the breast are eligible. Patients must have clearly measurable
disease and a 1life expectancy of at least six weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: There were 54 patients evaluable for response, all had received
prior extensive chemo- or hormonal therapy. There was 1 CR documented at
autopsy; 1 improvement and 10 patients with stable disease lasting a median
of 6 weeks.

178

O [ R o O . WIS e g




T

i T S

e

Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7922 Status:  Ongoin

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
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology

Key Words:
Transitional cell bladder cancer

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Accumulative MEDCASE Est Accumulative
Cost: OMA Cost:

Periodic
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 radiotherupy,

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 will follow the schema outlined in the study protocol.

Progress: There have been 21 patients entered. The majority are too early
to evaluate. Of the 9 evaluable patients, there have been 2/4 responses to
m-AMSA and 3/5 to the combination treatment.




Detail Summary Sheet

Date: 23 Cic 3l Proj No: SWOG 7923 Status: Completed
TITLE:

Gallium Nitrate in Metastatic Squamous Cell Carcinoma and/or Local !
Recurrent Squamous Cell Carcinoma of the Head and Neck. !

Start Date: FY 80 el _Est Comp Date:

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Cemter
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology ____ 1 Richard A. shildt, M.D., LTIC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Gallium nitrate
Squamous cell carcinoma of head and neck

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To determine the efficacy as determined by response rate of
Gallium Nitrate in patients with metastatic squamous cell carcinoma and/or
local recurrent squamous cell carcinoma of the head and neck who have failed
on higher priority treatment protocols.

To determine 1if Gallium scan results may be predictive of anti-tumor
effect.

Technical Approach: All patients not eligible for higher priority SWOG pro-
tocols with histologically proven, incurable, advanced, metastatic squamous
cell carcinoma or local recurrent squamous cell carcinoma of the head and
neck are eligible. Patients must have clearly observable and/or measurable
disease and a life expectancy of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: Eighteen patients have been registered thus far, with 9 fully or
partially evaluable patients, 7 too early to evaluate and 1 patient not
evaluable. Thus far there have been no respounses seen.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7924 Status: Ongoing
TITLE:

Multimodal Therapy for Limited Small Cell Carcinoma of the Lung, Phase
II1.
Start Date: FY 80 Est Comp Date: Unknown
Principal Investigator Facility
J. Dean McCracken, M.D,, COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Small cell carcinoma of lung

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

; Objectives: To determine the efficacy of sequentially alternating mutally
noncross-resistant, multidrug regimens in remission induction aui 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 lcw-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: 1In 94 evaluable patients treated with chemotherapy alone, 35%
have achieved CR, 472 PR, with an overall response rate of 82%. Sex, per-
formance status and tumor size seem to have no effect on remission dura-

. tions. At this time the median survival is 53 weeks; however, it 1s still
early.




Detail Summary Sheet

Date: 23 Oct 81 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
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Assoclate Investigators:

Department of Medicine/Oncolggy Richard A. Shildt, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC
Ovarian carcinoma
Chemoimmunotherapy
Accumulative MEDCASE Est Accumulative Periodic
i 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 IIl and IV ovarian carcinoma.

To compare the effectiveness of A-C + BCG vs A-C + Cis-Platinum + BCGC
for remission induction and/or maintenance of disease-free status and pro-
longation of survival duration in patients with Stages III and IV ovarian

g corcinoma.

To compare the toxicities of the A-C + BCG, A-C + Cis-Platinum and
' § A-C + Cis-Platinum + BCG regimens.

‘W
“: 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: It has been noted that patients who receive cis-platinum enter
remission earlier than those who do not. The previous amendment utilizing
intravenous Cytoxan instead of the oral form is proving successful.




Detail Summary Sheet

Date: 23 Oct 81 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 Richard A. Shildt, M.D., LTC, MC
Key Words: ' John D. Cowan, M.D., MAJ, MC
Multiple myeloma
Chemotherapy

| 3

‘ Accumulative MEDCASE Est Accumulative Periodic
Cost: 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 expariences.

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: Patient accrual has been good. As yet, no analysis has been
¢ prepared.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7934 Status: Completed
TITLE:

Evaluation of Acridinylamino-Methansesulfon-M-Anisidide (AMSA) in |
Metastatic Squamous Carcinoma of the Head and Neck, Phase 11.

Start Date: FY 80 Est Comp Date: ,
Principal Investigator Facility ) i
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center 5
Dept/Sec: Associate Investigators: f
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC

Adridinylamino-Methansesulfon-M-Anisidide
Head and neck, metastatic squamous

carcinoma
Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To determine the antitumor activity, response rate and duration ;
of response in patients with metastatic squamous cell carcinoma of the head ‘
and neck who have failed on higher priority treatment protocols. f

To determine the nature and degree of toxicity of this drug.

Technical Approach: All patients not eligible for higher priority SWOG stu-

dies, with histologically proven, incurahle, advanced squamous cell carcinoma .
of the head and neck 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.

. -

N~

Pregress: Twenty-nine patients have been entered on the stucy, and sixteen
have been evaluated for response. Of the 7 patients evaluated for response
in the good-risk treatment arm, 1 paticnt had stable disease with 6 patients
' having increasing disease. 1In the poor-risk group, one patient showed a
partial response, with 8 patients having increasing disease. Too many
o patients had received prior chemotherapy making them poor-risk and ineligi-
’ ble for the higher dose of m-AMSA.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7935 Status: Completed

TITLE:

Chemotherapy of Functioning and Nonfunctioning Islet Cell Carcinoma with

Chlorozotocin.

Start Date: FY 80

Est Comp Date:

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC

Key Words:
Islet cell carcinoma
Chlorozotocin

John D, Cowan, M.D., MAJ, MC

Accumulative MEDCASE
Cost: OMA Cost:

Est Accumulative Periodic

Review Results:

Objectives: To study the response of functioning and non-functioning islet

cell carcinomas to chlorozotocin.

To obtain pathology materials for review on all patients entered into

this study.

Technical Approach: Eligible patients must have biopsy-proven islet cell
carcinoma not amenable to further surgical therapy, and a minimum life

expectancy greater than 6 weeks,

All patients must have objectively mea-

surable disease or a significant biochemical abnormality specific for their

islet clel tumor.

Therapy will follow the schema outlined in the study protocol.

Progress: Two patients have shown improvement, and there have been no

other responses.
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Detail Summary Sheet

Date: 23 Oct 81 Proj No: SWOG 7936 Status: oin

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: Agsocilate Investigators:

Department of Medicine/Oncology Richard A. Shilde, M.D., LTC, MC ;
Key Words: John D. Cowan, M.D., MAJ, MC !

Uterine cervix carcinoma ¢

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, wvincristine, 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
~ust 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 outlined in the study protocol.

Progress: There is a significant problem with patient accrual with only 21
patients registered thus far. Because there is already considerable Phase h
11 data on cis-~platinum in cervical cancer, it was decided that the cis-

platinum alone arm could be dropped to aid in the study's progress.
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Detail Summary Sheet

Date: _ 23 Oct 81 Proj No: SWOG 7937 Status: _Ongoing _
TITLE:
Evaluation of m-AMSA in Metastatic Carcinoma of the Genitourinary Tract
Except Renal Carcinoma, Phase 1I.
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:
3 Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
i Key Words: John D. Cowan, M.D., MAJ, MC
Metastatic genitourinary tract carcinoma
m-AMSA
]
Accumulative MEDCASE Est Accumulative Periodic
Cost: 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.

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 weasurable disease and
a life expectancy of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol

Progress: Only five patients have been entered; all are too early to
evaluate.
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Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 7940/1/3 Status: Ongoing
TITLE:

Evaluation of 5-FU vs a Phase II Drug in Metastatic Adenocarcinoma of
the Large Bowel, Phase II-1IT.

Start Date: FY 80 ___l Est Comp Date: Unknown _

] Principal Investigator i Facility

3 J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center

] Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D,, LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Metastatic adenocarcinoma of large bowel

; MGBG

b Gallium Nitrate
DHAD
Accumulative MEDCASE Est Accumulative Periodic

h Cost: OMA Cost: Review Results: Continue

Objectives: To determine the relative activity of a phase II drug (MGBG
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
recelving 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 Il drug on
the response rate seen with 5-FU in patients with disseminated colon and
rectal cancer.

Technical Approach: Eligible patients must have bilopsy 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: There have been no responses to date on the 5-FU arm. There is
no significant difference between 5-FU and MGBG between good and poor risk,
male and female. In both arms there was a significant difference between
performance status groups 0-1 versus 2, with a median survival of 25 versus
18 weeks respectively. Twenty-five patients have been placed omn the DHAD
arm, 4 have crossed-over to 5-FU; toxicity has been minimal.
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Detail Summary Sheet

Date: 27 Oct 81 Proj No: swog 7942 Status: Ongoing T
TITLE:
Appendix VI SWOG 7940, Evaluation of Indicine-N-Oxide in Metastatic
11
Start Date: 11 May 81 . Est Comp Date:  [nknown
Principal Investigator Facility i

LMMM Bropke Army Medical Cepter *
Dept/Sec: Assoclate Investigators: §

' Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Indicine-N-Oxide
Metastatic adenocarcinoma
Large bowel

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Cantrinne
Objectives: To determine the efficacy of indicine~N-oxide administered in

a single 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.

Progreas: This is a new study.
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Detail Summary Sheet

Date: 27 Oct 81 Proj No: SWOG 7944 Status: Ongoing
TITLE:

Appendix VI SWOG 7940, Evaluation of DHAD in Metastatic Adenocarcinoma
of the Large Bowel, 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 Richard A. Shildt, M.D., LTC, MC ;
Key Words: John D. Cowan, M.D., MAJ, MC i
DHAD

Metastatic adenocarcinoma
' Large bowel

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To determine the response-rate and remission duration in

. patients with colorectal carcinoma treated with dihydroxyanthracenedione
in a single-dose, every 3-week schedule.

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: Twenty-five patients have been placed on the DHAD arm, 4 have
crossed-over to 5-FU; toxicity has been minimal.
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Detail Summary Sheet

Date: 29 Oct 81

Proj No: SWOG 7945 Status:

Ongoing

TITLE:

Appendix VI SWOG 7940, Evaluation of AZQ in Metastatic Adenocarcinoma of

the Large Bowel, Phase 1I Portion

Start Date: 25 Sep 81

Est Comp Date: Unknown

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology
Key Words:

Adenocarcinoma large bowel

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Accumulative MEDCASE Est Accumulative
Cost: OMA Cost:

Periodic

Review Results: Continue

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 Il

study.

Technical Approach: Patient eligibility is as outlined in SWOG 7940.

Therapy will follow the schema outlinedin the study protocol.

Progress: This is a new study.
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Detail Summary Sheet

Date: 26 Oct 81 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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

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: More than 20 patients have been entered on study with 14 being
evaluable. The 14 evaluable patients are categorized as follows: 1 PR,
4 stable disease, 8 no response, and 1 postoperative mortality. Nine
patients received Depo-Provera resulting in 1 PR, 1 stable disease, and 7
no responses.




Detail Summary Sheet

Date: 26 Oct 81 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: Associlate Investigators:
Department of Medicine/Oncoloty Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
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, endom::rium,
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.

Progress: As a whole, AMSA does not seem to be effective in epithelial Gyn
carcihomas. However, the agent did seem to be well tolerated on the daily

x 3 schedule. Of the 15 patients who were evaluated, no complete or partial
responses occurred. The study was closed to ovarian patients.
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Detail Summary Sheet

Date: 26 Oct 81

___Proj No: SWOG 7959

Status: Completed

TITLE:

Evaluation of Methyl-Gloxyl Bis-Guanylhydrazone (MGBG) in Metastatic

Renal Carcinoma.

Start Date: FY 80

Est Comp Date:

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology

Key Words:
Metastatic renal carcinoma
Methyl-Gloxyl Bis-Guanylhydrazone (MGBG)

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Est Accumulative
OMA Cost:

Accumulative MEDCASE
Cost:

Periodic
Review Results:

Ebjectives:

To determine the response rate and remission duration with weekly

intravenous therapy using MGBG in patients with metastatic renal carcinoma.

To define the qualitative and quantitative toxicity of this regimen.

Technical Approach:

Eligible patients are those with a histologically proven

diagnosis of 1incurable, advanced, metastatic renal cell carcincma. All
patients must have measurable disease and a life expectancy of at least 6

weeks.

Therapy will follow the schema outlined in the study protocol.

Progress:
response rate).
encouraging Phase I trial results.
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Of the 58 evaluable patients, 3 showed a partial response (5%
This Phase I1 study does not confirm the earlier, more
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Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 7960 Status: Completed
TITLE:

Colchicine in Refractory Hodgkin's Disease, CLL, Lung and Breast Cancer.
Start Date: FY 80 Est Comp Date:
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Refractory Hodgkin's, CLL, Lung and
Breast Cancer

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

Objectives: To determine the maximum dose of colchicine which mav be safely
administered on a once weekly basis.

To determine the response rate (standard error t 10%) to weekly, intra-
venous cholchicine in each of the tumor types tested.

To determine quantitative and qualitative toxicity of the drug on this
schedule,

Technical Approach: Patlents with chronic lymphocytic leukemia, Hodgkin's
digsease, breast and lung cancer (both small and non-small cell) are potential
candidates for this study after they have developed progressive disease on
SWOG protocols of higher priority. They must have a life expectancy of at
least 6 weeks and a Performance Status of 0-3. Measurable disease is desir-
able but not required.

It 1s estimated that 30 patients in each category will need to be
entered in order to have 25 patients which are response-evaluable.

Therapy will follow the schema outlined in the study protocol.

Progress: A good response to colchicine has been noted in small cell lung
cancer.
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Detail Summary Sheet

Date: 27 Oct 81 Proj No: SWOG 7963 Status: _ Ongoing

TITLE:
m-AMSA in Melanoma, Myeloma, Lymphoma, Oat Cell Lung and Breast

Carcinomas

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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
m~AMSA

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objectives: To determine the efficacy of m~AMSA at a dose of 120 mg/M° IV
every 3 weeks in producing regressions or remission in metastatic melanoma,
lvmphoma, myeloma, metastatic cat 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, metas:tatic cat ¢~ll carcinoma of the lung, and
metastatic breast cancer, which are resistant to standard chemotherapies.

To correlate in vitro m~-AMSA sensitivities in che tumor stem cell colony

drug system and in vivo m-AMSA activity in ,;tients with metastatic melanoma,
lymnhoma, myeloma, metasta! ic oat cel? carcivoma of the lung and metastatic
by <3 cancer, all of which .re rosistant Lo standard chemotherapies.

Tochnical Approach: Patients must have hisrolopically confirmed melanoma,
myeloma, breast carcinoma, lymphoma or oat cell carcinoma of the lung,
refractory to standard rhervapies. Patier:: must have measurable disease
and a life expectancy of six weeks.

Therapy will follow +he cchoma antlined in the study protocol.

Progress: There were 65 breast patients entered in this broad Phase 11
silot; of these, 30 are presently response evaluable resulting in 3 PR's
and 5 disease improvenents.

Minimal response has bern ween in cat cell carcinoma with 12 patients
havina progression of Jdisecase and 2 with an improvement in disease status.

Thirteen evaluable melanoma patients biove been entered on this study,
a1l having been pre-treated. One PR has been reported, and 1 patient had
less than a partial response, giving this agent a 5-107% response rate.

Of these pre-treated patients, 107 are sensitive in vitro to m-AMSA,
winile a 26% sensitivity rate has been reported in patients who have not
rveefved prior chemotherapy.
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SWOG 7963 (continued)

To date there are 7 evaluable patients. More data will be required
before any conclusions can be made.

The study has been closed to lymphoma and breast cancer patients.
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Detail Summary Sheet

Date: 26 Oct 81 _ Proj No:

SWOG 7965

 Status: __Ougoing

TITLE:
Initial Surgery and/or Radiotherapy Followed
Treatment, Phase II1.

Treatment of Early Squamous Cc¢ll Carcinoma of the Head and Neck with

by Chemotherapy va No Further

Start Date: _ FY 80 ) ] _Est Comp Date:  Unknown
Principal Investigator | Faciliey

J. Dean McCracken . Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Squamous cell carcinoma of head and neck

Radiotherapy

Chemotherapy

Accumulative MEDCASE ~~ Est Accumulative Periodic

Cost OMA Cost: Review Results: Continue

To determine if the disease-free
in high risk categories of squamous head and
adjuvant methotrexate after initial surgery,
sulted in no clinically evident disease.

Technical Approach:

interval and survival of patients
neck cancer can be improved by
radiotherapy or both have re-

Patients with histolugically proven squamous cell carci-

nema 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.

“herapy will follow the schem. outlined

T-cgrass:  ihus far there are B cvaiuable
wnd 2 ovaluable patients on the MTX arm.

ST e e

in the study protocol.

ratients on the "no treatment” arm
No data are available at this time.




Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 7969 Status:  Ongolng

TITLE:
Hepatic Infusion and Systemic Combination Chemotherapy in the Treatment

of Unresectable Hepatoma, 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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
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 Str.ptozotocin
in patients with hepatocellular carcinoma.

Technical Approach: Patients with a histologically confirmed diagnosis of
unresectable hepatocellular carcinoma which is localized to the liver are
eligible. Patients with local extension of tumor into contiguous organs
are eligible. Patients must not have received prior chemotherapy or radia-
tion therapy.

Therapy will follow the schema outlined in the study protocol.

Progress: Patient accrual 1s very slow. Since there has been no untoward
toxicity in the patients treated thus far, the study was opened for Group
participation.




Detail Summary Sheet

3 Date: 26 Oct 81 _ Proj No: SWOG 7980 Status:  Ongoing
TITLE:
1 Study of Cis-Platinum for Recurrent Gliomas.
Start Date: FY 80 ~ ) ~ ] Est Comp Date: Unknown _
Principal Investigator Facility
J. Dean Mcitracken, M.D., COL, MC = Brooke Army Medical Center
Dept/Sec: Associate Investigators:
i Department of Medicine/Oncology - 1 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Gliomas, recurrent
E Cis-Platinum
} e
Acoumatative MEDCASE Est Accumulative Periodic
Cost: ___ OMA Cost: 1 Review Results: Continue _ .
L Objectives: To determine the efficacy of the chemotherapeutic agent cis- §

diammine dichloroplatinum (DDP) in the treatment of gliomas recurrent after
prior therapy with irradiat{on (plus or minus chemotherapy).

[o determine the duration of response avd survival of patients receiving

thia therapy.

Boreal Approach:  AlL paticnts with gliomas (orade 1-IV) who have recurred
towing  ranfal frradiation witi e eligible. It is essentlal that patients
Bave cvatluable lesions on elther €T or radionuclide brain scan.

Therapy will follow the < hemo wtilhie ' In the study protocol.
Proypress:  Thirteen patfents hiave 'oen e rored on this study, with 12 patients
"1l ton early to evalugdre.
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Detail Summary Shecet

Date: 26 Oct 81 Proi No: SWOG 7982 Status: Completed

TITLE:

Chlorozotocin in the Treatment of Advanced Sarcomas.

Start Date: FY 80

Est Comp Date:

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Sarcomas

Chlorozotocin

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To determine whether chlorozotocin in a dose of 120 mg/M" has
significant activity in sarcomas by determination of response rate and

duration.

To describe toxicities of chlorozotocin not yet defined.

Technical Appraoch: Eligible patients must have biopsy proven advanced bony
or soft tissue sarcoma. Patients must have measurable disease and an

expected survival of at least 6 weeks.

Therapy will follow the schema outlined in the study protocol.

Progress: Forty-one patients have been entered on this study. There have

been no significant responses.
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Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 7983 Status: Ongoing
TITLE:

Radiation Therapy in Combination with CCNU in Patients with Incompletely
Resected Gliomas of the Brain, Grade I and 1I.

Start Date: FY 80 o 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 Richard A.Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Glioma

Radiation therapy

CCNU

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objectives: To compare the survival of patients with incompletely resected
Grade I and IT gliomas treated with radiation alone versus radiation and
CCNU.

To compare the effectiveness of radiation therapy versus radiation ther-

apy plus CCNU for remission indu.* ‘on and duration of remission.

Technical Approach: Patlents with histologically confirmed primary brain
tumors of the tollowing histologic types are eligible: Astrocytoma, Gradel
and 71 with incomplete tumor resection. Patients who have had surgery with
istologic diagnosis within the previous six weeks are eligible.

“her:py will follow the schem: ourlined in the study protocol.

N ?
e ey -’\‘ e

"rgress: Eighteen patients have been entered on this study with 15 still too
arly to evaluate.




Detail Summary Sheet

Date: 27 Oct 81 Proj No: SWOG 7984 Status:  Ongoing
TITLE:

Treatment of Chronic Stage CML with Pulse, Intermittent Busulfan Therapy
with oxr without Oral Vitamin-A, Phase 111

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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
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 ural vitamin A in prolonging the chronic phase of (ML,
and hence 1in prolonging survival.

Technical Approach: All patients with newly diagnosed chronic stage CML will
be eligible for entry onto protocol.

Therapy will follow the schema outlined in the studv protocol.

Progress: This is a new study.
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Detaill Summary Sheet

Date: 26 Oct 81 } Proj No: SWOG 7985 Status: __Ongoing
TITLE:
Combined Modality Treatment for ER-~ Breast Cancer, Phase III.

Start Date: FY 80 Est Comp Date: Unknownm

Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology | Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D.

Breast cancer
Estrogen receptor negative (Er-)

Acvumulative MEDCASE Est Accumulative | Periodic
Cost: . OMA Cost: | Review Results: Continue
Obieccives: To compare disease-free interval and survival among control
proup Stage T (and Stage TI node negative) breast cancer patients who tumors
are Jdetermined to be ER- at the time of mastectomy, versus Stage I (and

Stage TI node negative) ER- patients treated with adjuvant CMFV for 6 months.

To document recurrence patte::s among untreated patients with Stage 1
breast cancer whose tumors are determined to e ER- at the time of mastectomy.

Techinical Approach:  All fewmale patients having had a radical, modified radi-
cal or total mastectomy, or segmental maste tomy with axillary node dissection
for potentially curable, histologically proven breast carcinoma, whose axil-

1o ~ndes are negative for tumor, and whosc estrogen receptor assay on the
pr o :ry tumor is less than 10 femtomoles/mg cvtosol protein are eligible for
this tady., Tatieoats must he rogistered within 28 days of mastectomy.
Trtdien . o with previous covhorectony are elirzihle provided the oophorectomy
was not oaerformed for tumor.

Therapy will follow tihe schema outlined in the study protocol.

Tonoress:  This study was wmodified to an intermittent drug regimen to be
“ivan for six months - Cytoxan, 3-FU, Methotrexate, Vincristine vs no further
“reatnent until velapse. Patient accrual has been siow, and no data arve
available for analycis at this time.
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Detail Summary Sheet

Date: 26 Oct 81 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/wcology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Teaticular cancer

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

Objectives: To compare the disease-free survival and overall survival for
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, are eligible. Patients should enter the study
between two and four weeks after lymphadenectomy.

Therapy will follow the schema outlined in the study protocol.

Progress: The Southwest Oncology Group has entered 8 patients in this inter-
group study. Insufficient data have been collected for reporting purposes.
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Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 8001 Status:  Ongoing

TITLE:
Evaluation of Two Maintenance Regimeus 1n the Treatment of Acute Lympho-
blastic Leukemia in Adults, Phage I1T.

Start Date: FY 80 Est Comp Date: Unknown
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC
Acute lymphoblastic leukemia

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

Objective: To evaluate the effectlveness as determined by the complete remis-
ston rate of the L10 protocol using Vincristine, Prednisone and Adriamycin for
induction, follewed by intensive consolidation in the treatment of acute ALL.

To compare the effect on remission duration and survival of two mainte-
tance regimens: the L10 "eradication" regimen vs cyclic therapy with POMP-
COAP-GPAL.

To determine the reproducibility of the FAB histologic c'assification and
corre’ation to response to therapy of ALL 1in adults.

Technical Approach: Patients are c¢ligible with the disgnosis of acute lympho-
kT ¢ leukemia who satisfy the following criteria: A) Absolute infiltra-
i of the marrow with >50% blasts; b) Absolute infiltration 1is defined as

" retal blast cell percentage %) multiplied by the hone marrow cellularity
cLreenty ge divided by 109: B) I[f the absolute inf{iltrate 1s 30-49%, evidence
or nropressive disease prior to eantering the study will be required.

Thorapy will follow the schema outlined in the study protocol.

~uress:  Twelve patients bave been entered, and it is too early for a com-~
hensive analysis.  However, on patients with adequate data, there have
~oen 8/9 complete responses.  Because of poor patient accrual, it was decilded
to stop the randomization on the maintenance phase. Therefore Arm 1, the
POMP-COAP-0PAL therapy will be .lusced and all patients will now recelve the
Li0 o+ lic therapy.
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Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 8003 Status: _ Completed
TITLE:

Evaluation of MGBG in Non-Oat Cell Cancer of the Lung, 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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Non-Oat cell cancer of lung
MGBG
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objectives: To determine the response rate and remission duration with
weekly intravenous therapy using MGBG in patients with non-oat ceil carci-
noma of the lung who have failed on higher priority treatment protocols.

To define the qualitative and quantitative toxicity of this regimen.
Technical Approach: All patients not eligible for higher priority SWOG
studies with histologically proven, incurable, advanced metastatic non-oat
cell carcinoma of the lung are eligible. All patients must have measurable

disease.

Therapy will follow the schema outlined in the study protocl.

Progress: The median overall survival for all evaluable patients is 16 weeks.

The comparison among three cell types does not show any significant differences.
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Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 8004 Status: Ongoing
TITLE:

Evaluation of DHAD in Soft Tissue and Bone Sarcomas, Phase 1I.
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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Sarcoma, soft tissue and bone
DHAD
Ac-umulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Objectives: To determine the efficacy, by response rate, of Dihydroxyantra-
cenedione (DHAD) in patilents 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 i
single dose every three-week schedule.

Technical Approach: All patients must have histologically proven, incurable
soft tissue or bonc sarcomas, not eligible for higher priority SWOG studies,
in order to be eligible for study. Patients must have clearly measurable
1iaease and a life expectancy of at least & weeks.

‘herapy will follow the schema outlined in the study protocol.

naross: Twenty seven patients have been accrued so far; however, most of
“em oare too early to be evaluated.
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Detail Summary Sheet

Date: 27 Oct 81 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/Ongoing Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
DHAD

Malignant melanoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objectives: To determine response-rate and response duration of patients
with refractory malignant lumphomas, both Hodgkin's disease and non-Hodgkin's
lymphoma treated with anthracenedione used in a single dose every three-week
schecule,

To define the qualitative and quantitative toxicities of anthracenedione
in a Phase II study.

Technical Approach: All patients with malignant lymphoma who eve not eligible
for higher priority SWOG protocols are eligible. There are no .ige 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: The Phase I data indicates a potentially very active agent in
refractory malignant lymphoma patients. Thus far there has been one partial
response in the two evaluable cases on study.
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3 Detail Summary Sheet

Date: 27 Oct 81 Proj No: SWOG 8006 Status: _ Ongolng
TITLE: Postoperative Reductive Chemotherapy for Stage III or IV Operable
Epidermoid Carcinoma of the Oral Cavity, Oropharynx, Hypopharynx, or Larynx,

Phage IT1I . .

Start Date: Nov 80 Est Comp Date: Ongoing
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

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 TV epidermoid carcinoma of the head and neck.

Techaical Approach: Patients with operable lesions will be randomized between
two therapeutic programs: Arm 1 - combined therapy including surgery and post-

ooerative radiation therapy; or Arm 2 -~ com®ination chemotherapy fcllowed by
suyreovy and radiation therapy. Patients randomized to the chemotherapy limb
Wi eceive 3 courses of chemotherapy consisting of cis-platinum, methotrexate,
vI+ riatine and bleomvein.

~ezress:  This is a new study.
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Detail Summary Sheet

Date: 226 Oct 81 Proj No: SWOG 8008 Status: Ongoing

TITLE:
Evaluation of Dihydroxyantracenedione (DHAD) in Refractory Breast

Cancer, Phase 11,

Start Date: FY 80 Est Comp Date: Unknown
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D, Cowan, M.D., MAJ, MC

Breast cancer
Dehydroxyanthracenedione (DHAD)

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

Objectives: To determine the 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 1I 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.

Progress: Ninety-seven patients have been entered to date. However, there
is8 no response data available at this time.




Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 8009 Status: oin
TITLE:

Evaluation of DHAD in Patients with Refractory Small Cell Lung Cancer,
Phase II.
Start Date: FYy 80 Est Comp Date: Ongoing .
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associlate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Small cell lung cancer
DHAD
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue

Objectives: To determine the response rate and remission duration of refrac-
tory snall 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.

Te-hnical Approach: Eligible patients must have pathologically verified
bistologic diagnosis of small cell lung cancer. All patients must have

measurable disease.

Therapy will follow the schema outlined in the study protocol.

Pr-yress:  No responses have heen seen in the 12 evaluable patients to date.
ig agent seemed to be well tolerated with minimal actlvity. It was felt
“ar it would be worthwhile to investigate this agent in patients with no

orior Adriamycin.




Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 8010 Status: Ongoing
TITLE:

Evaluation of DHAD in Advanced Prostate Cancer, 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 Richard A. Shildc, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Prostate cancer
DHAD
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Cantinue

Objectives: To determine the response rate and remission duratio:n in patients
with prestate 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.

Progresgs: Eight patients have been entered to date; it is too early for
analysis at this time.




Detail Summary Sheet

Date: 26 Oct 81 Proj No: SWOG 8011 Status: Ougoing
TITLE:

Evaluation of DHAD in Patients with Advanced Renal Cell Carcinoma,
Phase II,
Start Date: FY 80 Est Comp Date: Unknown
Principal Investigator Facility T
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Asgsociate Investigators:
Department of Medicine/Oncology __] Richard A. Shildt, M.D., LTC, MC
Key Words: John ). Cowan, M.D., MAJ, MC
Renal cell carcinoma
DHAD
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: . Review Results: Continue

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 TI Study.

Technical Approach: All patients with advanced renal cell carcinoma not eligi-
ble for higher priority protoccls are eligible. Patients must have clearly

measurable disease and a life expectancy of at least 6 weeks.

"herapy will follow the scuema nutlined in the study protocol.

vogress:  Thirty-eight patients have been entered, all of which are too early
“0 evaluate.
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Detail Summary Sheet

Date: 28 Oct 81 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 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 Richard A. Shildt, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC '
Lung i
Adenocarcinoma i
Large cell carcinoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objectives: To evaluate by palrwise comparison the response-rate, duration

of response and survival of 3 regimens FOMi, CAP and FOMi/CAP in patients

with advanced (TMN Stage III Ml) adenocarcinoma and large cell undifferentiated
carcinoma of the lung.

To evaluate the degree of non-cross resistance of FOMi in CAP fallures 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 follew the schema outlined in the study protoccol.

: Progress: Patients who fail FOMi or CAP are crossed over to the third arm -
‘ FOM{/CAP and are analyzed separately. No unusual problems or toxicities
have been reported.




Detail Summary Sheet

Date: 26 Oct 81 ~ Proj No:  SWOG 8014 Status:  Ongoing

TITLE:
Colchicine in Refractory Chronic Lymphocytic Leukemia, Phase I-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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Chronic lymphocytic leukemia

Colchicine

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: ! Review Results: Continue

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
sith 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.

Pa- ionts must have recovered from toxicities resulting from prior treatment
be:.re the initiation of treatment with colchicine.

Therapy will follow the schema outlined in the study protocol.

Progress: Eleven patients have been entered. Seven are evaluable and showed
no response.
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Detail Summary Sheet

BEEZ:‘_::‘ 28 Oct 81 - 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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
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 ce¢ll (v, idermoid)

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
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 I1 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: This 18 a new study, and it is too early to give an evaluation at
this time.
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Detail Summary Sheet

Date: 28 Qct 81 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/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Carcinoid

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

Objectives: To determince whether combination chemotherapy employing 5-FU,
Cyrlophosphamide, Adrismycin and Streptozotocin is effective in the management
of merastatic carcinoid.

Tr 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
ot patients with metastatic carcinoid originating in different sites and
raving different metastatic patterns.

‘cal Approach: All patients must have blopsy-proven carcinoid tumor not
ame sahle to further surgical therapy with no prior chemotherapy. A minimum
“ite cypectance of H weeks and a4 performance status of 3 or better per South-
west (ncology Group criteria is necessary. All patients must have objectively
wasurable disease either as a measurable lesion or significant biochemical
Smormoality specific for their tumor.

Therapy will follow the schema outlined in the study protocol.

Prosress:  This is a new study.
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Detail Summary Sheet

Date: 28 Oct 81 " 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
J. Dean McCracken, M,D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec: Asscciate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Adenocarcinoma

Breast

Accumulative MEDCASE 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 oreast
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: This study has only 4 patients entered to date and they are too

early for analysis,
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Detail Summary Sheet

Date: 28 Oct 81 Proj No: SWOG 8024 Status:  Ongoing
TITLE:

Combined Modality Therapy for Disseminated Soft Tissue Sarcomas, Phase
I1l
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:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Department of Medicine/Oncology
Key Words:

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

Objectives: To compare the effectiveness of bolus administration of Adria-
myein 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.

Te tinlcal Approach: Patients with a biopsy confirmed diagnosis of a softc
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 must
have legion(s) which is measurable and can be followed for tumor response.

Therapy will follow the schema outlined in the study protocoel.

Progress: This is a new study.
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Detail Summary Sheet

Date: 28 Oct 81 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 Richard A. Shildt, M.D., LTC, MC

Key Words: John D. Cowan, M.D., MAJ, MC
Chronic lymphocytic leukemia

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

Objectives: To determine the response-rate and duration of remission in
patients with CLL treated with combination chemotherapy consisting t
Prednisone, Vincristine, Cytosine Arabinoside, Cytoxan, and Adriamycin.

To correlate parameters obtained in the clinical, pathological, and
immanological staging with response to treatment.

To determine the 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 Classifcation will be
eligible for registration.

Therapy will follow the schema outlined in the study protocol.

Progress: Twenty-six patients have been registered, most of whom are too
early to evaluate. Evidence so far suggests that this regimen is equal

to the CAP regimen. Combination chemotherapy appears to be more effective
than single-agent therapy.
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Detall Summuary Sheet

. Proj No: SWOG 8026 _ Status: Ongoing

Date: _~ 28 Oct Bl
TITLE:

Cls-Platinum in the Treatment of Refractory Epidermoid Carcinoma of the
Penis, Phase I1

Start Date: Jan 81 _iﬁ __~w~~<a:riEst Comp Date: Unknown B
Principal Investigator Facility

J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: i Associate Investigators:
Department of Medicine/Oncology . Richard A. Shildt, M.D., LIC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Epidermold carcinoma

Accumnlarive EEBEK§E"'wiéfiﬂiumhl§gﬂﬂ§'| Periodic
Cost: OMA Cost: :_Review Results: Continue

OLjective: To determine response-rate and survival in patients with advanced
epidermotd carcinoma of the penis treated with Cis-platinum.

Jechnical Approcch: Patients must have epidermoid carcinoma of the penis
~n irmed by biopsy, Stage 1IT or 1V, refractory to surgerv and radiotherapy.

Therapy will follow the schema outlined in the study protocel.

rogress:  Two patients have been entered. both of which showed a parctial

response.,
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Detail Summary Sheet

Date: 28 Oct 81 Proj No: SWOG 8027 Status: Ongoing
TITLE:
‘The Natural History of Pathological Stage T N, M_ ER+ Breast Cancer,
1-2 0 0
Phase III -
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:
Department of Medicine/Oncology

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC

Key Words:
Breast cancer

John D. Cowan, M.D., MAJ, MC

Accumulative MEDCASE
Cost: OMA Cost:

Est Accumulative

Periocdic
Review Results: Continue

Objective: To document recurrence-rates, patterns of recurrence, and survi-
val among patients with Stage I or Stage II node negative (Tl— Ny
breast cancer whose tumors are determined to be estrogen recéptor positive

at the time of surgery.

Technical Approach: All female patients having had a radical, modified radi-
cal, or adequate local excision, with axillary node dissection for histologi-
cally proven breast carcinom, whose axillary nodes are negative for tumor,
and whose estrogen receptor assay on the primary tumor is positive are

eligible for this study.

Progress: This is a new study; no reportable data are available at this time.
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Detail Summary Sheet

Date: 28 Oct 81 Proj No: SWOG 8028 Statug:  Ongoing =
TITLE:
Evaluation of DHAD in Gynecologlc Cancers, Stage 1I

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: Assoclate Investigators:
Department of Medicine/Oncology l Richard A. Shildt, M.D., LTC, MC
Key Words: | John D. Cowan, M.D., MAJ, MC

{

{

Gynecologic cancer

Accumulative MEDCASE Est Accumulative @ Perlodic

Cost: OMA Cost: Review Results: Continue
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 toxicilties of DHAD as adminis-
tered in this Phase 11 Study.

Technical Approach: To be eligible for this study, patients must have a patho-
logically verified histologic diagnosis of ovarian (epithelial type), endome-
trial, or cervical (squamous cell type) carcinoma. All patients must have
rreasurable disease.

therapy will follow the schema outlined in the study protocol.

repress:  This is a new study.
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Detaill Summary Sheet

. Date: 29 Oct 81

Proj No:

SWOG

8030 Status: Ongoing

TITLE: —

Neck, Phase Il

Evaluation of DHAD in Advanced Squamous

Cell Carcinoma of the Head and

{ Start Date: 11 May 81

Est Comp Date: Unknown

Principal Investigator
J. Dean McCracken

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Oncology

Key Words:
Squamous cell carcinoma

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost*: Review Results: Continue
Objectives: To determine the response-rate and remission duration in patients !

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:

This is a new study.




Detail Summary Sheet

Date: 29 Qct 81 Proj No: SWOG 8031 Status: _ Ongoing .
TITLE:

Evaluation of DHAD in Refractory Multiple Myeloma, Phase II
Start Date: 11 May 81 Est Comp Date: Upknown .
Principal Investigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center _
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildr, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

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 toxicites 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. Patlents
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: This study was recently activated. Only four patients have been
accrued to date., Hewever, preliminary information shows evidence of in
vitro activity with this agent in myeloms in the myeloma stem cell assay.




Detatl Summary Sheet

Date: 29 Oct 81 Proj No: SWOG 8032 Status: Ongoing
ITTLE:

Evaluation of DHAD in Acute Leukemia, Phase Il
Start Date: 11 May 81 . Est Comp Date: Unknown _
Principal TInvestigator Facility
J. Dean McCracken, M.,D., COL, MC Brooke Army Medical Center
Dept /Sec: Associate Investipators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC
Acute leukemia
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: i+ Review Results: Continue

—

Objectives: To determine the efficacy of dihydroxyanthracenedione (DHAD) in
patients with adult acute leukemia, who have failed on higher prio.ity 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: Thirteen patients have been registered, but are too early to
evaluate.
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Detail Summary Sheet

Date: 29 Oct 81 Proj No: SWOG 8033 Status: _ Ongoing
TITLE:

Trial of m-AMSA in Sarcomas of the Bone and Cartilage, Phase I1

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 . Richard A. Shildt, M.D., LTC, MC
Key Words: 7 John D. Cowan, M.D., MAJ, MC
Bone sarcoma i

Cartilage sarcoma i

- | —
Accunulative MEDCASE Est Accumulative | Periodic

Cost: OMA Cost: Review Results: Continue

Objectiver To determine the efficacy of m-AMSA in producint regression or
remission in refractory sarcomas arising within the bone or cartilage.

lechnical Appreoach: All patients having histologically proven disease with
sony 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 ~he schema outlined in the study protocol.

Jrogress:  This study has just recently been activated. It is too early for
analvsis.




Detail Summary Sheet

Date: 29 Oct 81 Proj No: SWOG 8037 Status: Ongoing
TITLE:

Combined Therapies 1ur Squamous Cell Carcinoma of the Esophagus, Phase
II
Start Date: 22 May 81 Est Comp Date: Unknown
Principal Tnvestigator Facility
J. Dean McCracken, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Squamous cell carcinoma

Accumulative MEDCASE 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 1ife expectancy of 6 weeks or greater.

e w

Therapy will follow the schema outlined in the study protocol.

3 Progress: Nine patients have completed the study. Five had no cancer in

! resccted specimens. One patient, not really eligible for the study, was
treated according to protocol with an increase in radiation dose to 5,000
rads. This patient has a normal barium swallow nine months after treatment.
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Detail Summary Sheet

Date: 29 Oct 81 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
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Oncology
Key Words:

QOvarian cancer

Associate Investigators:
Richard A. Shildt, M.D.,, LTC, MC
John D. Cowan, M.D., MAJ, MC

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
ovarilan cancer.

infusion in patients with advanced

To define further the gualirative and quantitative toxicity of the

continuous Infusion of Velban.

lechnical Approach: To be eligible, patient

s must have histologically confirmed,

advanced, incurable ovarian cancer who are refractory to or ineligible for

treatment on Southwest Oncology Group protoc

mu~t have measurable disease and a 1ife expe

Therapy will follow the schema outlined

]

Yy
R ERYE

wress: This is a new study.

is too e

cls of higher priority. Patlents
stancy of six wecks or more.

in the study protocol.

arly for any evaluation at this




Detail Summary Sheet

Date: 29 Oct 81

Proj No:

SWOG 8040 Status: Ongoing

TITLE:

Evaluation of Combination Chemotherapy (FAM-S) vs a Phase 1I Drug in

Pancreatic Adenocarcinoma, Phase II

Start Date: 22 May 81

Est Comp Date: Unknown

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC

Key Words:
Pancreatic adenocarcioma

John D. Cowan, M.D., MAJ, MC

Accunulative MEDCASE
Cost: OMA Cost:

Est Accumulative

Periodic
Review Results:

Continue

Objectives: To determine the response-rate and survival in pati: its 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 11 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: This is a new study. It 1s too early for analysis.
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Detail Summary Sheet

Date: 29 Oct 81

Proj No:

SWOG 8042 Status:  Ongofng

TITLE:

Evaluation of MGBG in Pancreatic Adenocarcinoma, Phase II

Start Date: 22 May 81

Est Comp Dete: Ugkpowy

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Medicine/Oncology

Aasociate Investigators:
Richard A. Shildt, M.D., LIC, MC

Key Words:

Pancreatic adenocarcinoma

John A. Cowan, M.D,, MAJ, MC

Accunulative MEDCASE Est Accumulative Periodic
Cost: 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 deiermine the qualitative and quantitative toxicities of MGBG when

given or this schedule.

Technical Approach:

Patient eligibility is as stated in SWOG 8040.

Therapy will follow the schema outlined in the study protocol.

This 18 4 new study.

Svogress:

No reportable data are available.




Detail Summary Sheet

Date: 29 Oct 81 Proj No: SWOG 8043 Status: Ongoing
TITLE:
Evaluation of DHAD in Pancreatic Adenocarcinoma

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 Richard A. Shildt, M.D., LTC, MC
Key Words: John D. Cowan, M.D., MAJ, MC

Pancreatic adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objectives: To determine the antitumor activity of DHAD, as determined by
response-rate and duration of response, used in a single dose scl.~dule 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 eleigibility 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, 5-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: This is a new study.
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Detail Summary Sheet

Date: 29 Oct 81 Proj No:

SWOG 8051 Status:  Ongolng

TITLE:

Evaluation of L-Alanosine in Acute Leukemia, Phase 11

Start Date: 25 Sep 81

Est Comp Date: Unknown

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept /Sec:
Department of Medicine/Oncology

Key Words:
Acute leukemia

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

L.~-Alanosine
Accumulative MEDCASE  FEst Accumulative
Cost: __OMA Cost:

Periodic
Review Results: Cont inue

Objectives: To determine the antirumor activity of lL-alanosine as determined
by reasponse-rate and duration of response in patients with acute leukemia who

ave not eligible for higher priority studies.

To determine the nature and degree of toxicity of this drug.

Ivohrical Approach: Patients with acute leukemia, either lymphocytic or non-
ivmplhocytic, not eligible for higher priority Southwest Oncologv Group studies

are eligible. Patients must have at least =

ceukemic cells.

307 cellular marrow aund 307

iherapy will follow the schema outlined in the study protocel.

“rovress: This 1s a new studv.




Detail Summary Sheet

bltk'_: 7 29 Oct 81

" Proj No: SWOG 8066

Status:  Ongoing

TITLE:  Adjuvant Intrahepatic Chemotherapy
Combined with Hepatic Radiation in High Risk
Colon, Phase II-Pilot

with Mitomycin-C and 5-FU
Patients with Carcinoma of the

Start Date: Jan 81

Est Comp Date: Unknown

Principal Investigator
J. Dean McCracken, M.D., COL, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Oncology
Key Words:

Carcinoma of colon

Associate Investigators:
Richard A. Shildt, M.D., LTC, MC
John D. Cowan, M.D., MAJ, MC

Accumuliative MEDCASE Est Accumulative
Cost: OMA Cost:

Periodic

Review Results: Continue

Objective: To determine the toxicities of combined intra-arterial chemo-
therapy with hepatic radiotherapy in patients after total clinic.! 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: To date two patients have completed the treatment outlined in
the protocol and are disease-free; they did not suffer any acute toxicities

from the treatment.
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Detail Sununary Sheet

Date: 29 Oct 8§l ‘Proj No: SWOC 8090 Status:  Terminated
TITLE: )

A Descriptive Study of Chemotherapy Drug Extravasation and Treatments
Commonly Instituted Among the Southwest Oncology Group, Ancillary Study

Start Date: 1 Apr 82 | Est Comp Date:

Principal Investigator Facility

Rosemary Madden, CPT ANC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:

Department of Medicine/Oncology
Key Words:
Ancillary Study

Aocerulative MEDCASE Est Accumulative Periodic
Cost: __OMA Cost: _ Review Results:

Objectives: To provide descriptive information about extravasation of commonly
nsed chemotherapeutic agents in humans, including correlation between local
tissoe damage and dose of medication, concentration of medication, and factors
it nattents' phvsical status.

To provide doescriprive in? roition abont treatments commonly used in the
Seushwenr Oncoloyy Group for drag extravasosoion.

chptoal Appraas b Any anie or female aduit patient who is cecelving tacrae-
“voms chemotherapy and has wvidence of an extravasation is elipgible tor the

Do ross: Thie study wss not started due to trauster of priucipal fovesti-
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Detail Summary Sheet

Date: 29 Oct 81 Proj No: SWOG 8092 Status: Ongolng
i 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: Assoclate Investigators:
u Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC !
Key Words: John D. Cowan, M.D., MAJ, MC !

Human tumor cloning system

Accumulative MEDCASE Est Accumulative Periodic i
Cost: OMA Cost: Review Results: Centinue
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 tlierapy in a cooperative group setting.

Technical Approach: Eligible patients must have a pathological diagnosis of
epithelial-type ovarian cancer 1n pleural or peritoneal fluid. Patients
should have measurable disease and a life expectancy of at least three months.

Progress: This is a new study.




Detail Summary Sheet

Date: 29 Oct 81
TITLE:
Rudlotherapy with and without Chemotherapy for Malignant Mcsothelioma

Localized to One Hemithorax, Phase 111

“Pfoj No: SWOG 8094 Status: Ongoing

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: Assoclate Investigators:
Department of Medicine/Oncology Richard A. Shildt, M.D., LTC, MC
Key Werds: John D. Cowan, M.D., MAJ, MC
Mesothelioma

Accusulative MEDCASE st Accumulative Periodic

Lost: 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
hemithoraclc radiotherapy for Stage 1 pleural mesothelioma.

To further define prospectively the efficacy of radiotherapy to the
involved hemithorax 1n patilents with pleural mesothelioma.

Technical Approach: Eligible patients will have histologically confirmed
malignant mesothelioma of the pleural cavity. Fatients with measurable dis-
¢asce 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.

Prowress: This 1s a new study.
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Detail Summary Sheet
Date: 26 Oct 81 Proj No: GOG 20 Status: Ongoing

TITLE: A Randomized Comparison of Adriamycin vs No Further Therapy in
Patients with Uterine Sarcomas, Stage I and 1I, Phase I1I

Start Date: FY 81 o Est Comp Date: Unknown

Principal Investigator Facility
Milton H. Leman, M.D., COL, MC Brooke Army Medical Center

Dept/Sec: Associate Investigators:

Department of Obstetrics and Gynecoly

Key Words: ]

Uterine Sarcoma

Adriamycin

Accumulative MEDCASE Est Accumulative Periodic

Cost: ~ OMA Cost: Review Results: Continue

b%jvvtivé?_'To determine if adjuvant chemotherapy will improve the cure rate

in uterine sarcomas, Stape 1 and IL.

i

covimical Approach: Parients with histologically proven sarcomas of the uterine
~orpus will be considered if they have Stage 1 or Stage II discase ~linically,
and (¢ they have no known gross residual disease following surger:. Preopera-
f or postoperative pelvic radictherapy may be given at the discretion of the
fut a decisisn eheut this mode of therapy must be made

14

TR
<

o, soipal dnvestigator,
Ly o toootne chemotherapy randosidaation,

Vherapy will follow rthe schemo cutiined in the study protocol.

There 1s no significant ditference in survival and progression-free

Pregress:
Moreover, Montel-tlaentzel techniques

interval between the two program:.
adjusting for such carameters as stape, nistoiogy, prior radicotherapy and
sarions combinations nf theso three have been employed, revealiny ne treatment

ditforence.

240




Detail Summary Sheet

Date: 26 Oct 81 Proj No: GOG-24 Status: Ongoing

TITLE: Treatment of Women with Cervical Cancer Stage IIB, I1IB, 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

!
~
1
!
i

Principal Investigator Facility -
Milton H. lLeman, M,D., COL, 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: 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: Preliminar analysis suggests that C-parvum does not add any thera-
peutic effect as an adjuvant to radiotherapy in this patient population.
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Detail Summary Sheet

Date: 26 Oct Bl Proj No: (0G-25 _ _ Status:  Ongoing

TITLE: A Randomizedfegaggrison of Melphalan Therapy Alzﬁgcggihﬂphulan plus
Immunotherapy (C. Parvum) in the Treatment of Women with Stage I11 (Optimal)

Epithelial Carcinoma of the Ovary (Phase Il)

Start Date: FY 78 . _, . Est Comp Date: Unknown
Principal Investigator Facility
Milton H. Leman, M.D., COL, MC Brooke Army Medical Center

Dept/Sec: Associate Investigators:
Department of Obstetrics and Gynecology

Key Words:

Epithelial carcinoma, ovary
Imnunotherapy

C. Parvum

Accumulative MEDCASE ~  Est Accumulative | Periodic
Cost: o OMA Cost: Review Results: Continue
Objective: ‘To determine the efficacy of ad]uvant nonspe(iflc immunotherapy
to standard alkylating agent therapy in patients with Stage I[I1 optimal

carcinoma of the ovary.

Technical Approach:  Patients in "optimal’ category (3 em or less greatest
diameter of residual tumor(s) with proven primary Stage I[I1 epithelial cancer
of the ovarv) who have undergone tumor-reductive surpey will be included in
the study.

Therapy will {ollow the schema outlined in the study protocel.

“ropress:  There is no signiticant Jdiffercice when the duragion of progres-
sion-free interval and survival arve compared by therapy. When progress-frec
interva® and surviva' are compared by size of resldual tumor at surgery, both
iree highly statisti 1ty sfeutftc ar.  Hewever, ft 1s too early to <raw anv

conctusions,




Detail Summary Sheet

Pate: 26 Oct 81
TITLE:
Master Protocol for Phase II Drug Studies in Treatment of Advanced,

Recurrent Pelvic Malignancies.

__Proj No: GOG-26 Status: Ongoing

Start Date:  FY 78 Est Comp Date: Unknown
Principal lavestigator Facility o
Milton H., Leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators: T
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 Il 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 malignanciles. 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 Yoshl 864,

Progress:  Cis-platinum has marked activity as first line chemotherapy of

squamous cell carcinoma of the cervix and is active as second line therapy
of advanced ovarian carcinoma at the dose and schedule tested. The drugs

appears to be inactive against endometrial carcinoma but mav have limited

activity in the therapy of sarcomas and cervical adenocarcinomas.

Because of the demonstrated activity of Cis-platinum in squamous cell
carclnoma of the cervix, a phase III study comparing three different regi-
mens of Cis-platinum in advanced squamous cell carcinoma of the cervix was

activated as GOG 43.




GOG 26 (continued)

Because of the demonstrated activity of Cis-platinum in epithelial
ovarian carcinoma, protocol GOG 47 was activated comparing Adrimycin plus
Cyclophosphamide plus Cis-platinum with Adriamycin plus Cyclophosphamide.

VP-16 - VP-16 appears to have minimal activity against ovarian adeno-
carcinoma and insignificant activity against squamous cell carcinoma of
the cervix at the dose and schedule tested.

Galacticol - Complete and partial remissions in carcinoma of the cervix
have been 19% which is encouraging enough for future studies, possibly I(n
combination 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 continues at 24+ months; the other relapsed 15 months after entry.

Baker's Antifol - Although limited activity is noted, this drug is not
as useful as more conventional drugs and probably will not add to current
therapeutic regimens.

IRCF - IRCF appears to have moderate activity in squamous cell carcinoma
of the cervix at the dose and schedule tested despite induction of significant
myelosuppression., Results of this study will be used to determine the future
role, 1f any, of TCRF-159 in the treatment of gynecologic cancer either alone
or in combination with other drugs.

AMSA and YOSHI - [t s too early to evaluate the results. When these
are obtained, they will be used to determine the future role, if any of AMSA
and YOSHI in the treatment of gynecologic cancer either alone or in combina-
ticn with other drugs.




Detail Summary Sheet

Date: 27 Oct 81 Proj No: GOG 31 Status: Ongoing

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: Unknown
Principal Investigator Facility o
Milton H. Leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Obstetrics and Gynecology

Key Words:

Cervical neoplasia

Cryosurgery

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue

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.

Technical 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: Median follow-up for the evaluable patients on this study is only
13.5 months; consequently, it is still too early to perform a meaningful
analysis.
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Detail Summary Sheet

Date: 27 Oct 81 . __Proj No: GOG 32 Status:,A;pugolqg___;;:
TITLE:

A Radomized Comparison of Surgical Conization vs Cryosurgery in Patients
with Extensive Grade 3 Cervical Intraepithelial Neoplasia.

Start Date: FY 79 o Est Comp Date: Unknown
Principal Investigator Facility

Milton H. Leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:

Department of Obstetrics and Gynecology
Key Words:
Cervical neoplasia

Cryosurgery
Accumulative MEDCASE  Est Accumulative Perindic :
Cost: OMA Cost: Review Results: Continue

]
Objective: To evaluate and compare the immediate and long-term effectiveness
of outpatient cryosurgery to the standard cold-knife conization in the treat-
Tent 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 parients must have a lesion which can be completely delineated through the
~olposcope. The lesion should involve at least two quadrants of the portio.

o : patients with the following histologic diagnosis will be eligible: severe
4y »lasia and carcinoma in situ.

Therapy and randomization will follow the schema outlined in the study
protorol.

“ropress: It 1s too early to draw comclusions. The r .ccor s bteen modified
to allow more time (12 weeks) from tissuc diagnosis tc entry into protocol.
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Detail Summary Sheet

Date: 27 Oct 81 Proj No: GOG 33 Status: Completed
TITLE:

A Clinical-Pathologic Study of Stage I and II Carcinoma of the Endometrium.
Start Date: FY 79 Est Comp Date: Unknown
Principal Investigator Faclility T
Milton H. lLeman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:

Endometrial carcinoma

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: . Review Results: Continue
Objective: To determine the incidence of pelvic and aortic lymph node metas-
tases and the relationship of these node metastases to other impur’ nt prog-
nostic factors.

Technical Approach: All patients with histologically proven endometrial car-
cinoma clinical FIGO Stage I and II who are medically suitable for hysterectomy
and lvmphadenctomy are eligible for this study.

Therapy will follow the schema outlined in the study protocol.

Propress: Preliminary evaluation would tend to indicate that this larger
study verifies the findings of the pilot study. It would appear that this
study could define the surgical procedure required for optimal evaluation
of endometrial cancer.
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Detail Summary Sheet

Proj No: GOG 34 Status: _ Ongolng

| Date: 27 Oct 81 .
TITLE: A Randomized Study of Adriamycin as an Adjuvant After Surgery and
Radiation Therapy in Patients with High Risk Endometrial Carcinoma, Stage 1,
and Occult Stage II.
Start Date: = FY 78

. Est Eiﬁﬂg‘ﬁagc;_w}ﬁlggggg

Principal Investigator 7 Facility
Milton H. Leman, M.D., COL, MC | Brooke Army Medical Center ____
Dept/Sec: Assoclate Investigators:

Department of Obstetrics and Gynecology
Key Words:

Endemetrial carcinoma

Radiation therapy

Adriamycin

Accumulative MEDCASE ~ Est Accumulative Periodic
Cost: i OMA _ost: Review Results: Continue

I a1 various tumor growth patterns as well as treatments.

fechnieal Approach:  All patients with primary, previously untreated, histo~-

togtlcally confirmed iuvasive carcinoma of the endometrium Stage [, and Stage
‘1 oooult, all grades, with one or more of the following high risk criterin
sre eligibler (1) all lesions with equal to or greater than one-half myo-

‘a1l involvement: (2) positive pelvic and/or para-acrtic nodes; (3) wmicro-

cvidence of cervical invelsement bat uo gross clinical involvement of

tiee corvia.  The following tvpes of histologically confirmed uterine carcinomz i

clbicibhle: adenocarcinena, adenoacanthoma, adenosquamous carcinoma.

[terany will follow the schema outlined in the study protocol.

It is tuo early to draw any meaningful conclusions from the data

Troewress:

rvaitable.
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Detail Summary Sheect

Date: 27 Oct 81 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

Milton H. Leman, M.D., COL, 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 lesi..:, 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

determined to be Stage I through IV are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: It is too early to evaluate the data obtained from this study.




F Detail Summary Sheet

Proj No: GOG 37 Status: Ongoing

Date: ~ 27 Oct 81 ,
TITLE: Randomized Study of Radiation Therapy vs Pelvic Node Resection for
Patients with Invasive Squamous Cell Carcinoma of the Vulva Having Positive

Groin Nodes. e -
Start Date: FY 78

Est Cdﬁﬁ;ﬁgagz Unknown

Principal Investigator Facility
Milton H. Leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:

Department of Obstetrics and Gynecology
Key Words:
Squamous cell carcinomz of vul-a

Acvumulative MEDCASE Est Accumulative Periodic
GCose: OMA Cost: Review Results: Continue
Objertive: To determine che benefit and morbidity of adding adjunctive radia-
tion therapy to pelvis and groin {or patients with positive groin nodes at

radical yvnlvectomy and bilateral groin dissection.

covhinical Approach:  All patilents with primary, previously untreated, histo-

togically confirmed squamous cvell carcionoma of the vulva such that radical

nlvectomy suffices to remove all of the local lesion and whose surgery

~vvealed that there were nodes in the vrein on one or both sides containing
ratic carcinoma are elivible.

Therapv will follew the schema outlined in the study protocol.

Crogress: Mo reportable data are available at this t inie.
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Detail Summary Sheet

Date: 27 Oct 81 Proj No: GOGC 40 ~Status: _ Ongoing

TITLE:
A Clinical-Pathologic Study of Stage 1 and II Uterine Sarcomas.

Start Date: FY 79 Est Comp Date: Unknown
Principal Investigator Facility

Milton H. Leman, M.D., COL, 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 incldence of pelvic and aortic lymph node metas-
tases associated with Stage I and IT uterine sarcomas, the relationship of
these node metastases to other important prognostic factors such as mitctic
index of the tur:r, 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: 1t is too early for meaningful analysis of data.
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Detail Summary Sheet

Date: 27 Oct 81
TITLE:
Surgical Staging of Ovarian Carcinoma.

_Proj No: GOG 41 __  Status: _Ongoing ____

Start Date: FY 79 Est Comp Date: Unknown
Principal Investigator Facility

Milton H. Leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:

Department of Obstetrics and Gynecology
Key Words:
Ovarian carcinoma

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
samnling, and biopsy.

To establish a surgical protocol for patients entered into GOG ovarilan
cancer treatment protocols.

1o determine the complication rate of the procedures.

Technical Approach: Patients with all histologic types of primary ovarian
..mrcer are eligible, including epithelial tumors, germ cell tumors, stromal

t ‘2, and all others. Patients must be entered within two weeks of the
Tas suraery.
Therapy will Tollow the schema outlined in the study protocol.
“roperess:  There are presently insufficient data to permit a detailed analysis.

ni-1al resulis indicate a good correlation between reported stage and surgical
stage for stage 1. 11 and IIT patients.
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Detail Summary Sheet

Datce: 27 Oct 8L

TITLE: T T T
Treatment of Recurrent or Advanced Uterine Sarcoma. A Randomized Com-

parison of Adriamycin vs Adriamycin and Cyclophosphamide, Phase 111.

'iﬁij No: GOG 42 Status: Ongoing

Start Date: FY 79 Est Comp Date: Unknown
Principal Investigator Facility

Milton H. Leman, M.D., COL, 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
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.

Technical Approach: Patlents with primary Stage 111, 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: Thirty-three patients have measurable disease. To date, there
has been 1 complete response, 5 partial responses, 9 progressions and 18 with
stable disease. The regimens are well tolerated.




Detail Summary Sheet

Date: 27 Oct 81 Proj No: GOG 43 __Status: Ongolng
TITLE: A Randomized Comparison of Cis-platinum 50mg/m2 IV Every J} wecks vs
Cis-platinum 100mg/m2 IV Every 3 weeks vs Cis-platinum 20mg/m2 IV bally x 5
Days in Treatment of Patlients with Advanced Carcinoma of the Cervix, Phase II1.

Start Date: FY 79 ; Est Comp Date: Unknown
Principal Investigator Facility

Milcton H. Leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Obstetrics and Gynecology

Key Words:

Carcinoma of cervix

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue
Objectives: To confirm the effectiveneass of cis-diamminedichloroplatinum
(DbP) in advanced and recurrent squamous cell carcinoma of the cervix no
lonper 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 carcinocembryonic
antigen (CEA) levels in determining extent of disease, response to treatment,
and in predicting treatment failure.

Te- ' nical Approach: Eligible patients must have histologically confirmed,

lo. -1lv 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

nrotocol.

Progress: There is no significant difference in response when the three regi-
mens are compared. Median time to response for regimens A, B and C is 2.5,

-! 1.9 and 2.4 months, respectively. Survival by response category shows a
significant difference at the .00l level. ‘




Detail Summary Sheet

Date: 27 Oct 81 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 Ianvestigator Facility i
Milton H. Leman, M.D., COL, 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 2), chorio-
carcinoma, and malignant mixed germ cell tumors of the ovary, Stages I and 1T
after total removal of all gross tumor.

To evaluate the role of gserum 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 r2sponse,
predicting relapse and planning further therapy.

Technical Approach: Patients 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. Patilents with early Stage III disease will be
accepted 1if all gross tumor is resected.

Randomization and therapy will follow the schem:: outlined in the study
protocol.

Progress: Twenty-two patients have had second-look operations performed; 16
were negative, four were positive, and two had mature teratoma. Of the five
posit ive second-looks, two had endodermal sinus tumors, one had embryonal
carcinoma, and one had a mixture of rare ovarian components. 1In addition to
these four, there are four other failure, three of whom had had negative
second-look operations. All patients are alive.
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betafl Summary Sheet

Date: 27 Ocr 8L __ iruj No:
TITLE:
Evaluation of Vinblastine, Bleomycin, and Cis-platinum in Stage 111 and

IV_and Recurrent Malignant Germ Cell Tumors of the Ovary, Phase 1II.

Start Date: FY 79 i1 Est Comp Date: Unknown
Principal Investigator Facilicy
Milton H. Leman, M.D., COL, MC | Brooke Army Medical Center

Dept/Sec: 1 Assoclate Investigators:
Department of Obstetrics and Gynecology MJ
Key Words:

Malignant germ cell tumor ~f ovary

Acrume l:tive MEDCASE  Ust Accumulative | Periodic

Cost: __ 0OMA Cost: | Review Results: Continue __

NDbjectives: To evaluate the effect of four cycles of combined Vinblastine,

Bleomyein and Cis-platinum (VBP) chemotherapy in the management of patients

with endodermal sinus tumor, embryonal carcinoma, immature teratoma (all

prades), choriocarcinema, and malignant germ cell tumors of the ovary with
cvanced o recurrent disocase, fncompletely resected.

't evaluate the role of serua markers, <-opecially alpha-fetoprotein
{4l P) oud hwuman chorion’s pondantropin (beta JCC), when these are present,

3 to pooedicting response  wd o coelapse.

lo determine the role of rostooing lasacotormy in patients in ~)inical
e rion, in assessing eonpdlelonsss b reroase, ard o planning further

i .
Ve

co o wvalunie aue oupas e the effect of Yineristine, Dactinomvein and
U torbosphamide (VAC) chemotberapy in patients tound to have persistent
Claseare at tbhe time of restagine laparotony.
Cy ‘

{

‘wterm!ae tne need for maintenance Vinblastine therapv in patients

~oaoel ddges e vt wegragine Ianarctomy.,

Yool Approach:  Patients with histologlcally confirmed malignant germ
“mors of the ovary with adoanced (Stave 117-TV) or recurrent disease,

1 vesecte!, excludine -« ionte ith rore dysperminoma (mature or

L

seamplets
snaplastic) are eli,.ole. Patic o with tueomp otely resected Stape 1l
viscase and patients proviousi, created with Vincristine, Dactinomycin and
Cveloohosphamide are ai-o ligible.

Therapy will follow the schema outlined in the study protorol.

fpopress:  There con' inees to be considerable toxicity; however, early

' AETURTIE S TSI FEAN




Detail Summary Sheet

Date: 27 Oct 81 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(1) Gl and
IB(1) G1) Epithelial Carcinoma of the Ovary, Phase III.

Start Date: FY 79 Est Comp Date: Unknown

Principal Investigator Facility

Milton H. Leman, M.D., COL, MC Brooke Army Medical Center 1
Dept/Sec: Associate Investigators: :
Department of Obstetrics and Gynecology :
Key Words:

Epithelial carcinoma of ovary

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results: Continue i
Objective: To evaluate the relative effectiveness of Melphalan vs intraperi-
toneal Chromic Phosphate as adjuvant therapy in Stage I exclusive .. Stage IA
(1) G1 and Stage IB(1) Gl 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; 1IB(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
protoucoit.

Progress: It 1s too early to draw any conclusions.

s e
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Detail Summary Sheet

Date: 27 Oct 81 ~ Proj No: GUG 47 Status:  Ongoing

TITLE: A Randomized Study of Adriamycin + Cyclophosphamide vs Adriamycin +
Cyclophosphamide + Cis-platinum in Patients with Advanced Ovarian Adenocarci-

noma - Suboptimal Stage TI, Stage IV and Recurrent, Phase III.

Start Date: FY 80 e —1rk§} Comp Date: Unknown —
Principal TInvestigator 1 Factlity -
Milton H. Leman, M.D., COL, MC | Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:
Department of Obstetrics and Gynecology

Key Words:

QOvarian adenocarcinoma

Accumulative MEDCASE Est Accumulative Periodic

Cost: 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, suboprimal Stage I1I and recurrent ovarian adenocarcinoma.

To determine the frequency and duration of true complete remission
using these regimens as ‘udped ot cecond-look laparotromy.

Techuical Approach: Paiients who have been diagnosed as Stage IV and suboptimal
Stape III primary ceses together with all recurrent cases are celigible. Both
patients with measurable dicease and patlents without measurable disease, as a
separate category, will be evaluated.

“herapy will follew the schema outlined in the study protocol.

outeas:  To date, there is no survival difference. The addition of Cis-
Tarinum appears to significantly influence response and progression-free
interval but at this relatively envly dat: there are stil] many censored

ohservations.




Detail Summary Sheet

Date: 27 Oct 81 Pro) No: GOG 48 Status: Ongoing _
TITLE: A Study of Progestin Therapy 2nd 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

Milton H. Leman, M.D., COlL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Obstetrics and Gynecclogy

Key Words:

Endometrial Carcinoma

Accumulative MEDCASE 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 pricr hormonal
therapy.

To compare a combination of adriamycin and cyclophosphamide to adriamycin
alone as therapy for advanced or recurrent endometrial carcinoma which ne
longer responds to or has failed to respond to progestins in patients who have
received no prior cytotoxic drugs.

Technical Approach: To be eligible for entry on this study, all patients must
have documented primary Stage I1I, primary Stage IV, recurrent or residual
endometrial adenocarcinoma, adenocacanthoma or adenosquamous carcinoma. Those
patients with positive cytology as evidence of spread are eligible as non-
measurable disease cases.

Therapy will follow the schema outlined in the study protocol.

Progress: No reportable data are available at this time.
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Detail Summary Sheet

Date: 27 oct & Proj No: GOG 49 " Status: Ongoing
TITLE: A Sur.oi- al-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 8L | Est Comp Date: _Unkuown _
Principal Investigator Facility

Milton H. Lemun, M.DL., COL, MC Brooke Army Medical Center
Dept /Sec: Assoclate Investigators:

Department of Obstetrics and Gynecology
Key Words:
Invasive carcinoma

Cervix
ACamnative MEDUASE Est Accumulative Periodic T
Cost: OMA Cost: Review Results: Continue

hbicrtives: To determine By observations of the 5-year survival and disease-

tree interval, the validitry of current FIGO staging to the histopathologilc

svognostic factors of size of lesion, location of lesion, depth of invasion

ot tumor, in miJlimeters, histology and grade, growth pattern, and site and
wher of positive ivaph nodes in Stage TB carcivoma of the cervix.

I'o rapidly accumulate prospe.:ively st unificaut surglcal pathologic data
wihteh wonla expedite development of {urther protocoels,

o determine morhidity ¢t primary radical surgicel therapy.

'n determine 17 radiaticn therapv wil! inprove survival in selected
R s with positive nod s

‘Al Appieach: ALl patients with primary. previously untreated, histo-
S .oal’ s confirmed, invasive carcinoma of the cervix (squamous cell, adeno-
Corciroma or adenosqramons) are < liwible. Patients must have had a pelvic

ant pava-gereie lvmphadencetomy.

“tooapy wilt tollow the wchews ovtlined in the study protocoel.

vowress:  This is o ow «tudy. Vo reporiable ¢ota are available.




Detail Summary Sheet

Date: 27 Oct 81 Proj No: GOG 50 Status: Ongoing
TITLE: _

A Study of Adriamycin as Postoperative Therapy for Ovarian Sarcoma, Pri-
mary oir Recurrent, with No Prior Chemothera Phase TI11. B
Start Date: FY 81 Est Comp Date: Unknown o
Principal Investigator Facility
Milton H. leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Obstetrics and Gynecology
Key Words:

Ovarian sarcoma
Adriamycin

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results: Continue
Objectives: To evaluate the efficacy of Adriamycin in the treatment of ovarian

sarcomas, primary or recurrent, through historic controls.

Tc accumulate additional srugical-pathological data rclative to ovarian
sarcomas.

Technical approach: All patients must have histologically confirmed primary
Stage I-1IV 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
diseise postoperatively. The endometrium must be examined to exclude an
endometrial origin of tumor.

Patients with primary Stage I-1V disease must be entered and protocol
therapy begun within six weeks of surgery. Patients witn recurrent disease
must be entered and protocol therapy begun within six weeks of documented
recurrence.

Prouress: This is a new study. No reportable data are available.




Detail Summary Sheet

Date: 27 Oct 81 ___Proj Na:r GOG 51 ___ _ Status:  Ongolug ___
TITLE: A Randomized Comparison of Droperidol versus THC in the Treatment of
Nausea and Vomiting Produced by Cis-platinum Chemotherapy for Gynecolopic

Malignancies.

Start Date: Fy 8L T Est Comp Date: Unknown
Principal Investigator Facility

Milton H. Leman, M.D., COL, MC Brooke Army Medical Center
Dept/Sec: Associlate Investigators:

Department of Obstetrics and Gynecology |
Key Words:

THC (Delta-9-Tetrahydrocannabinol)
Droperidol (Dehydrobenzperidol)

Cis-platinum
Accomulative MEDCASE  Est Accumulative Periodic o
Cost: OMA Cost: Review Results: Continue

Objective: To evaluate the effectiveness of Droperidbl and THC as anti-emetic
ayvents in chemotherapy of gynecologic malignancies treated with Cis-platinum.

‘ochnical Appraoch:  Patients with gvaecolosic malignarcies who recelve Cis-

clatinum as 2 single agent are eligible., Patients will be randomized to

oav of two treatment groups.  Group 1 will receive THC by mouth during two

vourses of chemotherapy, and theu take droperidel by injection for twoe caemo-
therapy courses. Group 2 will recvelve droperidol by injection for two chemo-
Yerapy courses and then THC by mout during two ccurses of chemothurapy.

R i s is 0 new  todv oodats are avatiable.
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Detail Summary Sheet

Ddlb:rfﬂijiﬁiiigi:r--“ Proj No: 7601 - Status:  Ongoing
TITLE:

Ovarlan Cancer Study Group Protocol for Selected Stage 1Al - [Bi Ovarian
Cancer (YWell and Moderately Differentiated).

Start Dd(L FY 79 Est Comp Date: Unknown L
Principal linvestigator Facility

Milton H. lLeman, M.D., COL, MC Brooke Army Medical Center
Dept/3ec: Associate Investipators:
Department ot Obstetrics and Gynecology

Key Words:

ovarian cancer

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

Oh]?l'l”'s "To define the natural history (relap:e rate, relapse site,
relapse free survival) of patients treated by surgery alone.

To determine wherher prophylactic, adjuvant chemotherapy with melphalay
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.

Te determine the patterns of relapse for each form of therapy.

To establish the value of various staging parameters on the stage of
disevase and 1ts natural history.

Technical Approach: All eligible patients must have a histopathologic diag-
nosis of common epithelial ovarian cancer of one of the foil:wing types:
serous, mucinous, and those listed in Appendix 1 of the protocol. After
definitive staging prncedure, if the patient is a selective Stage IAl, or
1B1{, and the histologic grade is well or moderately differentiated, the
patient 1s ecltgible.

Therapy will follow the schema outlined in the study protocol.

Progress: No reportable data are available.
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Detait Somreay Steet

27 Oct 81 Feof N /002 Status:  Ongolng

Dace:
TITLE:

Ovariluan Cancer Study Group Protocol for ALl Stape 1C and I (A,B,C) aund
Sel~cted Stage TAiil and IBii Qvarian Cancer. - .
Start Date: FY 79 S 1_Est Comp Date: Unknown
Principal Investigator ‘ T Facility T
Mileoh H. Leman, M.D., COL, Mc | Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Obstetrics and Cvnecolopgy
Key Words:

Ovarian cancer

Voo Tative MEDC Est Accumulative T Periodic
AR OMA Cosrt: | Review Results: Continue

i tives;  To def 'ne the aatural history (relapse rate, relapse sites,

st free survival, repression rate, duration of regression) of patients

Lot aroers v s el chossthevapy or chemotherayy plos radiztion
l/
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APPENDIX C |
POLYCYTHEMIA VERA STUDY GROUP |




Detail Summary Sheet

Dater 13 Oct B Prol Ne: PVSG S T Staras: THermiwated
TITLE:

Treatment of Thrombosis in Patients with Polycythemia Vera.

Start Date: FY 79 Est Comp Date:

Principal Investigator Facility

Ray 0. Lundy, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:

Department of Medicine/Hematology
Key Words:

Thrombosis

Polycythemia Vera

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To determine whether phlebotomy in conjunction with antiaggre-
gating agents can decrease the frequency of thrombotic complications in
patients with PV to the level in patients treated with 32P.

Technical Approach: uniy those patients who have well-documented, active

polycyrhemia vera, as demonstrated by rigorcus diagnestic studies designed

o eliminate spurious (stress) polycythemia. anoxic erythrocytosisz, or erythro-

> »wis secondary to increased ervthropoietin, or erythrocytosis w:thout addi-
~1 cvidence of myeloproliferative disease either past or present, wiil be

pinle for this study.

1
g

Therapy will follow the schema outlined in the study protocoi.

roocvess: At the Group meeting, March 1981, it was reported that there were

; thrombotic events in the aspirin/Persantine arm as compared to 2 thrombotic
events in the 32-P arm. The one year major thrombotic complication rate on

the pirlebotomy arm of the study was 8% in comparison to 8.4% on the aspirin/
Percintine arm. At the end of two years the major thrombotic incidence rate

was equal, being approximately 12%Z. However, there had been a major increase

in the incidence of hemorrhagic events in the aspirin/Persantine arm (6 vs 0).
Accordingly, it was recommended that this protocol be closed to patient accrual
and that those patients on the aspirin/Persantine arm be treated with phlebotomy
aione at the discretion of the individual investigator.
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Decail Summary Sheet

Date: 22 Oct 81 Proj No: PVSG 8 Status: Completed
TITLE:

Efficacy Trial Using Hydroxyurea (HU) in Polycythemia Vera.
Start Date: FY 79 Est Comp Date:
Principal Investigator Facility
Ray O. Lundy, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Hematology Glenn M. Mills, M.D., MAJ, MC
Key Words:
Polycythemia vera
Hydroxyurea
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:

Objective: To evaluate the efficacy of HU in patients of all ages with poly-
cythemia vera who have active disease and to assess the influence of HU upon

the symptoms and signs of active disease and upon the abnormal hematological

and biochemical manifestations of the panmyelosis that characterize this

condition.

Technical Approach: Only those patients who have well-documented, active
polycythemia vera, as demonstrated by rigorous diagnostic studies designed
to eliminate spurious (stress) polycythemia, anoxic erythrocytosis, or ery-
throcytosis secondary to increased erythropoietin, or erythrocytosis without
additional evidence of myeloproliferative disease either past or present,
will be eligible for this study.

Therapy will follow the schema outlined in the study protocol.

Progress: TInitial response was evaluated in 88 patients entered in the group-
wide study. Two patients who were previously untreated and four patients who
were treated had no response to this drug. Of 40 previously untreated patients
who had an initial response, response occurred from 5 days to 105 days after
therapy was started with a median of 17 days. For the 42 previously treated
patients who had initial response, response occurred from 6 days to 130 days

with a median of 14.5 days.

The study was closed to patient entry; however, all patients now on
hydroxyurea will continue to be followed.
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Detail Summary Sheet

Date: 22 Oct 81 Proj No: PVSG-12 Status: _ Ongoing
TITLE:

Hydroxyurea in Thrombosis.
Start Date: FY 80 ‘ Est Comp Date:
Principal Investigator Facility
Ray O. Lundy, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Medicine/Hematology Glenn M., Mills, M.D., MAJ, MC
Key Words:
Thrombocytopenia |

Myelofibrosis-myeloid metaplasia
Myeloproliferative disease

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

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: 1In 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
»n + secondary to some identifiable cause, i.e., infection, cancer etc., and
Patient must not have had a pre-existing cancer, other than skin cancer.

Therapy will follow the schema outlined in the study protocol.

Progress: Groupwide, there are 41 evaluable patients and 35 of these have
achieved a platelet count of <600,000, 27 of whom sustained this for a year.




Detail Summary Sheet

Date: 22 Oct 81

Proi 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

Ray 0. Lundy, M.D., LTC, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Hematology

g Key Words:

Myeloproliferative disorder

Associate Investigators:
Glenn M. Mills, M.D., MAJ, MC

other MPD protocols.

Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To obtain a clinical and laboratory data base on patients with

myeloproliferative disorders prior to the time they require treatment under

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

A three months) considered to have one of the myeloproliferative disorders
e~ outlined in the protocol are eligible.
!
Progress: Data on all patients entered into the myeloproliferative studies

have been transferred to Duke University for evaluation.




Detail Summary Sheet

Date: 22 Ot 81 Proj No:

PVSG~15

Status: Ongoing

TITLE:
Efficacy Trial Using Cyproheptadine and
Polycythemia Vera

Cimetidine for Pruritus in

Start Date: 10 Oct 81

Est Comp Date:

Principal Investigator
Ray O. Lundy, M.D., LTC, MC

Facility
Brooke Army Medical Center

Dept/Sec:

Department of Medicine/Hematology
Key Words:

Pruritus

Polycythemia Vera

Associate Investigators:

Periodic
Review Results:

Accumulative MEDCASE Est Accumulative

Cost: OMA Cost:

and H, blocing agents used concomitantly
pruritus of polycythemia vera.

Objective: To determine whether H

are efficacious in alleviating the1

Technical Approach: Any patient with polycythemia vera in remission, i.e.,
Het. of 40-45%, folloiwng treatment who suffers from persistant pruritus
which worsens with bathing or showering and which does not antedate the
cnset of stymptoms of polycythemia vera is eligible for this protocol.

Therapy will follow tiie schema outlined in the study protocol.

Progress: Patient accrual in this study has been slow. However, of those

parients entered on the study, the drug combination has been shown to be
efficacious in treating pruritus byt the number is still too small for a
definitive statement.




APPENDIX D
PEDIATRIC ONCOLOGY GROUP 1
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7376 Status: Ongoing
TITLE:

Evaluation of Natural History of Histiocytosis X in Childhood
Start Date: Feb “ @ 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: OMA Cost: | Review Results: Continue

Objective: To obtain information about the natural history of all forms of
histiocytosis X and histiocytic medullary reticulosis.

Technical Approach: All new patients with a blopsy-proven diagnosis of histio-
cytosis X should be registered for the study.

This study involves reporting on the results of examinations, tests, and
t* ::ment during the course of the disease. The examinations and tests are as
ou. lined in the study protocol.

Progress: For patients who developed progressive disease off therapy, the
time to appearance of the last new lesion ranged from 2 months to 8 years
with a median time of 1 year 8 months and a mean time of 2 years 4 months.

While detailed statistical analyses are not possible at this time,
the following has been noted: males dominate the nonprogressive group.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7607B Status: Completed

TITLE:
AD-CON-FU/Lithium in Children with Metastatic Solid Tumors

.n

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:

Solid tumors

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

Objective: To determine the response rates of the combination of AD-CON-FU/
Lithium in the treatment of solid tumors in previously treated or untreated
children.

Technical Approach: Patients with objectively measurable tumors with epithe-
lial tumors or previously treated sarcomas who are not eligible for other
intergroup studies are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: This study has been completed prior to approval by the BAMC
committees.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7612 Status: Ongoing
TITLE:

MOPP + Bleo vs A-CGPP with IF RT in Stage III1 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:
Hodgkin's disease

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objective: To compare the effectiveness of IF radiotherapy plus MOPP + Bleo
with IF radiotherapy plus A-COPP chemotherapy in treating Stage II1 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.

Progress: No significant difference (p = .46) exists between the two treat-
ment programs when compared by disease-free survival.
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Detail Summary Sheet

Date: 2 Nov 81 Pro{ No: POG 7617 Status: Completed

TITLE:
Combination Chemotherapy with Vinblastine Sulfate and Bleomycin Infusion
in Children with Metastatic Solid Tumors

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:

Solid tumors

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To determine the response rate of vinblastine sulfatc-hleomycin
combination in children with advanced metastatic solid tumors.

To determine the toxicity of this combination in children.

Technical Approach: All children under 18 years of age, previously treated,
with recurrent or metastatic solid tumors and Hodgkin's and non-Hodgkin's
lymphomas are eligible.

Progress: This study had been completed by the Pediatric Oncology Group
prior to BAMC approval. No reportable data are available.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7621 Status: Ongoing
TITLE:

MOPP vs OPP in the Treatment of Children with Recurrent Brain Tumars
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

ne nrior cherapy with either nitrogen mustard or BCNU. Patients must be

1t vears of age or under at the time of diagnosis.

Therapy will follow the schema outlined in the study protocol.

Progress: No reportable data are available at this time.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7623 Status: Completed
TITLE:

Evaluation of Systemic Regimens in the Treatment of Leukemia of Childhood
ALinC {12
Start Date: Nov 80 Est Comp Date:
Principal Investigato. Facility
Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:

Department of Pediatrics
Key Words:

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

Objective: To evaluate the desirability of prospective sepéfation of various
prognostic groups among newly diagnosed cases of pediatric lymph- ytic leukemia.
Within each group variations of treatment regimens are compared with respect to
the length of initial remission produced by each.

Technical Approach: Eligible patients must be under 21 years of age and have
the diagnosis of ALL, ASL, or AUL,

Therapy will follow the schema outlined 1n the study protocol.

Progress: No significant differences between the treatments were observed.
In terms of complete response rates, the p-values are .30 (treatment com-
, parison within good prognoais group) and .52 (treatment comparison within
poor prognosis group). There was no significant difference in disease-free
o survival between ALinC 11 and ALinC 12.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7703 Status: Terminated

3 TITLE:
3 Radiation Therapy with BCNU, DTIC, or Procarbazine in Malignant Brain
2 Gliomas, Phase III

Start Date: 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:
Brain glioma

Accumulative MEDCASE Est Accumulative Periodic
4 Cost: OMA Cost: Review Results:
Objective: Not applicable.

Technical Approach: Not applicable.

Progress: This study had been completed by the Pediatric Oncology Group
! prior to approval at BAMC.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7712 Status: Onpoing
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:

Acute lymphocytic leukemia

Accunulative MEDCASE Est Accumulative @ Periodic

Cost: OMA Cost: § Review Results:

Objective: To compare two therapies for CNS leukemia with respect to length
of CNS remission and CNS toxicity.

Technical Approach: Patients less than 21 years of age at time of initial
dlagnosis 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.

Progress: This 18 a new study.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7721 Status: Completed
TITLE:

Evaluation of Induction, Remission Maintenance with and without Periodic
Reinforcement, and CNS Prophylaxis in Acute Non-Lymphocytic Leukemia

Start Date: Nov 80 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:
Non-lymphocytic leukemia

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:
Objectives: Evaluation of a remission-induction program in previously
untreated acute non-lymphocytic leukemia (ANLL).

A chemotherapeutic regimen maintenance will be evaluated and the effects
of periodic reinforcement with this regimen will also be evaluated.

The effects on development of CNS leukemia and the effects on prolonga-
tion of remission maintenance by the addition of CNS prophylaxis will be
investigated.

Outcome by histologic subgroups will be evaluated in response to therapy.

Technical Approach: Patients under 21 years of age with a diagnosis of

acute myelocytic leukemia, acute myelomonocytic leukemia, chronic granulocytic
leukemia in blastic crises, erythroleukemia or other rare forms of myelocytic
leukemia are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: Duration of remission and survival by treatment group is as follows:
VAP, Tr 1 - median duration 47 and 61 weeks, respectively; VAP Tr 2 -~ 54 and 58
weeks, respectively; TG & Ara-C - 15 and 40 weeks, respectively.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7799 Status: Ongoing
TITLE:

Rare Tumor Registry for Childhood Solid Tumor Malignancies
Start Date: 25 Sep 81 i 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:

Solid tumor

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: To collect natural history data on malignancies which occur so
rarely that large series of patients cannot be accumulated at any ~‘agle 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 solic tumor is eligible for the atudy.

Progress: This is a new study.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7812 Status:  Ongoing
Anguidine in Central Nervous System Tumors
Start Date: 25 Sep 81 Est Comp Date: Unknown

Principal Investigator
Terry B, Pick, M.D., LTC, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Pediatrics

Key Words:
Central nervous sytem tumors

Associate Investigators:

Est Accumulative
OMA Cost:

Accumulative MEDCASE
Cost:

Periodic
Review Results:

Objective:

To determine the anti-tumor activity of anguidine in the treatment

of walignant brain tumors in children and adolescents relative to cliunical

response and survival.

Technical Approach:
as follows are eligible:

Patients with histologiczlly confirmed primary CNS tumors
astrocytoma, Grades III and IV; ependymoma, oligo-

dendroglioma; medulloblastoma and patients under 21 years of age with clinical
dlagncsis of recurrent brain stem glioma following radiation therapy are elibi-

ble.
ment of proven or likely higher efficacy.

Progress: This is a new study.
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Detail Summary Sheet

Date: 3 Nov 81 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: Assoclate Investigators:
Department of Pediatrics
Key Words:

Acute lymphocytic leukemia

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

Objective: To determine the clinical efficacy and toxicity of rubidazone
when used for the induction of remission in children with acute lcukemia.

Technical Approach: Patients 21 years of age or under with acute leukemia in

relapse, not eligible for protocols of higher priority, are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study.
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Detail Summary Sheet

Date: 3 Nov 81 Proj No: POG 7829 ) Status: Ongoing

TITLE:
Comparison of Two Dose Regimens of Intrathecal Methotrexate for CNS

Leukemia, Phase I1

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:

CNS leukemia

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

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.

Progresst This is a new study.




Detail Summary Sheet

Date: 3 Nov 81 Proj No:

POG 7834 Status: Ongoing

TITLE:

Second Induction Maintenance in Acute Lymphocytic Leukemia, Phase II1l

Start Date: 25 Sep 81

Est Comp Date: Unknown

Principal Investigator
Terry E. Pick, M.D., LTC, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Pediatrics

Key Words:
Acute lymphocytic leukemia

Associate Investigators:

Accumulative MEDCASE

Est Accumulative
Cost: OMA Cost:

Periodic
Review Results:

Objective: To determine in children in the first relapse of ALL ir 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
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: This is a new study.
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Detail Summary Sheet

Date: 3 Nov 81 Proi{ No: POG 7837 Status: Ongoing _

TITLE:

Evaluation of Systemic Therapy for Children with T Cell Acute

Lymphatic Leukemia, Phase I1II

Start Date: 25 Sep 81

Est Comp Date: Unknown

Principal Investigator
Terry E. Pick, M.D., LTC, MC

Facilicy
Brooke Army Medical Center

Dept /Sec:
Department of Pediatrics

Key Words:
Acute lymphatic leukemia
T-cell

Assoclate Investigators:

Accumulative MEDCASE Est Accumulative
Cost: OMA Cost:

Periodic
Review Results:

Objective: To evaluate the effectiveness of
chemotherapy plus CNS treatment for children

a program of sequential systemic
with untreated T-cell leukemia.

Technical Approach: Patients under the age of 21 with a diagnosis of T-cell
levkemia as defined by SOWG 7865 including all patients who have 20% or
greater E-rosetting leukemia cells are eligible.

Therapy will follow the schema outlined

Progress: This is a new study.
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Detail Summary Sheet

Date: *3 Nov 81 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

Terry E. 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:

Objective: To determine the clinical efficacy of rubidazone in the treatment
of malignant tumors in children with and without previous anthracyciine 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: This 18 a new study.
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Detail Summary Sheet

Date: 2 Nov 81 Proj No: POG 7865 Status: Completed _
TITLE:

Pilot ALinC 13C Acute Lymphoblastic Leukemia - Classification Portion
Start Date: Nov 80 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:

Acute lymphoblastic leukemia

Accumulative MEDCASE Est Accumulative Periodic

Cost: OMA Cost: Review Results:

Objectives: Subgroup classification of A.L.L. at time of diagnosis using a
variety of laboratory methods. The present study is designed to:

1) familiarize each institution with the special subclassification
laboratory procedures which will be required in ALinC 13 for patient regis-
tration;

2) collect data concerning laboratory subclassification results to
determine in a preliminary fashion the degree of prognostic correlation of
these results with already accepted clinical and laboratory prognostic
factors (such as age, WBC, T-cell markers, etc.).

Technical Approach: Patients under 21 years of age with a diagnosis of acute
lymphoblastic leukemia, acute undifferentiated leukemia, or acute stem cell
leukemia are eligible.

Progress: No patients from BAMC were entered on this study. However, the
study was completed by the Pediatric Oncology Group.
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Detail Summary

Sheet

Date: 2 Nov 81 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: Unknown

§;lncipal Investigator
Terry E. Pick, M.D., LTC, MC

Facility
Brooke Army Medical Center

Dept/Sec:
Department of Pediatrics

Assoclate Investigators:

Key Words:
Ewing's sarcoma

Accumulative MEDCASE Est Accumulative
Cost: OMA Cost:

Periodic
Review Results:

Objective: To determine the effectiveness

of high dose intermitt: v+ chemo-

therapy to prevent local recurrence and/or metastases with surgicai resection

and a uniform radiation therapy regimen to

Technical Approach: Patients with blopsy-proven localized Ewing's sarcoma with

control local disease.

no prior chemotherapy and/or radiation therapy are eligible.

Therapy will follow the schema outlined in the study protocol.

Progress: This is a new study.




Detail Summary Sheet

Date: 3 Nov 81

Proj No: POG 7906 Status:

Terminated

TITLE:

Multidrug Adjuvant Chemotherapy in Non-Metastatic Osteosarcoma Comparison

of CONPADRI I with COMPADRI V

Start Date:

Est Comp Date:

Principal Investigator
Terry E. Pick, M.D., LTC, MC

Facility
Brooke Army Medical Centcr

Dept/Sec:
Department of Pediatrics

Key Words:
Osteosarcoma

Assoclate Investigators:

Accumulative MEDCASE Est Accumulative
Cost: OMA Cost:

Periodic
Review Results:

Objective: Not applicable.

Technical Approach: Not applicable.

Progress: This study was completed by the Pediatric Oncology Group prior

to the final approval at BAMC.

290




Detail Summary Sheet

Date: 2 Nov 81 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 R
Principal Investigator Facility

Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Assoclate Investigators:

Department of Pediatrics
Key Words:

Medulloblastoma

Ependymoma

Accumulative MEDCASE Est Accumulative Periodic )
Cost: 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-
logically proven medulloblastoma and ependymoma are eligible for this study.

Therapy will follow the schema outlined in the study protocol.

Progress: Patient accrual has been slow. The results of this study are too
early to evaluate.




Detail Summary Sheet

Date: 2 Nov 81 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

i 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: 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.

X Therapy will follow the schema outlined in the study protocol.

) Progress: The results of this study are too early to evaluate.
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Detail Summary Sheet

Date: 3 Nov 81 Proj No: POG 8000 Status:  Ongoing
TITLE:
National Wilms' Tumor Study, III
Start Date: 25 Sep 81 Est Comp Date: Unknown
y Principal Investigator Facility
3 Terry E. Pick, M.D., LTC, MC Brooke Army Medical Center
Dept/Sec: Associate Investigators:
Department of Pediatrics
Key Words:
# Wilms' tumor
3
Accumulative MEDCASE Est Accumulative Periodic
Cost: OMA Cost: Review Results:
Objectives: To gain better understanding of Wilms' tumor by gathering detailed
information regarding gross and histologic morphology.
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 children
and familities at high risk.

To study the late consequences of successful treatment given for Wilms'

L. tumor.
‘i"] Technical Approach: Patients under the age of 15 with Wilms' tumor are
‘fﬂ eligible.

' Progress: This i8 a new study.
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Detail Summary Sheet

Date: 3 Nov 81 Proj No: POG 8002 Status: oin

TITLE:
Combination 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: Assoclate Investigators:
Department of Pediatrics

Key Words:

Neuroblastoma, metastatic

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

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 analysis 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 1 to 21 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: This 18 a new study.
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Detail Summary Sheet

Date: 3 Nov 81 B Pro} No: POG 8075 Status:  Opgoing

TITLE:
Circulating Immune Complexes in Pediatric Malignancies

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:

Immune complex

Accumulative MEDCASE Est Accumulative ; Periodic

Ceset: OMA Cost: . Review Results: o
Objectives: To determine the incidence of elevated levels of circulating
immune complexes at diagnosis in children with neuroblastoma, ost« —~cuaic

sarcoma, ALL and AML.

To coreelate serial levels of circulating immune complexes with Jdicvas.
activity should significant quantitjes 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.

Progress: This is a new study.
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