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FOREWORO 

Duri!'g fiscal year 1974, • arked proaress was ude toward the 
achieveaent of correlation and centralization of Clinical Investi-
1ation Service activities at Brooke Aray Medical Center due to the 
continued support of the BANC Co•ander, his administrative staff, 
and the professional medical staff. 

The Clinical Investiaation Service Laboratory becaae a reality 
in P.-aay 1974, when the conversion of one-half of Ward 43-A, Beach 
Pavili ·1, to laboratO!;' bench and equip• ent areas was coapleted. 
Plans to convert the remainina portion of Ward 43-A, to include 
additional laboratory bench space aud th.-ee administrative offices, 
scheduled for late FY 197S, will complete the centralization of 
Clinical Investiaation Service activities. (The present adminis
trative offices will move from the Main Hospital to Ward 43-A as 
soon as the remainder of that ward is converted.) 

Funds for MEDCASE, Capital Equipment, and Consumable Supplies 
were instrumental in supportin1 the various protocols listed on the 
following paaes and in outfitting the latoratory with the proper 
scientific instruments and equipment. 

Forty-four protocols were registered in fiscal 1974: 8 were 
completed and 36 will be ongoin1 into fiscal year 197S. The sta~ 
tistical sU111A&ry of re1istered protocols is given under Report of 
Total Activities of the Clinical Investiaation Service. 

PcrsoMel support for the Clinical Investigation Service now 
includes the Chief, a Biochemist who administers the laboratory 
facility, a Computer Proaraaer, the Editorial Assistant and Sec
retary, and four enlisted specialists. The manpower survey, con
ducted in July 1973, recognized the need for an additional enlisted 
specialist and a clerk-typist. The foner is scheduled to arrive 
in September 1974. 

lbe preparation of this report would have been impossible 
without the most able and competent assistance of Mrs. Uodie 
Bratten, who has continued to give her excellent talents, 
assistance and loyalty to all Clinical Investigation Service 
activities . 

~ , / . 
. -~ ~ --4l. lJ l--vf C <,~' 

RUDI ANSBAOIER, M.D, M.S. 
Colonel, MC, USA 
Chief, Clinical Investigation Service 

iCl/ 



REPORT OF TOTAL ACTIVITIES I.If CLINICAL '.NVESTIGATl<lf SUVICE 

DURllli FISCAL YEAR 1974 

A. Objectives 

The Clinical Investiaation Service was established at Brooke 
Army Medical Center 9 Aupt 1971 to coordinate clinical investi
aation activities throupout the hospital coaplex. It is an in
dependent service directly under the ca.and of the Chief, 
Professional Services, and operates under the suidance of the 
Clinical Investiaation C0111ittee, coaposed of the chiefs of the 
various professionQl depart•nts; and the HI.man Use COlllittee, 
c011posed of lay personnel. 

The Clinical Investiaation Service was established to praaote, 
stiaulate, coordinate, and provide support for clinical investiaa
tion and developant activities within Brooke Aray Medical Center, 
includina desip of experiaents, typina and editorial services, and 
technical liaison with outside facilities. 

B. Technical Approach 

1. Manpower 

a. The Chief, Clinical Investi1ation Service, devoted ap
proximately 40\ of his ti• e charin1 fiscal year 1974 to duties re
lated to Clinical Investi1ation Service activities. 

b. The Bioche• ist, Ph.D. Captain M.5C, was instnaental 
in the establishaent of a functional. laboratory, and is in charge 
of the laboratory, both ad• inistratively and scientifically, 
assisting various investiaators in their laboratory endeavors. 

c. A Computer Proararraer, Second Lieutenant Sipal Corps, 
was assiped on~ Au,ust 197~, and devotes his tiae al•ost ex
clusively to C-28-73, a cardiololY protocol, plus assistina other 
investiaators with statistical analyses of their data. 

d. The Editorial Assistant and Secretary has devoted all 
her time to Clinical Investiaation Service functions. She keeps 
a daily runnin1 bud1et for the service and for each individual 
protocol, orders all supplies and equipaent, edits and types all 
manuscripts for publication prior to final review by the C\ief 
and protocols prior to presentation to the Clinical Investiaation 
Co•ittec and Humm Use C0111ittee. 
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e. The E-6 1 Senior Medical Lab Technician. accepted a c011-
mission u a Second Lieutenant, MSC c.n 8 February 1974, and was 
therefore reassiped. He was replaced oy an E-5 on 4 February 1974, 
who was proaoted to E-6 on 9 April 1914. 

f. The E-4, Medical Lab Specialist, left the Array on 7 
March 1974 and plans to enter •dical school. He was replaced by 
an E-5 on 19 February 1974. 

I· An E-2 was assiped on 13 July 1973 and works primarily 
with the cardioloa protocol, C-28-73. He was promoted to E-3 on 
12 November 1973 and E-4 on 4 April 1974. 

h. An E-2 was assiped on 22 April 1974 and is workina in 
the newly coapleted laboratory facility. 

i. 'Jbe Manpower Survey Team, in July 1973, recoanized the 
need for an additional enlisted specialist, who is proaruaed to 
start in Sept•ber 1974, and a clerk-typist, who is at present 
unidentified. 

2. Fundina 

The expenditures of the Clinical lnvestiaation Service 
since its inception throuah FY 74 are elven in Table 1. 

C. Proaress 

The disposition of protocols reaistered with the Clinical In
vesti&ation Service throoah FY 74 is outlined in Table 2. Fifty
seven protocols will be ongoina into FY 75. The termination rate 
of reaistered protocols has fallen dramati.-:.ally since the inception 
of the Clinical Investiaation Service in Auaust 1971. 

Durina FY 74, 34 manuscripts eminateJ directly from investiaa
tive protocols reaistered with the Clinical Investigation Service: 
28 have been accepted for publication and 6 are awaiting publica
tion. In addition, 72 other manuscripts were reviewed and submitted 
for publication of which 31 were accepted and 41 are awaitina publica
tion. Fifty-two res i dent papers were submitted and reviewed by the 
Clinical Investiaation Service for fulfillment of the residencr 
trainina requir•ents: 22 of these eminated fro• reaistered protocols. 
In swaary, 158 • anuscripts were reviewed, read for editorial and 
scientific corrections, and cleared by the Clinical Investiaation 
Service. 

iii 



Dl&rina FY 74, 41 pn ... t atiG11s were reviewed and cleared by 
the Clinical Investipti• Service for National ancl Intemational 
MNical Mntin1• -' ••t of die •tulal cae fl'OII protocols 
re1isterecl with tM Clinical Inve1ti1atlon Service. · 
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Year 
Initiated 

1973 

1973 

1974 

1974 

1972 

1972 

1972 

TABLE OF~ 

Report of Activities - Fiscal Year 1974 

Publications and Presentations 

OEPARTMENT Of OENTISTRV 

The Effects of Different Major Connector 
Desians for Ru 1ovable Partial Dentures on 
Speakina, Swl.llowina, Eatina, and Restina 
Collfort (0) 

Evaluation of Post-Operativ\" Localized 
Osteitis in Mandibular Thiro Molar Suraery 
(C) (P) 

A Study of the Acceptability of Lateral 
Interocclusal Records b:,, the Whip-Mix 
Articulator (0) 

A New Anesthetic for Uje in Oral Suraery (0) 

OEPARTMENT Of '4£01ClNE 

Topical Vitamin A Acid in Laellar Ichthyosis 
(0) 

The Application of the Fluorescent Antibody 
Technique to the Investiaation of Various 
Oeraatoses (0) 

The Use of llydroxyurea in ratients with 
Disabling Psoriasis (0) 

POMP Combination Cheaotherapy of Adult Acute 
Leukeaia (C) (P) 

vii 

Paae 

i 

ii 

1 

17 

18 

20 

21 

22 

23 

24 

26 



Year 
Initiated 

1972 

1972 

1972 

1972 

Arabinosyl Cytosine and Hydroxyurea in 
Collbination lberapy for A,lult Acute 
Leukeaia (T) 

Phue I Protocol for the Evaluation of 
COllbined Radiotherapy and Chenotherapy 
for Staae II-8, III-A and 111-8 Hoclpin's 
Diseue (T) 

Phue I Study of Guanazole (T) 

Collbination Cheaotherapy with Diaethyl
Triozeno Iaiclazole Carboxaaide (NSC-45388) 
and Adriaaycin (NSC-123127) in Soft Tissue 
and lone Sarcoaas (C) (P) 

1972 Collbination Cheaotherapy of tibltiple Nyelaaa 
(C) 

Pqe 

28 

30 

31 

32 

1972 COllparison of Three Collbination Reai•ns (OAP, 35 
DOAP, CX>AP) for Rnission Induction and Reais-
sion Maintenance Therapy for Adult Acute 
Leuk•ia (C) 

1972 Collbination (Cytoxan, Vincristine, Methotrexate, 37 
5-FIJ and Prednisone) Cheaotherapy of Solid 
Tuaors in Adults (C) 

1972 Minocin Treat•nt of Gonorrheal Untthritis (0) 38 

1972 

1972 

1972 

1972 

The Evaluation of the Efficacy of Dopaine in 
the Treataent of Cardioaenic Shock (T) 

Therapy of Bowen's Diseue with Topical 
S-Fluorouracil (C) (SP) 

Phue 111 Study of Tobraycin (l 1) 

A Collparison of Tobraycin-Carben.tcillin and 
Gent•icin-Carbenicillin in the T1eataent of 
Acute Infections in Cancer Patie~ts (C) 

viii 

39 

40 

42 

44 
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Year 
Initiated 

1973 

1973 

1973 

1973 

Determination of Patch Test Reaction Tille (0) 

Clinical Evaluation of the Efficacy and 
Safety of Petrin W-2197 Orally (T) 

Phase II 1 Study of Cefazolin Socli111 (C) 

Gastrointestinal Candidiuis in Cancer (C) 

Pqe 

46 

47 

48 

so 
1973 Evaluation of Cyproheptadine in the Manaaeaent 52 

of Patients with Idiopathic Olronic Ii.unic 
Coaplex-lnduced Gl011erulonephritis: A Con-
trolled, Double-Blind Cooperative Study (0) 

1973 The Sillultaneous Deteraination of Instantaneous 54 
Aortic Flow, Hip Fidelity Intracardiac Pres-
sures, lntracardiac Phonocardioaraphy, Echocar
dioaraphic Diaensions, and Derived Indices in 
Man (0) (P) 

1973 A Coaparison of Cephalothin and Alkalinized 58 
Cephalothin (C) 

1973 Sk' Wind01t Studies in Trichophyton Hypersen- 60 
sitivity (0) 

i973 Evaluation of Calcia Metabolisa Durina Acute 62 
Renal Insufficiency (0) 

1973 Association of Ia.me Coaplex Renal Disease 64 
in Hepatitis (0) 

!973 The I-..nofluorescent Study of Various Renal 66 
Diseases (T) 

1974 The Effects of Gent•icin or Tobraycin and 67 
Carbenicillin on the Funaal Flora of llospi-
talized Patients (C) 

1974 !n Vitro Susceptibility of Candida and Toru- 69 
lopsis Species Isolated froa Hospitalizecr
Patlents to Ny~tatin, 5-Fluorocytosine and 
Amphotericin 8 (0) 

ix 



Year 
Initiated 

1974 Physioloaic Evaluati,on of Pulaonary Status in 
Patients l)id raoine Renal Dialysis (0) 

Paae 

71 

1974 Phase II Study of Allinoalycoside Antibiotic 72 
88-ICB (0) 

1974 Phase III Clinical Study of Intravenous Vera- 74 
cillin (Sodia Dicloxacillin) '0) 

1974 Phase II Clinical Study of Ticarcillin (BRL 76 
228) (0) 

1974 Platelet Transfusion - Efficiency and Methods 78 
to Iaprove Current Results in Thl'Ollbocytopenia 
P1&tients (0) 

1974 Correlation of Specific and Total IaE Globulin 80 
Levels in the Sena to Specific Skin Tests (0) 

1974 Efficac; of Minocycline in Patients with 81 
Staphylococcal Skin Infections (0) 

1974 Hypertension with Polycystic Kidney Disease 82 
(0) 

1974 Coaparison of Radioactive Serotonin Release 84 
Assay and Lyaphocyte Thyaidine Uptake as a 
Means of Platelet Antibody Identification 
(0) 

1974 Platelet Function in the Presence of Varied 86 
Platelet Antibodies (0) 

1974 Evaluation of Platelet Factor IV to Evaluate 88 
Hypercoaaulable States (0) 

1974 

1974 

Ophthalaoloaic Manifestation of Candida 
Infection and Hypersensitivity to Candida 
in Rabbits (0) 

A Ranc.oaized Coaparative Study of Tobr•ycin 
and Gent•icin in Acute Urinary Tract 
Infe~tions (0) 

90 

93 
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Initiated 

1974 

1974 

1974 

1974 

1974 

1974 

1972 

1972 

1973 

1973 

1973 

1974 

J<J 74 

Page 

Factor VIII Activity/Antigen Ratio in von 9S 
Willebrand's Disea~e. I. Epinephrine 
Effect (0) 

Effect of Antacid Therapy on Recurrence of 96 
Duodenal Ulcer (0) 

Phytohemagglutinin Stimulation of Sar~oid 97 
Lymphocytes (0) 

The Evaluation and Treatment of Male 99 
Infertility (0) 

Effectiveness of Immunothe.·apy in Mountain J ' l J 
Cedar Pollinosis (0) 

The Early Diagnosis of Urinary Tract Infec- 10 -> 
tiora (0) 

OEPAJUMEWT OF OBSTETRICS ANV GYNECOLOGY 

Sperm Antibodies in Vasectomized Men (0) 
(P) 

Heart Valve Prosthesis in Pregnancy - Re ,,iew 
of the Literature and Report of a Case (O) 

Mai.cn1al-Fetal Digoxin Levels ('I] 

Treatment of Endometriosis with Danazol (C) 
(SP) 

Prospective Bacteriologi c Study of Women 
Undergoing Hysterectomy (C) (SP] 

The Clinical Application of the 0xytocin 
Challenge Test (C) (P) 

Sperm Antibodies in Cc 1 ibate Men (C) (P) 

Proposed Research Standards for Auto- Immun . 
Antibody to Human Sperm, Collaborative Stw:i y , 
Part II (C) 

xi 

105 

108 

109 

111 

117 

119 

121 



Year 
Initiated 

1974 

1974 

1974 

1974 

1974 

1970 

Use of Oxytocin Challenae Test in Monitorina 
Hiah Risk Pregnancies (0) 

Cefazolin as a Prophylactic Antibiotic in 
V11ginal Hysterectomy (0) 

La:1inaria: Two Outpatient Uses (0) 

OEPARTMENT OF PATHOLOGY 

The Inrldence of Trich011onas Vqinalis in 
W0111en with 0y:Jplasia of the Uterine Cervix 
(C) 

Diaoxin-Induced Chanaes in Urinary Sediment: 
Cytoloaic Evaluation for Adequ&cy of 
Diaitalization (C) 

OEPARTMENT OF PEV,ATRZCS 

Application of Lymphocyte Transformation 
Studies (C) 

Paae 

123 

125 

127 

128 

130 

131 

1972 Child Abuse in the Military Reservation 132 
Settina (C) (P) 

1972 ~aboratory Parameters: .Bacterial Meningitis 133 ./ - (~) 

1972 Chronic Mucocutaneous Candidiasis, ImmWlologic 135 
Observations A Role of Transfer Factor (C) 

1n3 

1973 

1974 

lmmWlologic Fetomatemal Interaction (C) 

Investigation of Response of Lymphocytes to 
PHA as Affected by Prolonaed Rupture of 
Membranes (0) 

Evaluati~n of Cellular I•unity to the 
Varicella-Zoster Virus Eaployina a Newly 
Developed Microa.~say Technique (0) (SP) 

xii 

138 

141 

142 

• 



Year 
Initiated 

1974 Cellular l1111Unity to Herpesvirus Hominis in 
the Compromised Host (OJ 

Page 

144 

1974 Serum lgM and Its Predictive Value in Neo- 146 
natal Sepsis (0) 

1974 The Preparation and Purification of Dialyzable 148 
Transfer Factor for the Treatment of Selected 
Infectious Diseases (O) 

1972 

1972 

1972 

197:? 

VEPARTMENT OF PSYCHIATRY ANT) NEUROLOGY 

Alcohol Withdrawal and Sleep Deprivation in 
the Production of Seizures (0) 

EEG and Other Correlates of Sleep Deprivation 
Seizures (0) 

Neurology Workload Project (0) 

Effects on Attendees of a Course in Human 
Sexuality (0) 

VEPA1lTMENT 0~ RAVIOLOGY 

Evaluation of Gallium-67 as a Scanning Agent 
for Malignant Neoplasms (0) 

14.l 

150 

151 

152 

154 

1974 Clinical Evaluation of Cisternography Utili zj ng 155 
lllindium DTPA (0) 

1964 

1972 

I .:. 

VEPA1lTMENT OF SURGERY 

Surviv.-d Rates of Testis Tumors l C) 

Uiastolic Augmentation Using an Intra-Aorti c 
Balloon Pump (O) 

t:ompounJ \. ascular Gnft., (C) 

xiii 

15 7 

59 



---

Year 
Initiated 

1972 

1972 

1972 

1972 

1972 

1973 

1973 

1974 

1974 

1974 

1974 

1974 

1974 

Ethicon PolyTef Paste for Injection in 
Repair of Velopharyngeal Defects (0) 

eo., arative Analysis of the LOT Test and 
Type V Bekesy as an Indicator of Pseudo
hypacus.i.· (C) 

Autotransfusion at Surgery (C) 

Carcinoma of Bladder (T) 

Carcinoma of Testis (T) 

Postoperative Venous Thro• bosis in the 
Lower Extremities (C) 

lnvestiaation ofl 2-3 Diphosphoalycerate 
(2,3-DPG) and An:erial Venous pH 
Difference in ~ (T) 

Effects of Enflurane (Ethrane) on Cardio
vascular Fwiction (0) 

Cardiovascular Effects of Continuous Spinal, 
Epidural and Nitrous-Oxide-Narcotic Anesthe
sia on Patients Undergoina Suraery for Hip 
Fracture (O) 

The Effect of Cardiopul110nary Bypass on the 
Renin-Angiotensin System (C) (SP) 

Prolonaed lntercostal Block Analaesia After 
Thoracotomy (0) 

The Effects of Prolonged Acceleration (+G1 ) 
on the Respiratory Exchange Ratio in Man (0) 

Paae 

161 

163 

165 

166 

167 

168 

170 

171 

173 

175 

177 

179 

Blood Lidocaine Levels in Man During Pentothal, 180 
Lidocaine, N20-02 Anesthesia (C) 

xiv 
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Year 
Initiated 

Page 

HEALTH ANO ENVIRONMENT SERVICE 
• 1972 "Vd-G Ori DOT" Serological Test for 181 Gonorrhea (0) 
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ciation of Cardiology Meeting, Letterman Amiy McJical Center, 
May 1974 . 

4 

• 

• 



.. 
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Si xt ) , G.W.: 
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t c11bt-r 1973. 

Cr1 ft, II .A.: Panel Disucssion, ''ManRaement of Sexual Problems". 
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Powell, L.C. and Croft, H.A.: Short-ten Intensive Treataent of 
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1 ,1 l ei.> it is. Surg Gynec Obstet, In Press. 
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ln Press. 
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Report. J Ncurosurg, In Press. 
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Zumbro, G.L., Treasure, R.L. and Geiaer, J.P.: Respiratory 
Obstruction in the Newborn Associated with Increased Volume 
and Opacification of the Hemithorax. Ann Thor Surg, In Press. 

Treasure, R.L., Hopeman, A.R., Green, D.C. and Bedynek, J.L.: 
Traumatic Aortic Valve Regurgitation and Aortocardiac Fistula 
with Succ~ssful Primary Repair. Milit Med, In Press. 

Ceccarelli, F.E.: Combined Transpyeloureterostomy and Ipsilateral 
Pyeloureterostomy and Orchiopexy by Testicular Artery Transection: 
Treatment in a Case of Prune Belly Syndrome. J Urol, 110:596-598, 
1973. 

Ceccarelli, F.E.: Peyronie's Disease. Current Therapy, 1973. 

Squitieri, A.P., Ceccarelli, F.E. and Wurster, J.C.: Hypertension 
with Elevated Renal Vein Reni:ls Secondary to Ureteropelvic J mc
tion Obstruction--A Brief Report. J Urol, 111:284, 1974. 

Wurster, J.C. and Ansbacher, R.: Spem Antibodies in Vasectomized 
Men. Proceedings of the Kimbrough Urological Seminar, 20th 
'\nn·rnl 'leeting, 30 October-3 November 1972. Volume 6. 

12 



• 

Lund, R.H.: Lona-Ten Survival and Morbidity Followina Radical 
Prostatectoay. Proceedinas of the Killbrouah Uroloaical Seminar, 
20th Annual Meetina, 30 October-3 Nov•ber 1972. Volume 6. 

Squitieri, A.P.: Bladder Tumors in Young Adults. Presented at 
the Westem Section Meetina of the American Urological Asso
ciation, Honolulu, Hawaii, 24-29 June 1973 . 

Treasure, R.L.: Intraoperative Left Ventricular Rupture Asso
ciated with Mitral Valve Replacement. Presented at the Ameri
can Colleae of Chest Physicians meetina, Toronto, Canada, 22 
October 1973. 

Treasure, R. L.: Scientific Exhibit "Thoracic Outlet Compression 
Syndrome: Diagnosis and Treatment," 59th Annual Clinical 
Conaress, American Colleae of Suraeons, Chicago, Illinois, 
15-19 October 1973; 67th Annual Scientific Meetina, Southem 
Medical Association, San Antonio, Texas, 11-14 November 1973. 

Bouzard, W.C.: Acute Dislocation of the Patella. Presented to 
the Society of Military Orthopaedic Surgeons, El Paso, Texas, 
November. 1973. 

Elton, R.C.: Burns of the Hand. Presented to the Society of 
Military Orthopaedic Surgeons, El Paso, Texas, November, 1973. 

Haynes, R.J.: .22 Caliber Gunshot Wounds. Presented to the 
Society of Military Orthopaedic Surgeons, El Paso, Texas, 
t-.ovember, 1973. 

Haynes, R.J.: Pseudoarthrosis of the Tiba. Presented to the 
Society of Military Orthopaedic Surgeons, El Paso, Texas, 
November, 1973. 

Barja, R.H.: Giant Cell Tumor. Presented to the Society of 
Military Orthopaedic Surgeons, El Paso, Texas, November 1973. 

Elton, R.C.: Gunshot Wounds and Fractures of the Metacarpus. 
Presented at the Southem Medical Association Meeting, San 
Antonio, Texas, November 1973. 

Jeswtas, K.P.: Keratoacanthoma--Head and Neck Lesion. Presented 
at the Southern Medical Association Meeting, San Antonio, 
Texas, 13 November 1973. 

Braud, L. L.: Rhinoccrebral Phycomycosis. Presented at the 
Southern Medical Association Meeting, San Antonio, Texas, 
Novcmher 1973. 
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Gronski, 11.W.: Carotid-Cavemous Fistula--A Complication of 
Maxillo-Facial Trauaa. Presented at the Southem Medical 
Association Mletina, San Antonio, Texu, 11-November 1973. 

Bouzard, W.C.: Scientific Exhibit "Reconstruction of the Ther
mally Injured Upper Limb," American Academy of Orthopaedic 
Surgeons, Dallu Convention Center, Dallas, Texas, 17-22 
January 1974. 

Gangai, M.P.: The Uroloaists Responsibility to the Infertile 
Male. Presented at the Ki• brouah Uroloaic Seminar, Washington, 
D.C., 20-24,January 1974. 

Ganaai, M.P.: Surfina Injuries in Hawaii. Presented at the Kim
brouah Uroloaic Seainar, Washington, D.C. 20-24 January 1974. 

Uechi, M.: Retroarade Urethroaraphy in Pelvic Trauma. Presented 
at the Killbrouah Uroloaic Seminar, Washington, D.C., 20-24 
January 1974. 

Conger, M.: ~xperiences with the Pereyra Procedure. Presented 
at the Kimbrou&h Uroloaic Seminar, Washinaton, D.C., 20-24 
January 1974. 

Pfaffenbach, D.D.: Abnormalities of Vertical Gaze. Presented 
at the San Antonio Ophthal110logy and Otolaryngology Society 
Meetina, 6 March 1974. 

Kaplan, J .A.: The Perioperative Management of Pericardial Tam
ponade. Presented at the Surgical and Orthopaedic Aspects 
of Trauma Seminar, Brooke Army Medical Center, Fort Sam 
llouston, Texas, 4-8 March 1974. 

Scitter, G., III: Surgical Considerations in Traumatic Rupture 
uf the Diaphragm. Presented at the Surgical and Orthopaedic 
Aspects of Trawaa Seminar, Brooke Army Medical Center, Fort 
Sam Houston, Texas, 4-8 March 1974. 

Treasure, R.L.: Penetrating Cardiac Trauma. Presented at the 
Surgical and Orthopaedic Aspects of Trauma Seminar, Brooke 
Army Medical Center, Fort Sam Houston, Texas, 4-8 March 1974. 

Scittcr, G., III: Atrial Myxoma. Presented at the Gary P. 
Wratten Symposium, Walter Reed Army Medical Center, Was hington, 
U.C., 2 April 1974. 
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Larson, A.W.: Coronary Bypass Procedures on Patients with Printz
aetal' s Anaina. Presented at the 4th Annual Meetina, Associa
tion of Any Cardiolo1ists, Letterman Army Medica~ Center, 
8-10 May 1974. 

ZUllbro, G. L.: Suraical Therapy of the Cardiac Manifestations of 
Marfan 's Syndroae. Presented at the 4th Annual Meetina, Asso
ciation of Al'flf/ Cardiolo1ists, Letteman Any Medical Center, 
8-10 May 1974 . 

Treasure, R.L.: lntraoperative Left Ventricular Rupture Asso
ciated with Mitra! Valve Replacement. Presented at the 4th 
Annual Meetina, Association of Army Cardioloaists, Lettel'llan 
Amy Medical Center, 8-10 May 1974. 

Elton, R.C.: Gunshot Wounds and Fractures of the Metacarpus. 
Southern Med J, In Press. 

CHAPLAIN'S OFFICE 

McSwain, D.W.: Ministerina to the Amputee. Military Chaplain's 
Revie·~, 1974. 

HEALTH AHO ENV1ROMAEMT SERVICE 

Madorsky, D.D.: Venereal Disease: History, Public Health Con
trol Proaraas, Present State of the Epidemic, Current Control 
Pro1rams, Pathoaenesis, and Methods of Teaching about Sexually 
Transmissible Disease. Three hour class presented to secondary 
school teachers at Incarnate Word College, San Antonio, Texas, 
10 July 1973. 

Madorsky, D.D.: Participated in panel discussion of Venereal 
Disease for the United States Junior Chamber of Commerce. 
Austin, Texas, 11 April 1974. 

PHARMACY SERVICE 

McAuley, R.J.: Establishaent of the Limulus Test for In Vitro 
Pyroaen Detection. Presented at the 8th Annual Midyea~ 
Clinical Meetina of the American Society of Hospital Pharma
cists, New Orleans, Louisiana, 10 December 1973. 
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PHYSICAL MEVICINE SERVICE 

See, D.H.: Electro• yoaraphy in Para Spinal ~scles Followina 
Suraery for Root Collpre11ion. Presented at Annual Meetina 
of Physical Medicine 6 Rehabilitation and Allerican Conaress 
of Rehabilitation Medicine, Wuhinaton, D.C., 25 October 1973. 

See, D.H.: Histoloaic and Electrophysioloaic Studies in Guinea 
Pias with Experi• ental Alleraic Neuritis. Presented at Annual 
Meetina of Alltrican Acade• y of Physical Medicine & Rehabilita
tion and Aaerican Coniress of Rehabilitation Medi~ine, Washina
ton, O.C., 25 October 1973. 

See, O.H.: Peripheral Neuropathy in Bum Patients. Presented 
at Bum Sy• posia, Southern Medical Association Annual Meeting, 
San Antonio, Texu, 14 Nov•ber 1973. 

See, D.H.: Rehabilitation of the Stabilized Patient. .Presented 
at The University of Texas Health Science Center at San Antonio, 
2 February 1974. 

Gall, N.G.: Prediction of Rehabilitation Potential. Presented 
at The University of Texas Health Science Center at San Antonio, 
2 February 1974. 
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DEPARTMENT OF 'fflE ARMY 
Brooke A.ray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESllE 

TITLc: 'lbe Effects of Different Major CoMector Desips for Re-
110vable ?artial Dentures on Speakina, Swallowina, Eatina, 
and Restina C011fort 

WORK UNIT NO.: C-3S- 73 

PRINCIPAL INVESTIGATOR: Larry D. Caapbell, D.D.S., Lieutenant 
Colonel, DC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To deteraine the patient preference of different removable partial 
denture desips during speaking, swallowina, eating, and resting. 

TEQiNICAL APPROAOl 

Two metal re110vable partial denture fraaeworks, one • axillary and 
one 11U111dibular, will be made for each of twelve dentists. During 
the study, the partial dentures will be •ltered syste• atica ly to 
produce a series of different co• -,nly used designs. Four changes 
will be evaluated on the aaxillary framework, and two on the man
dibular. QuestioMaires will be completed by the subjects during 
and after the study. 

Manpower: None. 

Funding: None. 

PROGRESS 

The last three subjects are beina evaluated after which the data 
will be compiled. 

Presented at the January 1973 Dallas Midwinter Dental Conference. 
lbe subject was ''Transitional I•ediate Dentures for Pull Mouth 
Extraction 11

• 

Ongoina. 
17 



DEPARTMENT OF 'DIE ARNY 
Brooke A.ray Medical Center 

Fort SU Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJEcr RESllE 

TITLE: Evaluation of Post-Operative Localized Osteitis in Mandibular 
Third Molar Surgery. 

l«>RIC UNIT NO.: C-42-73 

PRINCIPAL INVESTIGATOR: Sterlin& R. Schow, O.N.O., Major, DC 

ASSOCIATE INVESTIGATOR: John A. Nespeca, D.D.S., Major, DC 

OBJECTIVES 

To determine the correlation between the incidence of localized 
osteitis followina removal of mandibular third 110lar teeth. 

TEOOICAL APPROAOI 

The population saaple included patients treated for removal of 
mandibular third 110lars. Postoperative results were evaluated 
4-6 days after coapletion of the suraical procedure. Pai·ueters 
evaluated included localized osteitis (defined for purposes of 
this study as loss of blood clot with exposed bone and pain re
quiring further treatment), clinically obvious edema, and muscle 
trisaus (evaluated clinically as the inability to open the teeth 
more than 2 cm. between the incisal edaes of the central incisor 
teeth). Results were tabulated and graphed to show the incidence 
of postoperative sequelae, priurily localized osteitis, occurring 
in each of the situations evaluated. 

Manpower: None. 

Fundin1: None. 

PROGRESS 

'f'he incidence of localized osteitis in females receiving oral con
traceptives is markedly increased over those not so medicated. 
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C-42-73 (Continued) 

Exposure of the extemal oblique ridae caused an increased inci
dence of localiied osteitis. ·Suturina of the aandibular third 
11C>lar aucoperiosteal flap should be avoided unless passive apposi
tion of: the flap in its desired position cannot be acc011plished 
without suture. 

Schow, S.R.: Evaluation of Postoperative Localiied Osteitis in 
Mandibular Third Molar Suraery. Oral Sura, In Press. 

Collpleted. 
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DEPAln'NENT m: 11iE ARlfY 
Brooke Any Medical Center 

Fort Su Houston, Texas 71234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PAOJECI' RESllE 

~: A Study of the Acceptability of Lateral Interocclu~al 
Records by the Nhip-Mix Articulator. 

WORK UNIT NO.: C-25-74 

PRINCIPAL INVESTIGATOR: L. Jues Bell, D.D.S., Major, DC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To evaluate clinically the use of lateral interocclusal records 
in settin1 the conclylar elements of the Whip-Nj.x articulator; 
particularly to evaluate the acceptability of these rec~ru by 
the articulator. 

TEatNICAL APPROAQI 

a. Obtain diaanostic casts on 25 dentulou~ patients. 
b. Make ript and left lateral interocclusal records on each 

patient. 
c. Adjust and set the condylar elements of the Whip-Mix articu

lator for each patient with these records. 
d. Evaluate these se ··. in1s and analyze the setti_ngs as t .o their 

acceptability. 

Manpower: None. 

Fundina: $385.30 Conswuble Supplies FY 1974 

PROGRESS 

Ei&hteen patients have been evaluated. A new method of •~in& 
interocclusal records has been desiped and is bein1 utilized. 

Onaoina. 
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DEPAJl'llENT OF ntE ARNY 
Brooke Aray Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECf RESllE 

TITLE: A New Anesthetic for Use in Oral Suraery. 

WORK UNIT NO.: C-33-74 

PRINCIPAL INVESTIGATOR: John A. Nespeca, D.D.S., Major, DC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To deteraine onset of action, duntion potency, side effects and 
other distinauisbin& features of Bupivacaine Hydrochloride (aar
caine) in oral sur1ical ~rocedures. 

TEOtNICAL APPROAOt . 

Random usaae of one of six anesthetic agents - Xylocaine 2\ with 
or without epinephrine, Bupivacaine .25\ with or without epin~
phrine, Bupivaca~ne .5\ with or without epinephrine. Aaents are 
all double blinded to doctor and to patient. Data is collected 
primarily on nerve block anesthesia, not on infiltrations. 

Manpower: None. 

Fundina: $992.69 Cons111able Supplies FY 1974 

PROGRESS 

One hundred patients have been treated with Bupivacaine as the 
local anesthetic. The results indicate that the duration of anes
thetic symptoms are prolonaed from 8-12 hours. The onset is 
clinically acceptable but the postanesthetic analaesia is still in 
~ucstion. Currently, dat~ is being collected under more stringent 
circumstances to validate the results. 

Ongo.ing. 
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DEPARTIENT OF THE AM 
Brooke Ara, Medical Center 

Port SIii Houston, Texas 71234 
CLINICAL INVESTIGATIClf SERVICE 

INVESTIGATIClf PAOJECI' R8SIIE 

TITLE: Topical Vitain A Acid in Laellar lchthyosis. 

NORK ~IT NO.: C-39-72 

PRINCIPAL INVESTIGATOR: O.arles W. Lewis, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: Georp I. Skipworth, M. D., Colonel, MC 

OBJECTIVES 

To evaluate and utilize an effective topical preparation in a selected 
nlllllber of der.1to1e1 which are 1enerally \Dlresponsive to other thera
peutic aodalitie1. 

TEatNICAL APPROACJf 

Preparation ~ill be applied topically to the affected area i~itially 
t.i.d. to the end point of cutaneous irritant del'llatitis. Frequency 
of application is adjusted to several schedules, dependina on response. 
Patients will be closely followed with periodic medical photoaraphs and 
skin biopsies when indicated. 

Manpower : None. 

FunJin&: None. 

PROGRESS 

Two youna patients are currently beina treated and continue to show 
excellent control of their thick, scalin1 denaatosis with the once 
Jaily application of 0.2\ Vitain A acid creu. 

Onaoina. 
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TITLE: 

, 

DEPARnENTOFntEAMY 
Brooke Any Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIG, .TION SERVICE 

INVESTIGATION PROJECT RESllE 

The Application of the Fluorescent Antibody Technique to 
the Investiaation of Various Denatoses. 

WORK UNIT NO.: C-44-72 

PRINCIPAL INVESTIGATOR: Richard L. DeVillei, H.D., Major, MC 

ASSOCIATE INVESTIGATOR: John E. Sattaast, M.D. t Major, MC 

OBJECTIVES 

To d .. ,nstrate the presence or absence of skin auto antibodies or 
antibodies in the epithelia or sera of patients with a variety of 
bullous and nonbullous denatoses. 

TEOiNICAL APPROAOI 

l. Four ma skin biopsies are sectioned, taaaed with fluorescent 
conjuaate, and viewed under UV microscope. 

2. Work is perfoned in the Dematolo&Y Service. 

Manpower: None . 

$200.00 Consumable Supplies FY 1973. 
$277.90 Consmable Supplies FY 1974. 

PROGRESS 

112 separate specimens have been examined either by direct or in
direct iaaunofluorescence. The service continues to be offered 
to any physician desiring immmofluorescence of a patient's skin 
specimen or sel'Ui~ sample. 

~aoina. 
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DEPARTMENT OF TifE ARNY 
Brooke Aray Medical Center 

Fort Saa Houston. Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESlllE 

TITLE: The Use of Hydroxyurea in Patients with Disablin1 Psoriasis. 

WORK UNIT NO.: C-58-72 

PRINCIPAL INVESTIGATOR: Bobby L. Li1111er, M.D., Major, NC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To evaluate the therapeutic efficacy and side effects of the anti
metabolite hydroxyurea in patients with disablin1 and incapacitatin1 
psoriasis with or without arthritis. 

TEOfNICAL APPROACH 

All patients who, in the opinion of the ·Dermatolo1y Staff, have dis
abling, severe psoriasis and have not responded to previous·conven
tional therapy are eligible for treatment with hydroxyurea. The 
patients will have a pretreatment evaluation including a history and 
physical examination and various laboratory p-ocedures to evaluate 
hematol0gic, ~epatic, pulmonary and renal status. The drug will be 
discontinued or not be&Wt if a serious abnormality is detected. The 
therapeutic efficacy will be evaluated by the erythema and scaling 
thickness of plaques, number of lesions, and photographs over an 8 
week period. 

Manpower: None. 

Funding: None. 

PROGRESS 

rour patients have been treated with hydroxyurea during the past four 
years. All patients have improved during the initial 3-6 months of 
treatment after which new lesions have appeared in spite of continued 
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C-58-72 (Continued) 

hydrea therapy. All patients have been taken off hydrea, either 
because the therapeutic benefit was no lonaer felt to be worthy 
of the risk involved or because •thotrexate was substitut~d to 
control psoriatic arthritis. 

Onaoing. 
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DEPARTMENT OF ntE Afltf 
Brooke Aray Medical Center 

Fort Saa Houston, Texu 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECI' RESllE 

TITLE: POMP Collbination Cheaotherapy of Adult Acute Leukemia. 

WORK UNIT NO.: C-93-72 

PRINCIPAL INVESTIGATOR: John P. lllhitecar, Jr., M.D., Lieutenant 
Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To evaluate the frequency of re• ission induction in adult ac~te 
leukemia. 

TEOINICAL APPROAQt 

Eighty-nine adults with acute leukellia were treated with a combina
tion of 5-mercaptopurine (Purinethol), Vincristine (Cncovin), Metho•• 
trexate and Prednisone (POMP) for remission induction and maintenance. 

Manpower: None. 

Fundina: None. 

PROGRESS 

The overall response rate was 53\ and the complete remission rate was 
40\. The median duration of • aintained complete remission was 24 weeks. 
'Jbe median survival ti• for al 1 patients was seven months. For the 
patients who responded, the 111edian survival time was 13 months. Age 
and previous therapy were major factors influencing the response of 
the patients in this study. S~de effects other than myelosappression 
resulted in liver function abnoraalities, minor aastrointestinal in
tolerance, and paresthesias. P04P che110therapy is effective reaission 
induction and maintenance therapy for adults with acute leukemia under 
the aae of SO and who had not had prior chemotherapy. 
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C-93-72 (Continued) 

Rodriauez, v., Hart. J.S., Preireich, E.J., Bodey, G.P., Mccredie, 
K.B., Whitecar, J.P., Jr., and Colt• an, C.A., Jr.: P<NP Coabination 
Oleaotherapy of AdiJlt Acute Leukemia. Cancer B_:69-73, Jul 73. 

Completed. 

27 



DEPARTMENT OF 'fflE ARNY 
Brooke Aray Medical Center 

Fort S• Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATION PAOJBCf RESlNE 

TITLE: Arabinosyl Cytosine and Hydroxyurea in COllbination Therapy 
for Acute Adult Leukemia. 

WORK UNIT NO.: C-97-72 

PRINCIPAL INVESTIGATOR: John P. Whitecar, Jr., M.D., Lieutenant 
Colonel, MC 

A.SSOCIATE INVESTIGATOR: 

OBJECTIVES 

To deteniine the effectiveness of the DNA polymerase inhibitor, ara
binosyl cytosine, to induce complete remission in adult patients with 
acute leukemia when combined with the nucleotide reductue inhibitor, 
hydroxyurea. 

TEOINICAL APPROACH 

This is a Southwest Oncoloa Group Study. 

The oriainal protocol was revise~ 11/1/72 as follows: 

Hydroxyurea 800 •1/Ml orally/daily every 4 hours for 16 hours (S doses) 
followed in 8 hours by ARA-C 100 ma/M2/IV push (aiven 24 hours after 
first dose of HU and 8 hours after last dose of HU). This cycle is 
repeated each day (or 24 hour interval) until marrow blasts disappear. 

Patients with AGL, NlotL and AML not previously treated with ARA-C or 
HU are eliaible for study. 

Manpower: None. 

Fwidina: None. 

PROGRESS 

Seven patients have been reaistered and evaluated. One patient who 
relapsed on day 263 with 14\ blasts was re-treated with the same 
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C-97-72 (Continued) 

induction reai•n for 10 days and achieved A-1 urrow within 32 
days. She reuins in reaission on the ••e uintenance reaiaen 
82 days later. 

Nausea and vollitina wu severe in one patient, necessitatina a 
2S\ :-eduction in HU dose. The marrow suppressive effect has 
been evident by day 1:-1 and was much more prolonaed in the one 
patient with Hod&kin's Disease treated two years earlier with 
cOllbined radiotherapy and che-,therapy. 

"Four patients achieved A-1 marrow and this experience is there
fore quite positive," so "tated Dr. Stuckey at the Southwest On
colol)' Group •etina 13-15 February 1974, lmiversity of Arizona, 
Tucson, Arizona. 

Ter•inated due to transfer of principal investiaator. 
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DEPAR'nil:NT OF ntE Alltf 
Brooke A.ray Medical Center 

Fort S• Houston, Texu •71234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECf RESIN! 

TITLE: Phase I Protocol for the Evaluation of COllbined Radiotherapy 
and Olemtherapy for Staie 11-B, III-A, and 111-8 Hodpin's 
Diseue. 

WORK UNII NO.: C-98-72 

PRINCIPAL INVESTIGATOR: John P. Whitecar, Jr., M.D., Lieutenant 
Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To test the ability of patients to tolerate total nodal radiotherary 
followina ~PP cheaotherapy. 

TEQiNICAL APPROAQI 

The study was beaun with three cycles and subsequently escalated to 
four cycles of ~PP. ~e hundred sixty patients have been entered, 
but only 108 can be evaluated. 

Manpower: None. 

Fund in&: None. 

PROGRESS 

The c011plete response rate overall is 82\ in 108 patients. An es
timated 80\ of the patients have remission ti•s lastina lonaer 
than S2 weeks from the end of treatMnt. 

This study will be continued by the Southwest Oncolo11 Group. 
However, due to transfer of the principal investiaator, it will 
be terminated at Brooke Amy Medical Center. 

Tenainated. 
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DEPARTMENT OF ntE AJ/MY 
Brooke A.ray Medical Center 

Fort Su Houston, Texas 71234 
CLINICAL INVESTIGATIC. SERVICE 

INVESTIGATIC. PROJECT RBSllE 

TITU;: Phase I Study of Guanazole. 

WORK UNIT NO.: C-103-72 

PRINCIPAL INVESTIGATOR: John P. Whitecar, Jr., M.D., Lieutenant 
Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To detenaine the effective dose and m1ti-tum>r effectiveness of 
Guanazole, a ribonucleotide reductase inhibitor. 

TEQINICAL APPROAOI 

Guanazole is administered as rapid intravenous injection twice 
weekly for three Wffks, and continued if an anti-tuaor response 
is observed. 

Manpower: None. 

Fundina: None. 

PROGRESS 

The major toxic • anifestations fro• this drua are ayelosuppression, 
fever, and so111olence. The twice weekly bolus stucjy was associated 
with severe ayelosuppression at a level of 20 p/M°l/day. 

OUe to shortaae of Guanazole, project was tel'llinated. 

Tcr• inated. 
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DEPARTMENT OF nm AIMY 
Brooke Anry Medical Center 

Port Saa Houston, Texas 71234 
CLINICAL INVESTIGATION SERVICB 

INVESTIGATION PROJECT RESIN! 

TITLE: Combination Cheaotherapy with Diaeth~l-Triozeno Iaidazole 
Carboxui4e (NSC-45388) and Adriaaycin (NSC-123127) in 
Soft Tissue and Bone Sarcoaas. 

WORK UNIT NO.: C-105-72 

PRINCIPAL INVBSTIGATOR: John P. Whitecar, Jr., M.D., Lieutenant 
Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJBCTIVES 

To detel'lline the efficacy of cOlllbination che110therapy with ICT and 
Adriuycin in patients with soft tissue and bone sarcoaas. 

TEatNICAL APPROAai 

Adriamycin is adainis~e"d intravenously once every three weeks. 
ICT is adainistered intravenously daily for 5 days each 3 weeks; 
the first daily dose of each course is adainistered on the same 
day as the Adriaaycin. 

Manpower: None. 

Fund in&: None. 

PROGRESS 

Of 120 patients enterecl, 100 were evaluable. Five complete and 
36 partial remissions were observed for a response rate of 41~ 
includina: synovial, ~11 sarcoaa 2/2; rhabdosarcoaa 3/~; undif
ferentiated sarcoaa 6/13; fibrosarc011a $/1~; osteo1enic sar~oma 
8/18; liposarco• a 3/7; neurofibrosarcou 4/10; lei011yosarcoaa 
6/16; angiosarcou 1/5; chondrosarcoaa 0/4; and • iscellaneous 
sarcomas 0/2. Median duration for complete remission was S+ 
1nonths and for partial re• issior. 3-1/2+ .aonths. Toxicity was 
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C-105-72 (Continued) 

liaited pnclollin•tly to ~tina, alopecia md ayelosuppnssion. 
Leukocyte depn11loa wu nut by lleclia clay ' 15 with prmpt nc:overy 
peraittin1 ntnataent at a three week interval in all but I\ of 
the cues. Collbination therapy of the Adriay~in and DIC appears 
to be effective md proailin1 reaill8D in the treat11e11t of •ta-
static sarcoau. ' 

Gotttieb, J.A., laker, L.H., Quaaliana, J.M., Luce, J.K., Nhitecar, 
J.P .• Jr., et al.: Collbination Oaeaotherapy with Di•thyl-Triozeno 
laidazole Carboxaaide and Adriaycin in Soft Tissue and lone SarcG11&1. 
Cancer ~:1632-1638, IJec 72. 

Collpleted. 
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DEPAITIENT OF 11fE AIJtt 
Brooke Aray Nldic:'1 Cmter 

Fort Saa Houston, T1xu 71234 
CLINICAL INVESTIGATICII SEAVJCE 

• • 1 . 

INVEITIGATIClf PJWICT USIIE 
'. 

TITLE: Collbin~tion Ol•~therapy of -.1t1ple Nyelcaa 

WORK UNIT NO.: C-109-72 
. . 

PRINCIPAL INVESTIGA.TOR: Jolu,a P. Whitecar, Jr., M.D., Lieutnant 
.. · _ Colonel, IC 

ASSOCIATE INVESTIGA.TOR: 

OBJECTIVES 

To evaluate the frequency of reaission induced by a four drua in
duction reai•n C•lphalan, prednisone, procarbuine, vincristine). 

TEatNICAL APPROACH 

Four dru1 remission induction reai•n. 

Manpower: None. 

Pundina :_ None. 

PROGRESS 

Analyses indicate that there is no i11proveaent in response rate 
from the addition of either procarbazine or vincristine to mel
phalan-prednisone. 

Completed. 



DEPARTMENT CF ntE ARNY 
Brooke Amy Medical Center 

Fort Su Houston, Texas 71234 
CLINICAL INVESTIGATION SERVICE 

INVESTlGATI<I' PROJEcr RESlll! 

TITLE: Comparison of 'lbree Collbination Reai•n• (OAP, DOAP, COAP) 
for Reaission Induction and Reaission Maintenance 'lberapy 
for Adult Acute Leuk•ia. 

l«>RK UNIT NO.: C-112-72 

PRlNCIPAL INVESTIGATOR: John P. Whitecar, Jr., M.D., Lieutenant 
COlonel, MC 

ASSOrUTE INVESTIGATOR: - · 
OBJECTIVES 

To coapare the effectiveness of the three drua reai•n and estimate 
the effectiveness when cytosine arabino1ide is aiven by 120 hour 
infusion. 

To c011pare two aaintenance re1ian1: interaittent reaission rein
duction vs. interaittent reinduction plus continuous 6 MP. 

TEOiNICAL APPROAQi 

Each of the three reaiaens are adainistered every two weeks. Vir.
cristine is adllinistered intravenously once every two weeks. Pre,i
nisone is adainistered orally for five days every two weeks. 
Cytosine arabinosidt is adllinistered intravenously u a 120 hour 
continuous infusion every two weeks. Cytoxan is adainistered as a 
sinale rapid intravenous injection daily for five days every two 
weeks. Daun011ycin is aiven u an intravenous injection once every 
two weeks. 

Manpower: None. 

Fundin1: None. 

PROGRESS 

·n,i s stuJy of 337 patients revealed no sipificant difference be
tween the three treat•nt reaimcns in teras of frequency of r•is
sion induction. An important findina was that the 106 patients 
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C-112-72 (Continued) 

treated by Jarpr iuUtutiaal contributon ti , ~ a n•b•l• rate of 
55\. whereu the naainla1 150 pati•t• bu a tt.,ulncy of CClllplete 
relliu~on of only 29\. 

Coapleted. 
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DEPARTMENT OF ntE ARNY 
Brooke Amy Mldical Center 

Fort Saa Houston, Texa.• 78234 
CLINICAL INVESTIGATim SERVICE 

INVESTIGATION PROJECT RESllE 

TITLE: Collbination (Cytoxan, Vincristine • Methotrexate, 5-FU and 
Prednisone) Oleaotherapy of Solid Tuaors in Adults. 

WORK UNIT NO.: C-113-72 

PRINCIPAL INVESTIGATOR: John P. Whitecar, Jr., M.D., Lieutenant 
Colonel, MC 

A.5SOCIATE INVESTIGATOR: 

OBJECTIVES 

To deteraine the influence of a five drua cOllbination on a variety 
of diffusely Mtutatic solid tUJ10rs. 

T~CiNICAL APPROACH 

Ei: ltt week course of daily oral cytoxan and prednisone and weekly 
intravenous vincristine, methotttxate and 5-FU. 

Manpower: None. 

Fundina: None . 

PI\OGRESS 

Althoua}I survival of the coaplete responders is statistically sia
nificantly lonaer than all other patients, the total absence of any 
difference between partial responders and even patients with in
creasina disease is disappointina. 

Completed. 

\ 
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DEPARTMENT OF 11lE ARNY 
Brooke Amy Medical Center 

Fort Sa Houston, Texas 71234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECI' RESIIE 

TITLE: Minocin Treat•nt of Gonorrheal Urethritis. 

WORK UNIT NO.: C-129-72 

PRINCIPAL INVESTIGATOR: Olarles W. Lewis, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: Frank L. Foreman, M.D., Captain, MC 

OBJECTIVES 

To ascertain the best therapeutic dose of Minocin for treatment of 
acute gonorrheal urethritis in outpatient~. 

TECHNICAL APPROAOi 

Evaluation of Minocin capsules in the treatment of aonorrheal ure
thritis in adult males. Two don,- a schedules are utilized with the 
drug randomized so that the physician does not know what dosaae the 
patient will be receiving. 

Gram stains, cultures, and VD-G Dri-OOT test will be done pre-therapy, 
at 48 hours and 7 days post-therapy. Blood will be drawn to determine 
scrum levels of Minocin. These samples will be evaluated by Lederle 
Laboratories. 

Manpow~r: None. 

Funding: None. 

PROGRESS 

Approximately 100 patients have been st Jied to date. Data analysis 
will begin in early FY 1975. 

Ongoing. 
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DEPARTMENT OF mE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, "'.'exas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATIO~ PROJECT RESUME 

TITLE: The Evaluation of the Efficacy of Dopaine in the Treatment of 
Cardiogenic Shock. 

WORK UNIT NO.: C-13O-72 

PRINCIPAL INVESTIGATOR: George M. McGranahan, Jr., M.D., Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To compare Dopamine as a therapeutic agent in the treatment of cardio
genic shock agents presently available -- Isoproterenol, Norepiuephrine. 

To measure the hemodynamic response to Dopamine infusion. 

TEOINICAL APPROAOf 

Only patients with cardiogenic shock will be candidates for the study. 
Cardiogenic shock will be defined as a systolic pressure less than 
90 mm Ilg in a patient who exhibits one or all of the following signs: 
(1) urine output less than .S cc/min.; (2) poor peripheral perfusion 
manifested by pallor, cool extremities and/or cyanosis; (3) decreased 
cerebral perfusion ma~ifested by confusion and obtundation. 

Manpower: None. 

Funding: None . 

PROGRESS 

Uue to recent publications concerning the use of Dopamine in the 
treatment of cardiogenic shock, it is felt that there is no need 
to pursue a similar study at Brooke Army Medical Center. 

Terminated. 
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DEPARTMENT OF ntE ARNY 
Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESll4E 

TITLE: Therapy of Bowen's Disease with Topical 5-Fluo:rouracil. 

WORK UNIT NO.: C-143-72 

PRINCIPAL INVESTIGATOR: Bobby L. Li•er, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To detennine the effectiveness of t~pically applied 5-fluorouracil 
in the treatment of Bowen's disease. 

TEOOICAL APPROACH 

Eighteer. patients with Bowen's disease were treated with tnpical 
5-fluorouracil. The medication was applied to the lesion twice 
daily for 2-6 weeks until adequate reaction occurred consisting 
of inflamnation, erosion, or ulceration of the lesion. The 
patients were seen weekly in the Dermatology Clinic. Photographs 
were taken prior to and after therapy and weekly dur1ng the course 
of therapy. Biopsies were done before and after therapy to de
termine the histoloaic as well as the clinical response to fluoro
uracil. 

Manpower: None. 

Funding: $479.00 TOY FY 1974 

PROGRESS 

Eighteen patients with Bowen's disease have been trea~ed with topical 
5-fluorouracil. None of these 18 patients have developed invasive 
squamous cell carcinoma in sites of Bowen's disease prior to, during, 
or after 5-FU therapy. Three patients have had other non-actinfcally 
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C-143-72 (Continued) 

induced malipancies consisting of mixed tu.>r of the parotid aland. 
squa110us cell carcinoma of the larynx. and squaaous cell carcino• a 
of the penis. Three females with multifocal Bowen's disease of the 
vulva have also had squamc,us cell carcinoma in situ of the cervix. 

5-fluorouracil topically would appear to offer an alternative mode 
of therapy for Bowen's disease in which initial surgical approaches 
would be difficult or mutilating (penectomy. vulvecto• y. excision 
and grafting of extensive facial lesions. etc.). However. close 
follow-up is illperative since a significant incidence of recurrenc~ 
is to be anticipated. 

Completed. 

Presented before the Military Dermatology Section, American Academy 
of Dermatology Meeting, Chicago, Illinois, 4 December 1973, 
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TITLE: 

DEPARTMENT OF ntE ARMY 
Brooke Amy Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESll4E 

Phase III Study of Tobramycin. 

WORK UNIT NO.: C-147-72-1 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To evaluate the clinical efficacy of the aminoglycoside tobramycin 
in the treatment of serious gram-negative infections. 

TEOINICAL APPROAOI 

HospitalizeJ patients will be acceptable for admission to the study 
with the followina infections: (1) urinary tract infections as es
tablished by greater than 100,000 colonies of bacteria per ml of 
urine in a properly collected voided specimen, or a significant 
colony count from catheterized urine; (2) gram-negative pneumonia 
as manifested by typical radiological and bacteriological findinas; 
(3) gram-negative sepsis and bacteremia; (4) severe surgical infec
tions; (S) neonatal sepsis with and without meningitis. 

Koutine hematology, urinalysis and urine cultures, SMA-12, and BUN 
or crcatinine will be accomplished before, at least once weekly, 
and followina completion of therapy. 

Uosage for adults and children will not exceed 6 mg/kg/24 hours. 
Serum concentrations as detenained in the laboratory will dictate 
changes in dose schedule. 

Manpower: E-4 (6 months). 

Fundin,.&: None. 
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C-147-72-1 (Continued) 

PROGRESS 

Since i nitiation of this protocol, 14 patients have been treated with 
tobramycin for infections due to sensitive gram-negative rods. All 
sensitivity testing was determined by Kirby-Bauer technique. There 
were no allergic reactions and no toxic manifestations were noted fol
lowing the administration of tobramycin. Following a dose of 3 mg/kg 
body weight per 24 hours divided into 3 eight hourly doses, the serum 
concentration 30 minutes after infusion ranged between 3 and 6 mcg/ml; 
at a dose of S mg/ka body weight administered in divided doses every 
8 hours, levels were between 6 and 10 mcg/ml--all of these levels were 
well below previously established levels of oto~ or nephrotoxicity for 
this drug. Again, during the treatment with tobramycin, no patient 
experienced deterioration in renal function and no ototoxicity was 
detected. Urine samples taken 1 hour after administr,tion demonstrated 
levels between SO and 100 mcg/ml using 3 ma/k& and using 5 mg/kg were 
greater than 100 mcg/ml. All patients had a satisfactory clinical re
sponse. One patient with a Pseudomonas urinary tract infection pre
sented an interesting problem of rapid tobraaycin elimination. This 
patient was initially treated with 3 mcg/ml/24 hours with urinary drug 
levels of 6 mca/ml and serum levels of less than 1 mcg/ml. On increas
ing the dose to 5 ma/kg the corresponding levels in the urine did not 
change; however, the serum level increased to 2.9 mcg/ml. Because 
multipl e antibiotics which were ineffective against his isolated or
ganism had been demonstrated, the dose was increased to 7 mg/kg body 
weight with concomitant serum levels of 1.4 mcg/ml and urinary levels 
of 1.7 mcg/ml, and this patient is considered the only clinical failure. 
Why higher serum levels were never achieved and why urinary levels did 
not increase with increasing dos tge is not clear and reflects the vari
able handling of an aminoglycoside by different patients. Although un
usual, this problem has been described previously, and it is suspected 
that hepatic detoxication may be playing a role; however, this remains 
t o be proven. 

Wt! intenJ to continue this study until a total of .'?O patienu have been 
treatcu. 

Ongoing. 
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Ul:l'AlffMl:NT ui : TIii : AltMY 
Brooke Army Mcdil'.al Center 

:ort S;un llous ton, Texas 78.?34 
l:L IN I CAL I NVl:ST I l;AT I ON SERVI CE 

INVLSTIGATIO'~ PROJECT RESUME 

1111.1.: '. C()111p,J is,, of Tobramydn -Carhcnil'.illin anJ Ccnt,uucin
C:1rbc11i,·ill111 in the Tn'at111c11t of 1kutc lnfc,:tions in 
l: :lllu.: r l'at il'lllS. 

,.tJH K IJ,\ll NU . : C·· l ·l".' -7 . .>~ 

l'IU NC ll'J\I. INVl:ST ll;A ,"01{: ThcoJorc IL ~kNitt, ~l.ll., ~tajor, ~IC 

llB.11.CI" I \ 'l:S 

To l'Valuatc the l'. inical effil'.al'.)' of a combination of Tobramyl'.in
C:irh1.'llicilli11 anJ Gc11ta111il.: in-Carhl'llil:illi11 fur treatment of sys
tc111il'. infcl'.tions .n l'.,Ull'.l.'r patil·nt s with l'.OmpromiscJ d'..! fcnse 
111c d1an isms. 

TEOINlCAI. Al'PROACII 

The study \\'as done in a single blind fashion so that only the 
phannacy ..ll1J the investigator knew which of the two drugs were 
being given. Patients were assiened a consecutive number in this 
protocol so that they were matched to either a combination of 
tobramycin-carbenicillin or gentamicin-carbenicillin in a random 
order. Indications for starting patients on the study were an 
acute febrile episode and a neutropenia of less than 1000 WBC/mm3. 
Appropriate cultures were taken prior to starting antibiotic ther
apy. The dose of tobramycin and gentamicin was S mg/kg/ 24 hrs• IV 
piggyback, given at 8 hour intervals. The dose of carbenicillin 
was~ gm IV piggyback q4H, or 30 gm/24 hrs. Serum levels of to
bramycin and gentamicin were determined at least twice during 
therapy, and determinations were done one hour after an IV dose. 
The bacillus spore assay was used to determine antibiotic levels 
after adding penicillinase to the serum to destroy the carbeni
~illin activity. Urine levels of both drugs were also detei,nined 
using this same technique. 

Manpowt•r_: E-6 (6 months) 

Funding: None. 
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C- l-1:- - :- ~-.: (ContinucJJ 

PIWGRl :SS 

l.1 •htcl'11 C:111'.:er patients, who WL'Tl' immunosupprcsseJ anJ who haJ 
,ll lll l.! h:1c t e riaJ i11fcl· tions, W('n• succssfully tn•atcJ with a cum-
1> 111:it a ,11 o f t: ithcr tobra111yci11 or gcnta111il:i11 and carhC'nii.'illin . 
.\11 ·, 1J:111f1cant s idl· l' ffe ct s were not c J. lfr Wl'l'l' unahll' t o Jl' 
l lL l :111 . ' ·, q!11ifi c:111t diffc l'l' II CL' S hctwc c•11 thL• l'l' Spl,nSl' t L1 l'itlk·r 
u111 l111:,tr,,11 1-. 1tl1 tl11 · p11 :,•, ild1 • e xcq1tio11 of llll':111 duration of fc\ -l'I' 

:ilt v r 1111ti :,tio11 ,,r :111til,iotil· thl· rapy. lllll' pus .,ihlL• l'.\planatillll 
lur tlir . differe11u· :ippl':1n·d to h1 · thL· ra11do111i :: atiu11 of patil·nts 
with :1u 1t c l c uke rn ia. 

IJ11 tlil' ha s i s uf t h i s ,tudy , t ohr:11nyc1n appears to l>c e qually a!
t' ffe ct i vl· in the trl'at111L·11t o f al·utc haL·tcrial infections in 
l·:111 n• r pat i ent s :1s i s J.!L'11tamic· i11. 

1:nrnplL·tl'd . 
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111:l'AlffMl:NT 01-' TIIE ARMY 
Brooke Army Mt.•J i cal Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVl:STIGATION PROJECT RESUME 

l I J'l.l:: llctcr111inatio11 of l'atch Test Reaction Time. 

I\UHK U\ lT ~U.: C-:i- 73 

l'IUNCll'AI. IWESTIGATOH: llanicl IL Clarke, M.U., ~tajor, MC 

,\SSOCl,\TE INVESTIGATOI{: Charles W. Lewis, M.U., Lieutenant Colonel, MC 

OBJLCl'IVES 

J'u Jetc.:rminc the significant patch test reaction times and locations 
1, ith known aller~ens included in a standard patch test screening 
tray. 

TECIINICAI. Al'l'ROACII 

Chcmic:.d :-.. c ti111pos ing a proposeJ intt.•ntat ional stanJarJ patch test 
sc reening tray will be used. Subjcds known to be reactive to one 
o r more of the above chemicals by previous Jiagnostic patch testing 
· .. ill be entered in the stuJy. One horizontal ro\\ of six patches 
1, 1th a k1101o.n amount of allcr~en \\'i 11 bt' placed on the extreme upper 
anJ on , vn the extreme lower bad. UnJer each row of allergen 
i'a td c wi 11 be one row of six control patches. Estirnatio:i of re
a1.:t iv It)' will be: - negative;+ crythema; ++ erythcma and vesicles; 
+++ t•rrthc 111a, vesicles and sprcaJing; lH i.rrit :mt rcct.ion. Data 
1,i 11 t• t· analyzed to determine minimal si~nificant reaction time for 
11 t · 111vulvcJ rhc111.1.cab in each lot·ation. 

, 111d . •.: .' ,cm·l'. 

l'w1 ·11l y - rivl' patients ha\'c l, ,,:11 ~. ,uJicJ. l\,cnty - fivc additional 
I' ·" i l' 11 l , ·., 1 JI ht• stuJil•d. 



UEPARTMENT Of THE ARMY 
Brooke Amy Medical .Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Clinicd Evaluation of the Efficacy and Safety of Petrin 
W-2197 Orally. (Cooperative study with Letteman and 
Fitzsimuns) 

WORK UNIT NO.: C-13-73 

PIUNCIPAL INVESTIGATOR: Troy H. Willi&IIS, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To detenaine whether W-2197 orally favorably influences the clinical 
symptomatic course of anainal patients by alterina the frequency and 
severity of anainal attacks and nitroalycerin requirements; to deter
mine the 110st effective dose range of the drua; to detel'lline the 
effect on exercise stress induced ECG chanaes in anainal patients; 
to determine patient tolerance of drua. 

TEOINICAL APPROACH 

This will be a double-blind placebo-controlled, sinale crossover 
trial of W-2197 in angina! patients with two 8-week treatment 
periods. The double-blind study is preceded by a single-blind 
phase. A period durina which placebo is administered is followed 
by a period of varied dose administration to evaluate the individual 
patient's dose requirement prior to co•encina the double-blind 
study. Also, a placebo period separates the dose individualization 
section of the study from the double-blind crossover portion of the 
study in order to re-establish baseline infonaation. 

Manpower: None. 

FWldina; None. 

PROGRESS 

The De fcnsc Department would not allow Government Hospital to accept 
funds from a drua company. 

Terminated. 
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DEPAR'IMENT OF mE ARNY 
Brooke Amy Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATION PROJECT RESIIE 

TITLE: Phase III Study of Cefazolin Sodium. 

k~RK UNIT NO.: C-22-73 

IRINCIPAL INVESTIGATOR: Layne O. Gentry, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: William L. Moore, M.D., Lieutenant Colonel, MC 
Jay Sanford, M.D. 

OBJECTIVES 

To evaluate the efficacy of cefazol1n sodium in the treatMnt of 
iuscoptiblc 1ru-ne1ative bacterial infections. 

TEOiN lCAL APPROACH 

Hospitalize : patients with the following infections were admitted 
to the study: (1) uri nary tract infections as established by 
greater t 1

• 111 100,000 colonies of bacteria per ml of urine in a 
yroperl y ~j: lected voided specimen, or a signifi cant colony count 
from cath..: t crhed urine; (2) continuation of antibiotic therapy 
followi n~ intravenous cephalothin. 

Cultur . and sensitivity data proving susceptible infection were ob
t a . ·d oe fore, during and after therapy as inJi cated. CBC and 
plat eh:t count woro obtained before therapy, at least once a week 
during therapy, and following completion of therapy. Urinalysis 
was Jone be fo re therapy, once a week during therapy, and upon com-
11 letion of therapy. SMA- 12 was done before and after therapy and 
at least once a week during therapy. BU~ and/or creatinine was 
done at more frequent intervals as indicated. 

i-lanpower: C-6 (<, months) 

Fw,Ji · ,: : None. - -- -'· 
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C-22-73 (Continued) 

PROGRESS 

Forty patients with urinary tract infections have been treated 
with Cefazolin. Two of twenty-six patients suffered a relapse 
after five days of therapy but were successfully treated with 
ten days of therapy. 

Additional data obtained from this study are beina evaluated. 
and a aanuscript is beina prepared. 

Completed. 
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DEPAR'llENT OF THE ARNY 
Brooke Any Medical Center 

Fort Saa Houston, Texas 78?.34 
CLINICAL INVESTIGATION SERV lCE 

INVESTIGATION PROJECT RESIJE 

TITLE: Gastrointestinal Candidiasis in Cancer. 

WORK UNIT NO.: C-25-73 

PRINCIPAL lNVESTIGA'fOR: Layne 0. Gentry, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: Theodore R. McNitt, M.D., Major, MC 

OBJECTIVES 

To study the role of illllWlO&lobulins in senun and aastrointestinal 
secretions in syst•ic candidiasis. 

TE~ICAL APPAOAQI 

Patients on the Oncoloa Inpatient Service will have routine weekly 
serologic tests for candidiasis in the Infectious Disease Laboratory 
using the followina methods: illlllllloelectrophor~sis, latex aaalutina
tion, i1111unodiffusion. The followina cultures will be obtained: 
mouth and pharynaeal; rectal swa. ; sputum; scrapinas of all 110uth 
lesions; and uterial obtained . endoscopy. Esophaaoarams will be 
done when esophaaeal candidias1s is suspected. Endoscopy will be 
perfol'lled to docuaent the presence or absence of lesions in the 
pharynx and esophaaus. 

Patients underaoina che110therapy on the Oncolo&Y Inpatient Service 
will have weekly deteninations of serum I1A, IgG, and laM levels. 
Saliva from patients underaoina chemotherapy will be collec~ed, i•-
mediatcly frozen, and testeJ for IaA levels; secretions fro• the 
duodenum and jejunu• will be obtained at endoscopy, i•ediately 
frozen, and later tested for IaA levels. 

Manpower: E-4 (6 mnnths) 

Fw1ding: $ 546.95 
$ 360. 00 
$2,214.00 
$ 890.00 

Cons~•blc Supplies 
TOY 
Consumabl · Supplies 
PEMA 

so 

FY 1974 
FY 1974 
FY 1973 
FY 1973 



C-25-73 (Continued) 

PROGRESS 

Either the iimaunodiffusion or counterelectrophoresis tests wher. 
combined with the latex a11lutination test are useful in detectina 
invasive candidiasis. Colonization with Candida species is re
sponsible for positive seroloaic tests, and in a few patients will 
cause the latex aaalutin&tion titers to increase. In the patient 
with heavy colonization or invasive candidiasis, a positive i-.ano
diffusion or counttrelectrophoresis test and with a risina latex 
aglutination titer, stronaly suaaests that a proaressive and 
serious Candida infection is present and that ,ystellic antifunaal 
therapy aay be indicated. Candida krusei infections will not be 
detected by any 1erolo1ic test usina Candida albicans antigen. 
Severe iau. 1suppnssion and early effective antifunaal therapy 
may result ir. false neaative seroloaic test results. 

Presented at the Aaerican Society for Microbiolo&Y meetina, 
12-17 May 1974, Chicaao, Illinois. 

Completed. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Evaluaticn of Cyproheptadine in the Management of Patients 
with Idio.,,athic C1'ronic Immunic Complex- Induced Glomerulo
nephritis: A Ccntrollcd, Double-Blind Cooperative Study. 

WORK UNIT NO.: C-27-73 

PRINCIPAL INVl.:STlGATOR: Philip W. Rogers, M.D., Major, HC 

ASSOCIATE INVESTIGATORS: Richard H. Merri 11, M. D., Maj or, MC. 
Daniel A. Nash, Jr., M.D., Major, MC 
David B. Olin, M.D., Major, MC 

OBJECTIVES 

'11lis study was designed to arrest chronic complex-induced glomerulo
nephritis in humans by preventing antigen-antibody complex deposi
tion in the capillary loops in the glomeruli. 

TEO{NICAL APPROACH 

l'atient!= with glomcrular filtration rate greater than 20 ml per 
minute and with the demonstration of immunoglobulin deposition in 
the kidney in a granular pattern on renal biopsy are admitted to 
the study . The patients are given a placebo or cyproheptadine 
(Pcriactin ® ) in a double blind manner as determined by Merck, 
S!iarpc and Dohme Laboratories. The patients are followed for one 
yea ·· with close observation of glomcrular filtration rate, 1 ivcr 

u111.:t ion studies, serum complement and cor.iplete blood count. At 
the end of one year, a repeat renal b iops)' is performed and im-
, Jnofluorescent studies again performed and comp~1red with the 
i1d tial biopsy. 

Manpowc r: None. 

FunJin~: None. 
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C-27-73 (Continued) 

PROGRESS 

Three patients have been admitted to this study locally with a total 
of 44 patients admitted by other centers. One of our patients was 
dropped from the study because of the dcvelopment,a,.f extrapyramidal 
manifestations directly attributable to Periactin\.19, and a second 
patient was dropped from the study because of a protocol violation. 
From the nwnbcr of patients admitted and followed thusfar, it ap
pears that Periactin® may decrease the amount of protein excretion 
resulting from the renal disease; however, little change in renal 
function has been observed. No definitive conclusions can be made 
at the time of this report. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Simultaneous Determination of Instantaneous Aortic 
Flow, Hiah Fidelity Intracardiac Pressures, Intracardiac 
Phonocardiography, Echocardiographic Dimensions, and 
Oerived Indices in Man. 

WORK UNIT NO.: C-28-73 

PRINCIPAL INVESTIGATOR: Jo~eph P. Murgo, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: George M. McGranahan, Jr., M.D., Colonel, MC 
Ital A. Martin, M.D., Major, MC 
James F. Dorethy, M.D., Major, MC 

OBJECTIVES 

1. To develop new techniques in cardiac catheterization, especially 
in the area of multi-solid state sensor catheters including high fi
delity pressure sensors and electro~agnetic flow meters. To utilize 
high speed biplane angiography and external echocardiography in con
junction with such techniques. 

2. To utilize these techniques to define sophisticated parameters 
of ventricular function in patients with various cardiac diseases. 

3. To develop specialized computer-assisted analyses of the data 
derived from such studies. 

4. Detailed description of multiple specific objectives are to be 
found in the original protocol. 

TEOINICAL APPROACII 

All patients (adult) coming to routine right and left heart cathe
terization are evaluated in the usual manner by a cardiac fellow 
prior to catheterization. This evaluation includes strip chart 
echocardioaraphy to determine the patient's suitability forcer-
tain aspects of the protocol. During catheterization, a special 
custom de5igned triple-tip right-sided catheter is introduced into 
the right heart such that simul tancous high fidelity pressures are 
rncasurcd from the pulmonary artery, right ventricle and right atriu..111 . 
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A second, more conventional catheter is also introduced into the 
pulmonary artery for purposes of blood specimen withdrawal, etc. 
The left heart is catheterized using a multiple sensor custom
designed catheter such that high fidelity left ventricular and 
left atrial pressures are measured as well as ascending aortic 
electroma&netic flow velocity. Patients are studied during both 
rest and supine exercise; anJ in some protocols, Jepending on the 
patient's disease, they are studied utilizing a variety of other 
stresses. Following the collection of hemodynamic data, the 
patients undergo external echocardiography while simultaneously 
measurina pressures and flows, and the study is terminated using 
biplane ventricular angiography and coronary arteriography if in
dicated. All patients also undergo an aortic root angiography 
for the purposes of determining aortic root diameter which is 
necessary to convert flow velocity to flow itself. An on-line 
Honeywell 316 computer presently exists in the laboratory and is 
capable of samplina all pressures, electrocardiograms and flow 
simultaneously. This computer will print out the results of all 
of these parameters immediately, simµllfying the data analysis 
immensely. Specially designed research progra11111ing for the com
puter to perform sophisticated calculations will be added in the 
near future. The angiograms and echocardiograms are analyzed 
using specialized Hewlett-Packard digitizers and programmable 
calculators. 

Manpower: 2LT (12 months) 
E-3 (12 months) 

$29,354.25 
$ 862.40 
$43,573.00 

$1,195.68 
$43,300.0U 

PEMA 
Capital Equipment 
Consumable Supplies 
(Contractural Svc) 
TDY 
PEMA 

PROGRESS 

FY 1974 
FY 1974 
FY 1974 

FY 1974 
FY 1973 

Smee last year's report, significant progress has been made in 
the design and development of specialized catheters. There has 
been lll advance from the double high fidl'lity differential prcs
:,ure .:atheter to triple pressure sensors for the right side as 
J •-; cribcJ above, anJ a Joublc high fidelity pressure sensor on 
tnc lc:fl side to include an electromagnetic flow velocity probe. 
An abstract regarding the technical characteristics of these 
techniques is currently being written and will be submittcJ to 
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the American Heart Association for consideration for the annual 
meetin& in November 1974. A second abstract regarding the spe
cialized computer program for continuous echocardiographic volumes 
and pressure volume loops is also currently being written and will 
be submitted to the same meeting and, in addition, to the Confer
ence of Engineerina in Medicine and Biology. Over 180 patients 
have been studied thusfar using the techniques described above 
and significant progress has been made in describing the charac
teristics of ventricular ejection in man first defining a control 
population of p3tients who are found to have no cardiac disease 
and also in patients with various dearess of arterioscl~rotic 
heart disease, and finally some very significant findings in a 
group of nine patients with idiopathic hypertrophic subaortic 
stenosis. Approximately eight to ten manuscripts are in prepara
tion to be submitted for publication regarding both the techniques 
and the results using these techniques. 

''The Normal Left Ventricular-Aortic Pressure Relationship in Man 
using a New Twin-Tip High fidelity Catheter" presented at the 
Tenth International Conference on Medical and Biological En
gineering, Oresden, German Democratic Republic, August 1973. 

Nine seminars rcaarding the techniques and results of our efforts 
were presented to various medical universities in Europe at the 
following institutions and cities: The University of Zurich, 
Switzerland; Frankfurt University, Ousseldorf University and Essen 
University, all in West Germany; a seminar sponsored by Lamieris 
lnstrumentcn 8. V. in Utrecht, Holland; two seminars in Oslo, 
Norway at the university hospitals in that city; one seminar in 
llelsinki, Finland; and a seminar in London which was attended by 
approximately 75 physicians from hospitals and universities 
throughout England. 

"Continuous Le •~·t Ventricular Vf' lumc, Circumfcrent ial Fiber Shorten
ing Rate 111d ~ressurc Volume Loops by Echocardiography and a Multi
sensor Cat.heter" presented at the 46th Scicnti fie Sessions of the 
runerican Heart Associatlon, 8-12 November 1973, Atlantic City, 
New Jersey. Accepted for publication. 

"Aortic flow Velocity and the Left Ventricular Aortic Pressure 
liradicnt.s in Patients with Normal Aortic Valves" presented at 
th r 4(i h Scientific Sessions of the American Heart Association, 
8-12 November 1973, Atlantic City, New Jersey Accepted for 
publication. 
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"New Techniques in Cardiac Catheteri zation, Including Multi sensor 
Catheters and Echocardiography" presented at the Texas Heart In
st i tutc, December 1973. 

ParticipateJ as a faculty member for a three-day course entitled 
"Three Days in Cardiology--The HemoJynamic Basis of Heart Sounds 
and Murmurs" sponsored by the lhlivcrsity of Pittsburgh Medical 
School and the American Heart Association, April 1974, Mariott 
Inn, Pittsburgh, Pennsylvania. 

"Left Ventricular Ejection Dynamics--The Ro1e of the Peripheral 
Circulation" presented at the Fourth Annual Anny Association of 
Cardiology Meeting, Lutterman Anny Medical Center, May 1974. 

•rnie Uynamic Pressure flow Relationships in Idiopathic Hypertro 
phic Subaortic Stenosis" presented at the Fourth Annual Army Asso
ciation of Cardiology Meeting, Letterman Amy Medical Center, ~lay 
1974. 

"Clinical Usefulness of Systolic Time Intervals" presented at the 
Fourth Annual Anny Association of Cardiology Meeting, Letterman 
Army ~~dical Center, May 1974. 

Murgo, J., et al.: Echocardiographic detection of supravalvular 
aortic stenosis. Circulation, July 1974. 

Murgo, J., et al.: Ventricular ejection mechanics--how the left 
ventricle works. Circulation. 

Murgo, J., et a~.: Simultancou~ aortic flow velocity, left ven
tricular aortic pressure gradients and mitral motion in hypertro
phic subaortic stenosis. 46th Scientific Sessions of the American 
Heart Association. 

ongoing. 
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UEPARTMENT OF 'ntE ARMY 
Brooke Army Medical Center 

fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: A Comparison of Cephalothin and Alkalinized Cephalothin. 

WORK UNIT NO.: C-29-73 

PRINCIPAL INVESTIGATOR: William L. Moore, M.D., Lieutenant Colonel, MC 

ASSOCIA'i"E INVESTIGATOR: Layne 0. Gentry, M. D., Lieutenant Colonel, MC 

OBJECTIVES 

To determine by a controlled clinical trial whether the incidence of 
phlebitis is less with intravenously administered alkalinized ce
phalothin than it is with non-alkalinized cephalothin. 

TEOINICAL APPROACH 

This controlled clinical trial will be a cross-over study in which 
a comparison will be made of the incidence of phlebitis associated 
with the intravenous administration of the study drug (alka.linized 
ccphalothin) and the control (non-alkalinized cephalothin). Both 
the studv preparation and the control preparation will be adminis
tered in a similar fashion to each patient. Patients selected to 
enter this study will be inpatients. Adults of either sex who have 
suspected or confined bacterial infections that would ordinarily 
require IV cephalothin are eligible for the study. Patients to 
be excluded from the trial should be those who have a history of 
hypersensitivity to ccphalosporins and patients who are receiving 
anticoagulant therapy. Laboratory studies appropriate for the 
patient's care will be obtained. Evaluation of results will be 
done from patients who complete the study, and both infusion sites 
will be included in the analysis of the results. 

Manpower: None. 

I unding: None. 
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PRO(iRESS 

No sianificant difference between the two drugs was detected. 

Completed. 



DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERV!C~ 

INVESTIGATION PROJECT RESlltE 

TITLE: Skin Window Studies in Trichophyton Hypersensitivity. 

WORK UNIT NO.: C-39-73 

PRINCIPAL INVESTIGATOR: Richard L. DeVillez, M.O., Major, MC 

ASSOCIATE INVESTIGATOR: Charles W. Lewis, M.D., Lieutenant Colonel, MC 

OBJECTIVES 

To evaluate the type of cellular response in patients with tinea 
pedis as revealed by the skin window technique, utilizing tricho
phyton antigen. 

TEOiNICAL APPROAOI 

Twenty-five patients fro• the Dermatology Clinic with tinea pedis, 
diagnosed either by KOH positivity or culture, will undergo s ·in 
window studies. An area on the volar asvect of the subject'i fore
ams is cleaned with alcohol. 0.1 cc of trichophyton anti1un is 
injected in an intradermal location at two sites on one fo·.-ean 
and 0.1 cc of diluent on the other forearm. A 4 mm diameter 
abrasion is created over one injected site by scrapina the skin 
with a #15 Bard-Parker blade until bleedina points are seen. A 
sterile, cardboard-backed coverslip is securelt placed over the 
~brasion and changcJ at 24 and 48 hours. The coverslips are air 
dried, stained with Wright stain, and mounted pemanently on alass 
slides. The slides were evaluated for basophile count at 24 and 
48 hours. 

Pruoners at the California Medical Facility were the subjects in 
~ooperation with LAIR. 

Manpower: None. 

1:unding: None. 
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PROGRESS 

All the Jata has been collected and is being analyzed. 

Unaoina. 
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Ut;PAR'J'MENT Of ntE ARMY 
Brooke Army Medical Center 

fort Saa Houston, Texas 78~34 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TlTLE: Evaluation of Calcium Metabolism During Acute Renal 
lnsuff iciency. 

WORK UNIT NO.: C-40- 73 

PRINCIPAL lNVESTlGATOR: 

~SOCIA'rE INVESTIGATOR: 

Richard II. Merrill, M.U., Major, MC 

Uaniel Nash, M.D., Major,~ 

OBJECTIVES 

ro determine the mechani sin of hypercalcemia sc !n in some cases of 
acute renal insufficiency. 

Tl:CIIN !CAL APPR0AOt 

Alj patient s with acute renal failure will be surveyed. They will 
t,e div idcJ rnto two groups in an al temate manner. The usual dit:tary 
anJ chemoti..:rapeutic modalities for treating acute renal failure wil 1 
be employed. Hemodialysis and peritoneal dialysis will be reserved 
for those patients who are uremic or in whom fluid and potassium 
balance cannot be controlled by conservative means. Serum phosphorus 
will be maintained below 6 mg\ in one group, and the second group will 
go untreated. FJr those able to eat, 1000 mg calcium and 1500 mg 
phosphorus will be offered. Percutaneous renal biopsies will be 
cxa,nined by li&ht microscopy, electron microscopy, and i•unofluor
cscent microscopy. Patients with acute renal insufficiency wi 11 
han three 6-hour dialyses a week. Serial determinations will be 
Jone to detect any manifestation~ of hypercalcemia. In adJi tion, 
scrum parathyroid honaone will be measured and an attempt will be 
made to correlate the hypercalcemia that is frequently seen following 
acute renal insufficiency with increased parathormone secretion. 

In tho!,c ratients developing hypercalcemia in the diuretic phase, 
cff( rt-; ,.-i 11 be made to suppress parathormone secretion by calcium 
infus ion or phosphorus depletion. When possible weekly eye exui
nation "'d 1 be perfomed to document early metastatic calcification. 
Skin hiopsics will be analyzed for calcium. 
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Manp we r: None. 

Fundina: None. 

PROGRESS 

No pro1ress has been made on this particular protocol because of 
the lack of availability of ionized calcium electrode. This elec
trode is now available ~t the Institute of Surgical Research and 
the study will begin. 

Ongoina. 
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DEPARTMENT OF nt~ ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGAT!~ SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Association of Immune Complex Renal Disease in Hepa ti tis. 

WORK UNIT NO.: C-41-73 

PRINCIPAL INVESTIGATOR: Richard H. Merrill, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: Gerald A. Hiatt, M.D., Major, MC 

OBJECTIVES 

To detenaine the incidence of i•une complex glomerulonephritis in 
acute hepatitis. 

TEOIN lCAL APPROACH 

Patients with hepatitis admitted to the Gastroenterolol)' Service are 
being screened to deteraine the incidence of i•Wle coaplex renal 
disease. Each patient will have bi-weekly analrsis of hepatic, 
renal, and illaWle systems. All patients found to have evidence 
of renal disease will be further evaluated by renal biopsy which 
will be studied by the techniques of lip1t • icroscopy, electron 
microscopy and ·iaunofluorescence • icroscopy. If i•une coaplex 
renal disease is proven, an atteapt will b~ • ade by iaunofluor-
cscent technique to docwaent that the imune complexes are indeed 
Jue to the hepatitis associated antigen. The ability of the kidneys 
to dilute and concentrate will be deter• ined. lmmunocoapetence will 
be established by skin tests. Iimnunoelectrophoresis will be pe~-
fonncd on those patients with abnormal protein electrophoesis. The 
presence of hepatitis associated antigen and antibody in serwa and urine 
will be detected by radioi• -anoassay. Coapleaent levels will be mea
sured, and any antico• plementary activity will be assayed. Latex 
fixation test and antinuclear antibody test will be perfoned and an 
1£ preparation if indicated. 

~lanpower: None. 

fundina: None. 
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PROGRESS 

Approximately 15 patients have thusfar been screened, with no ob
jective evidence of renal disease. 

Onaoina. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The lmmunofluorcscent Study of Various Renal Diseases. 

WUKK UNI 'f NO.: C-43-73 

l'IHNCIPAL INVESTIGATOI<: Richard L. DeVillez, M. IJ., Majo:.·, MC 

ASSOCIATE INVESTIGATOR: 

-OBJECT I VF.S 

A characteristic fluorescent pattern in various foms of glomerulo
ncphritis has been defined. In many instances, when the light micro
scopic findings are difficult to interpret, immunofluorescence may 
reveal a pattern which is commonly associated with a characteristic 
abnomality on light microscopy. 

TECHNICAL APPROACH' 

Needle b1opsy of patient's kidney will be b~sected for H-E staining 
and for immunofluoresccnt staining. Specimens for fluorescence are 
sectioned at 4u on a cryostat and placed on a nonfluorescent micro
s cope slide. The slide is labelled and section covered by 1 or 2 
Jrops of fluorescent-tagged conjugate. The ·slide is then incubated 
at room temperature for 30 minutes, after which the conjugate is 
rinsed from section and the slide suspehded in a phosphate buffered 
water bath for 60 minutes. A cover slip is placed on the section 
and viewed under a UV microscope using an exciter filter (UGS Sehoft 
filter) and a UV absorbing filter (Wratten 28). 

Manpower: None . 

rundin.: $408.30 Consumable Supplies FY 1974 

l'R()(;RESS 

U11c to lad of specimens, this protocol is terminated. However, the 
llermatology Service will continue to offer this service to any physi
cian desiring fluorescence of renal biopsy specimens. 

Tcrm inateJ. 
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DEPARTMENT Of THE ARMY 
Brooke Anny Medical Center 

Fort Sam ltouston, Texas 78234 
CLCNICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Effects of Gentamicin or Tobramycin and Carbenicil lin 
on the Fun&al Flora of Hospitalized Patients. 

WORK UNIT NO.: C-1-74 

PRINCIPAL INVESTIGATOR: Layne 0. Gentry, M. O., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: Theodore R. McNi tt, M. D., Major, MC 

OBJECTl\'ES 

To study the effects of broad spectrum antibiotic therapy as a 
cause for the increaseJ inciJence of fungal "carrier state" anJ/or 
fungal infection in hospitalized patients. 

TECHNICAL APPROACH 

The study will consist of three groups of patients. All cultures 
will be collected in the routine manner, either under the super
vision of or by a member of the Infectious .Disease Service. Cul
tures will be done at three separate intervals in the Group II P.nd 
Group 111 patients. The first cultures will be obtained either 
immediately before or immediately after starting the systemic 
antibiotic therapy. A record will be maintained so that the cur
rent and any previous courses of antibiotic therapy will be docu
mented. The second st: : of cultures will be done after three days 
of antibiotic therapy. The thirJ and final set of cultures will 
bt• taken three Jays after the tcnnination of antibiotic therapy. 
c;roup I patients will have cultures taken on only one occasion, 
with a careful history of previous antibiotic therapy being docu
mented. The method of the Myocology Section of the National Center 
for L>iscase Control in Atlanta, Georgia will be utilized for identi
fication of fungi. 

Manpower: E-4 (6 months) 

1-'tmJing: $1,519.14 Consumable Supplies 
$ 360.00 TOY 

<,7 

FY 1974 
FY 1974 



C-1-74 (Continued) 

PROGRESS 

The analysis of data has revealed a sipificant risk to patients 
hospitalizeJ at Brooke Army Medical Center. 

Completed. 
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DEPARTMENT Ot: THE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE : ln Vitro Susceptibility of Candida and Torulopsis Species 
Isolated from Hospitalized Patients to Nystatln, 5-Fluoro
cytosinc and Amphotericin 13. 

WOKK UNlT NO.: C-2-74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt • M. U. • Major, MC 

ASSOCIATE INVESTIGATOR: Preston B. Cannady, M.D., Major, MC 

OBJECTIVES 

To compare in vitro susceptibility of Candida and Torulopsis spe
cies isolated from patients who are rece1v1ng broad spectrum anti
bacterial or antifungal agents against similar species isolated 
from hospitalized patients who are not receivin1, such agents. 

TECHNICAL APPROAOi 

Approximately 100 isolates will be tested against Nystatin, Ampho
tericin li and S-fluorocytosine. Strains isolated from patients 
being studied at Brooke Anny Medical Center wi 11 be used for sen
sitivity testing. One isolate of each species from a patient will 
be used. Repeat sensitivity testing will be Jone on only those 
organisms obtained from patients who have received one of the com
monly used antifwigal agents. Sensitivity testing by the tube di
lution technique will be carried out in duplicate for each isolate. 

Manpower: E-6 
E-S 

Funding: None. 

(6 months) 
(6 months) 

PROGRESS 

Unc-hunJrcJ-twenty strains of Candida and Torulopsis species iso
lated ut Brooke Army Medical Center were tested against Nystatin, 
Amphotcricin 8 anJ 5-fluorocytosinc. Candicidin studies arc 



C-l-74 (CuntinucdJ 

currently bein1 conducted. This data is to be presented at the 
American Society for Microbiolo&Y uetina in 1975. Manuscript 
for publication of this data is in preparation. 

On1oin1, 
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UEPARTMENT 01-' THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TlTIJ:: Physioloaic Evaluation of Pulmonary Status in Patients 
Undergoing Renal Dialysis. 

WORK USIT NC.: C-4-74 

PIHNCIPAL INVESTIGATOR: William W. Burgin, Jr., M.D., Lieutenant 
Colonel, MC 

ASSOCIATE INVESTIGATORS: Robert B. Blumer, M.D., Lieutenant Colonel, MC 
Richard H. Merrill, M.D., Major, MC 

OBJECTIVES 

To evaluate the pulmonary function in renal dialysis patients both 
pre- and post dialysis, to better ascertain the physiologic changes 
which take place in the lwtg. 

TEOINICAL APPROACH 

All pat icnts in the dialysis program at Brooke Army Medical Center 
are being evaluated pre- and post dialysis as to the ~ffect that 
dialysis has on pulmonary function capahility and oxygen carrying 
capacity of the blood. 

Manpower: None • 

Fundin2: None. 

PH0GIU.:SS 

Equipment for the performance of thi5 project is now on hand anJ 
the investiaat ion w i 11 commence. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Any Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE : Phase II Study of Aminoglycoside Antibiotic BB-KS. 

WORK U~IT NO.: C-8- 74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, t-lC 

ASSO<;IATE INVESTIGATOR: Leslie M. Burger, M. D., Major, MC 

OBJECTIVES 

(l) To evaluate therapeutic effectiveness of BB-KS in the treatment 
of hospitalized adult patients with infections caused by sus
ceptible pathoaens. 

(2) To establish an optimal therapeutic dosage schedule for BB-KS 
which is safe and effective. 

(3) To establish a side effect profile for the dnaa. 
(4) To obtain information on the clinical pharinacology of the drug 

in diseased patients. 

TEOINICAL APPROACH 

BB-KS will be given by deep intramuscular injection at an appropriate 
site at a dose not to exceed 7.S mg/Ag body weight every 12 hours. 
Each patient and his clinical record will be evaluated twice each day 
throng! out the course of drug therapy. Patients with urinary infec
ti on s wlll have repeat urine culture and colony count at: 48 to 72 
hours after initiation of BB-KS. Each patient will have daily urin
alysis with microscopic examination; BUN anJ creatinine determina
uons \\' i 11 be performed every 48 hours throughout the period of drug 
admini~ t ration. Audiograms will be performed on the 3rd, 6th and 10th 
Jays of t ht: rapy. Appropri ,a.te :.pecimens will be forwarded to Bristol 
Laboratories for Jetennination of BB-KS concentrations. Appropriat.e 
post-treatwm1t cultures will be obtained at the conclusion of 6B-K~ 
treatment; repeat chest x-rays wi 11 be obtained and patients with 
septicemia will have post-treatment blooJ cultures obtained. 

Manpower: None. 

$~ l. 30 Consumable Supplies rY 1974 
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PROGRESS 

To Jatc, no patients have been started on this antibiotic. However, 
important preliminary laboratory information has been obtaine;J. In 
tcstina by tub .. Jilution technique organisms resistant to stnaJard 
aminol,!lycoside therapy, approximately 75°. of these organisms arc 
~cnsitivc to BB-KS by tube dilution sensitivities. furthermore, 
the preliminary evaluation demonstrates that the Kirby-Bauer zone 
diameter size does not closely correlate with tube Jilution sensi
tivity technique in detennining susceptible or resistant organisms. 
1t is planned to continue- the work with this antibiotic with a pro
jected population of 10 patients being treated. The patient selec
tion has been recently liberalized by the Food and Drug Administration 
and should make completion of this project easier. 

Ongoing. 
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DEPARTMENT OF WE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

Tl TLE: Phase II I Clinical Study of Intravenous Veraci 11 in (Sodium 
Oi c 1 o.xaci 11 in) . 

WOKK UNIT NO.: C-9- 74 

l'RINCIPAL INVESTIGATOR: Theodore IL McNitt, M.D., Major, MC 

ASSOCIATE INVl.:S1 IGATORS: Preston 8. Cannady, M.D. • Major, MC 
Barry E. Sieger, M.O., Major, MC 

OBJECl'IVES 

lo detennine efficacy and safety of intravenous veracillin when used 
:n the treatment of infections due to susceptible organisms. 

TECHNICAL APPROACH 

En~ry pat ic nt wi 11 be subject to the following laboratory evaluations: 
CBC to in~lude WBC , differential. platelet estimation and hematocrit; 
liver function studies to include SGOT, alkaline phosphatase; renal _ 
function tests to include urinalysis, serum creatinine and BUN. All 
cxaminatiu1 .. must l>e performed at least with the 24 hours prior to 
startin~. every fifth day of therapy. and within 24 hours after cessa
t ioH of i ntravenous vcraci l lin therapy. Cultures from the appropriate 
site wi : l be repeated during and after cessation of therapy. 

/\ sta11 T"~·. Jose of 1000 mg q6H IV is to be used in severe infections 
such as septicemia or pneumonia with doses of 2S0 or S00 mg q6H for 
urinary tract and se·are wound or soft tissue infections. Serum 
ki lling levels will be determined using the patient's serum and mea
suring the killing effect after any given d~se of veracillin against 
the bacteria responsible for that infection. 

~~nJ i n)t_: None . 

74 



, 

C-9-74 (Continued) 

PROGRESS 

Since the institution of this protocol, three patients have been 
treated with intravenous veracillin. Indications for therapy have 
been extensive cellulitis in two anJ abscess in one. Clinical 
response occurred in all of the three patients treated; no aller
gic manifestations or drug toxicity has been noted. 

While the initial information suggested that prolonged high blooJ 
levels might be present following the intravenous use of this Jrug, 
that has not been confinncd in the three patients studieJ with peak 
scrum levels of 7 to 10 mcg/ml occurring 1 hour after infusion; 
levels obtaineJ 5 hours postinfusion have fallen to levels of 
2 mcg/ml or less. It is therefore felt that the antibiotic should 
he administered moro frequently, probably every 4 hours and futu·e 
patients to be treated with this drug will receive Ndication on 
4 hourly intervals. We intend to continue this study until a total 
of 20 patients have been treated. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort S• Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESlJotE 

TITI£: Phase II Clinical Study of Ticarcillin (BRL 228). 

WOKK UNIT NO.: C-10-74 

PRINCIPAL INVESTIGATOR: Theodore R. McNitt, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Barry E. Sieaer, M.D., Major, MC 
Preston B. Cannady, M.D., Major, MC 

OBJECTIVES 

To evaluate the effectiveness and safety of various dosaaes of 
ticarcillin in the treatment of infections in hospitalized patients 
where those infections are the result of susceptible oraanisms: 
E. coli, Proteus airabilis, Proteus moraani, Proteus rettferi, 
Prot'eu'S vulaaris, Providencia stuartii, Pseudo110nas aerug nosa; 
Miu, He rel lea, Enterobacte1· aeroa~nes, Enterobacter cloacae, 
c'I'trobacter freundil, and Serratia marcescens. 

TEOiNICAL APPROAOI 

Every patient will be subject to the following laboratory evalua
tions: CBC, platelet count and bleeding time; SMA-18 and creati
nine phosphokinase; urinalysis; urine culture and susceptibility 
testing to be done when indicated. All examinations must be per
formed at least within 24 hours prior to startina, every 5th day 
of therapy and within 24 hours after cessation of therapy. Dosage: 
(a) Urinary tract infections (uncomplicated), 0.5 to 2.0 gm IM or 
IV < 6-Shrs; (b) Urinary tract infections (serious/complicated), 
septi cemia, soft tissue infections or respiratory infections, 
200 t o 300 mg/kg/day (12 to 20 gm) by intermittent 2 hour infusion 
4'1-6h rs. Appropriate cultures wi 11 be obtained during therapy, 
and evaluation of treatment will be based on post-therapy cultures. 

:-1a11i,o~: ~one. 

_l~in ~: ~'one. 
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PROGRES~ 

Since initiation of this protocol, three patients have been treated 
with intravenous ticarcillin. The indications for treatment in all 
patients were infections with Pseudomonas aerucinosa which was sen
sitive to ticarcillin using the SO mca sensitivity disc and Kirby
Bauer sensitivity testing technique. In all three cases, the in
fection was urinary tract in origin. All three patients responded 
well to the Jrug. There were no adverse reactions. Using a dose 
of 300 mg/kg/24 hrs, total dose divided into infusions given every 
4 hours, produced blood levels of between 40 and 80 mcg/ml--a level 
well within the sensitivity of the organism. Concomitant urinary 
levels ranged between 2000 and 4000 mcg/ml. All these levels are 
within the anticipated levels for the dose of this antibiotic. 
Further evaluation of this antibiotic is to be done with a tota l 
tTeatment group of 30 patients. 

Onaoing. 
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DEPARTMENT 01: THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Platelet ·:rans fusion - Efficiency and Methods to I• prove 
Current Results in Thrombocytopenia Patients. 

WORK UNIT NO.: C-16-74 

l'RlNClPAL INVliSTIGA'fOR: Robert P. Bowman, M.D. • Major, MC 

ASSOCIATE INVESTIGATOR: 

OBJECl'IVES 

To improve the quality of platelet transfusions in thrombocytopenic 
patients and platelet transfus i on complications. 

TEOiNICAL APPROACH 

T-!chniqucs for identifyina platelet antibodies are used to select 
donor platelets which would have an anticipated normal survival in 
a recipient who had received multiple units of platelets prior to 
transfusion and had been shown to have platelet antibodies. The 
techniques of serotonin release assay, lymphocyte toxicity with 
IIL-A typina serwa and complement fixation are proposed to identify 
the platelet antibodies. The technique of chromium 51 labeled 
platelets to monitor platelet survival of the transfused platelets 
is to be used. The purpose is to identify a means of rapidly 
finding a compatible donor for a transfusion of platelets into a 
thrombocytopenic patient who may have previously shown the pre
sence of platelet antibodies to random donor platelets. 

Man powc r: None. 

~~: None. 
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PROGRESS 

Proaress to date has been li• ited due to the lack of technical sup
port and to the failure of Brooke Anay Medical Center to obtain a 
Broad SpectJ'UII License authorizin1 use of chl'OlliUII 51 survi val s of 
platelets. To date approxi• ately 75 sena• ~•pies have bee · ob
tained for identification of platelet antibody. Strotonin release 
has recently been set up after approval of tritiated serotonin by 
the Radiation Control COllllittee anJ aft~ r • odifications of the pro
cedure are • ade to co11ply with the equipaent av&ilable at Brooke 
Arm) Medical (enter. 

On1oin1. 
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DEPARTMENT OF THE AJJ« 
Brooke Aray Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INV~STIGATION PROJECT RESlltE 

T ITll: Correlation of Specific anJ Total IaE Globulin Levels in 
the Sel'\.111 to Specific Skin Tests. 

WORK UNIT NO.: C-18-74 

PRINCIPAL INVESTIGATOR: Bryan R. Updearaff, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Robert Greely, M.D., Lieutenant Colonel, MC 
Robert Lull, M.D., Lieutenant Colonel, MC 
Olarles Lewis, M.D., Lieut~nant Colonel, MC 

OBJECTIVES 

To correlate the levels of specific circulating antibodies in the 
sen.am with intracutaneous skin tests in mountain cedar sensitive 
patients. 

TEOiNICAL APPR0AOt 

A total of SO patients will be selected from the Allergy Clinic. 
Ten patients will be placed in each of five groups based on re
activity of skin tests to mountain cedar antigen as graded from 
0-4+. These patient's serum will be evaluated for levels of 
total and specific IgE and the results correlated. 

Manpower: None. 

funding: $999.00 Consumable Supplies FY 1974 

PROGRESS 

Technique and materials for IgE determination have been estab-
1 ishod, and the patients are in the process of selection. 

Ongoing. 
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UL:PARTMl.:NT or Till: ARMY 
lirookc Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Efficacy of Minocycline in Patients with Staphylococcal 
Skin Infections. 

WORK ~IT NO.: C-19-74 

PRINCIPAL INVESTIGATOR: Stephen E. Rostan, M.D., Major, MC 

ASSOCIATE INV~STIGATORS: Stuart Salasche, M.D., Major, MC 
Frank Rabey, M.S., Major, MSC 

OBJECTIVES 

To demonstrate the clinical and laboratory efficacy of minocycl ine 
in patients with s t aphylococcal skin infections compared to phen
oxymethyl penicillin. 

TECHNICAL APPROAOI 

Uouble-blind study comparing penicillin V and minocycline in the 
treatment of staphylococcus aureus in outpatients, 12 years of 
11ge or older. 

Manpower: None. 

Funding: $256.00 Consumable Supplies FY 1974 

PROGRESS 

Several patients have been studi ed but additional ones are needed 
to determine the efficacy of minocyclinc. 

Ongoing. 
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OEPARTMENT OF THF. ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Hypertension with Polycystic Kidney Disease. 

WORK UNlT NO.: C-2·0- 74 

PRINCIPAL INVESTIGATOR: Daniel A. Nash, Jr . , M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Andrew Nowakowski, M.U., Major, MC 
Philip W. Rogers, M.D., Major, MC 

OBJECTIVES 

To study the volume status and the renin-angiotensin system in 
patients with polycystic kidneys and unexplained hypertension and 
to clarify the mechanism(s) of the hypertension frequently present 
in patients with polycystic kidneys. 

TE(]{NICAL APPROAOI 

Patients with hypertension and adult polycystic kidney disease are 
evaluated to exclude extra-renal causes of the hypertension. Off 
all medications, renin activity and aldosterone levels are measured. 
'Inis is done after a balanced state is reached on an intake of 60 

... · .. · 
~ 

to 100 mEq of sodium per 24 hours, and subsequently on a low sodium 
intake of 10 mE4/24 hours. The degree of hypertension is correlated 
with these alterations of the renin angiotensin aldosterone system 
and the sodium balance. Only patients with preservation of at least 
75~ of their normal renal function are studied. Selective renal 
vein renin assays are obtained if possible. 

Manpower: None. 

1.:unl.ling: None. 

PROGRESS 

Six patil'nts I.ave 4ualificJ for thi~; study and completed the hyper
tl'nsi.on evaluation. ·111ree of the six had selectiv.:: renal vein renin 
as:.ays. Five of the six had normal peripheral renin activity and 
al<lostoronc responses when studied on the ideal (60-100 mEq) sodium 
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Jict. All rcnaainod 110derately hypertensive, without ueasurablc evi
Jcncc of blood volume expansion. Blood pressures normalized during 
the low sodium period in all but one patient. Four appeared to have 
~JuntcJ renin responsiveness. Most interestingly, two of three 
patients had significantly asymmetrical renal renin production. 
Although the data is not statistically significant, a multifactorial 
etiology for hypertension with polycystic kidney disease, involving 
relatively increased renin activity and an unmeasurable degree of 
volwnc expansion, is strongly suggested. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESIME 

TITLE: Comparison of Radioactive Serotonin Release Assay and 
Lymphocyte Thymidine Uptake as a Means of Platelet 
Antibody Identification. 

WORK UNIT NO.: C-22-74 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M. D., Major, MC 

ASSOCIATE lNVl:STlGATOR: 

OBJECTIVES 

To detennine the relative specificities of these assays and to 
evaluate their clinical usefulness. 

TEOINICAL APPROAOI 

Handlin and others have shown that platelet antibodies are capable 
of stimulating lYJlphocytes. The purpose of this protocol is to use 
a radioactive serotonin release assay method and lymphocytes stimu
lation method with thymidine uptake to identify platelet antibodies 
and to compare their selectivity as a method of identifying poten
tial donors for thrombocytopenic patients. 

Lymphocytes will be stimulated by serum from selected patients. 
Sera is incubated at S6° for 30 minutes and stored at -20°C; 0.1 ml 
of the platelet concentrate with approximately 108 platelet is incu
bated with 0.2 ml of the test serum at room temperature for 15 min.; 
2 ml of freshly prepared platelet-poor plasma at pH of 6.5 are added 
and the mixture is centrifuged at 10,000 Xg for 10 minutes. The 
platelet button is resuspended in 0.3 ml of TC-199 and is used in 
th5s manner to stimulate lymphocytes. 

Approximately 10-20 patients of each antibody type would be ex
ami.neJ with the exception of drug induced antibody situations. 
Sl.·ra wi 11 be stored at -20°C. Samples wi 11 be studied at various 
Jjlutions to obtain the titer of the antibody. Sensitivity of 
hoth tests may thus be evaluated, as well as the specificity . 
Lach scrum should be tested against a battery of at least ten 
Ji ffcrcnt plate let samples. 
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Manpower: Nono. 

Fw1Jing: $192.00 Consumable Supplies FY 1974 

Pl{QGllESS 

Serwn samples have been obtained. Two patients have been examineJ 
by the lymphocyte stimulation uptake method, anJ platelet antibodies 
have not been identified. 

Ongoing. 
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DEPARTMENT Of THE ARMY 
Brooke Aray Medical Center 

Fort Sam Houston. Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLL;: Platelet Function in the Presence of Varied Platelet 
Antibodies. 

WORK UNIT NO,: C-23-74 

. PRINCIPAL INVESTIGATOR: Rouert P. Bowman, M.D., Major, MC 

ASSOCIATE INVESTIGATOk: 

OBJECTIVES 

To determine the capability of platelet function when stressed by 
a variety of platelet antibodies. 

Tl.:otNICAL Al'PROACII 

Several authors have sugaested that platelets function abnormally 
in patients who have an antibody directed against them. Platelet 
function studies, i.e. bleeding time. platelet aggregation, plate
let Factor III release, are to be performed on patients who have 
been identified as having antibody in their serum. Purpose of 
this is to identify a patient who not only is thrombocytopenic 
from a platelet i•une disease, but who has a bleeding diathesis 
due to poor function of the platelets which are present. 

Platelet function will be examined, both from random donors and 
from the patients themselves ..tto had evid~nce of on-going plate
let antibody situation. Platelets of patients with the antibody 
will be examined when the platelet count is sufficient to -arrant 
Joing so. Serum from these patients will also be obtained. This 
serum will be in~®ated with normal platelets and the platelet 
function, after this incubation, will be examined. This platelet 
function will be examined in both the platelets of patients having 
the antiboJy, i.e., and in vitro incubation, and by examining 
pl :, te lets from a donor with seiiim taken from patients with plate
let antibodies. Platelet function studies to be done include 
platelet factor three release after the method of Hardisty, plate
let adhesion after the method of Bowie, ?latelet aggregation, 
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including ADP, epinephrine and collaaen stimulation. Platelet 
antibodies will be identified by 1) the clinical situation, 2) 
failure to respond to platelet transfusion, 3) modification of 
serotonin release assay, 4) thymidine uptake. Approximately 
10-20 patients of each antibody type will be studied. 

Manpower: None. 

Funding : $196.00 Consumable Supplies FY 1974 
$420.00 Capital Equipment FY 19'l4 

Project has started. 

Ongoing. 

PROGRESS 
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DEPARTMENT OF TIU: ARMY 
Brooke Amy Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

lNVESTIGATia. PROJECT RESOO 

TITLE: Evaluation of Platelet Factor IV to Evaluate Hypercoagulable 
States. 

WORK UNIT NO.: C-24-74 

PRINCIPAL INVESTIGATOR: Robert P. Bowman, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: 

OBJECl'IVES 

To look at the plasma of patients who have a possible settina of 
hypercoagulability and to evaluate their plasma for platelet 
factor IV activity. 

TEOiNICAL APPROACH 

Platelet Factor IV, which is an anti-heparin, has been shown to be 
released by platelet destnaction in vivo. A method of assaying this 
factor using heparin titration hasb~reported by several authors. 
The purpose of this project is to evaluate the patients who have the 
potential of developina thrombophlebitis and pulmonary eabolus by 
using the platelet factor IV assay. 

The plan of this study is to evaluate the measure of platelet factor 
IV assay accordina to that outlined by Fuster, et al., in the General 
Mayo Clinic, Febnaary 1973, and to apply this procedure to the plasma 
of patients who have recent myocardial infarctions, who have pulmonary 
emboli, who have en.ash injuries or who have suown instance of increas
ing headaches or vascular disease associated with the birth control 
pill. This is a pilot study and is designe~ only to show that there 
is clinical applicability of the procedure. It should be noted that 
111orc definitive studies, such as fibrinogen turnover rates and plate
let survival and turnover rates, arc not to be done in this study. 
Fifty patients will be studi,Jd. Controls will be normal patients of 
v:1 ri ous age ranaes. Cont:ro!s from various clinical conditions wi 11 
be examined. 
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Manpower: None. 

~widing: None. 

PROGRESS 

Progress to date reveals that the assay has been established with 
appropriate normals and abnonnals obtained. Patients with marrow 
suppression have been studied to show that no platelet factor IV 
is available. Material for assay is being collected on patients 
presented to the hospital with pulmonary emboli and with thrombo
phlebitis. Inadequate number of patients studied for complete 
evaluation at this time. 
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l>EPARTMENT OF TIIE ARMY 
Brooke Al'llly McJical Center 

fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

Ophthalmoioaic Manifestation of Candida Infection and 
Hypersensitivity to Candida in Rabbits. 

WORK UNIT NO.: C-26-74 

PRINCIPAL INVl:STIGATOR: Theodore R. McNitt, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To study the natural history of candida infection in the eye. 

TECHNICAL APPROAOi 

Initially, 20 New Zealand white rabbits wiil be utilized for the 
study; the grouping of the rabbits and e:,perimental procedures 
are outlincJ in the original protocol. At the time all animals 
are sacrificed, the eyes will be submitted for quantitative cul
tures which will be detel'lllined on the basis of number of organisms 
p~r gram of tissue obtaineJ from one of the two eyes, and the 
second eye then will be submitted for histolo!ic examination 
with specific biopsies of the retina and uvea. It will be neces
:-- ary to process these tissues using hematoxylin and eosin as well 
as methenamine silver stains to define the nature and extent of 
the Candida infections produced in the rabbits. 

Manpower: E-5 (3 months) 

$106,25 

l'ltOGIU:SS 

Initially 20 rabbits were divideJ into 4 groups, each group con
taining :, ral>hits. The first group of rabbits were previously 
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vaccinated using a strain specific Candida antigen injected with 
Freund adjuvant and booster vaccinations given weekly until spe
cific 'b' bands were present by immunodiffusion and latex aggluti
ndtion titers 1:16 had been achieved. On day #1, all 20 rabbits 
rc1.:civeJ 2xl0° live Candida organisms. Then 10 days after the 
inoculation of oraanisms, the second group of 5 rabbits received 
200 mg 0

o of antiKcn prepared in a similar manner to the antigen 
used t o vaccinate the original group. This was administered in
travenous ly. Five days after the initial inoculation of orgru1isms, 
the third group received an additional Sxl05 Candida organisms 
intravenously. The remaining 5 rabbits were used as controls. 
One rabbit died five Jays after the original inoculation pro~ably 
as a result of laceration to the liver during pericardial .1.spira
tion of blood and at time of autopsy no evidence of candidiasis 
was present. At the end of the experimental t imt• frame, all rabh its 
were sacrificed. Prior to sacr:.ficing, fundus1.:or,ic examination nad 
demonstrated eye lesions in 3 rabbits. At time of autopsy, aspira
tion of e)'es in all rabbits was done for culture for Candida. All 
of these cu!t•Jr•~s were negative. Exai:;ination of the tissues showed 
sm ll scars in the kidneys of half of the rabbits, but it was ob
vious at autopsy that signif! cant Candida infection had not occurred, 
even though the previous stu<.l.ie~. using the identjcal organism had 
demons trated that the number of organisms injected in this study 
w~ J only one log less than the LD-50 in a comparable group of ani
mals. It was impossible at t i1at point to determine whether the low 
degree of pathogenicity 1-,as Jue to a change in the virulenc<.' of the 
organism or if handling of the inoculum prior to injection h ,t de
crcascJ r he viable cell count. 

Fro•n this first group of rabbits, ·~he following infonnation was ot-
tau,ed. first, vaccination coul<l be easily accomplished with spe
c1 t'ic banJs and high titers of lat x a~glutination reaction · oc-

urring. Second, inoc~lation of onti~en separated b · at leas~ lU 
Jar f t i me did not re:rnlt in ar,aphylaxis. Third, technically 
hlooc.J sampling could be Jone n a weekly basis wi hout any detri
mental effcL:ts to the animals. f-ourth, that i i.. h organisms of 
low i11vasivity, l' YI.! lesions dic.J occur. Fifth, that the l'YC lesions 
.. h · 11 present were negative for· culturt.' for Candida albicans. Sixth, 
the photographic technique employed produced acceptable pennanent 
record s nf these oye lesions. 

Wl th the se factors in mind, the same strain of CanJiJa was passed 
11t an animal in massive co111.: cntrations producing lethal systemic 

.,;;111 JiJi as is. After animal passa r,c, the org.1nism was recoverc<l from 
kidu l.!y I issue and serologically documented to be the same ser t ·pc 
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as the initial orgr.ni sm injected. This organism was then grown in 
broth culture and injected into 20 virgin rabbits in a dose of 
1x106 viable organisms where viability was detemined at the t .me 
of inoculation by dilution plate technique. The result of increas
ing the inoculum by one-half log following the transmission of this 
organism through an animal was devastating. All 20 rabbits died 
within six days of inoculation. Autopsy of these animals demon
strated widely disseminated systemic candidiasis. Althoug~ eye 
lesions did not develop, this probably reflects early death . Over 
!JO '~ of the rabbits had massive myocard i al Candida abscess formation. 
Current histologic studies are underway to define the myocardial le
sions in these ~imals as well a~ the ophthalmic lesions produce~ in 
the original group. Complete histologic evaluation including elec
tron microscopy is planned but is not available for this report. lfo 
plan to continue this study using the same model but adjusting the 
Jose of inocul um of the organism which is now proven to be extremely 
virulent by dropping the size of inoculum two logs. 

!tis apparent that in these animals, disseminated candidiasis may 
ta'<e an acute fol'II characterized by widely disseminated lesions, 
par.ticularly cardiac lesions; a subacute form characterized by pre
d~minately renal lesions and renal failure, and, perhaps, a more 
chronic form of disease characterized by small abscesses and scars 
in the kidney and liver and associated with funduscopic abnormalities 
in the involved rabbits. 

Or1 going. 



UEPARTMENT OF TIIE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: A l{anJomi zed Comparative ::itudy of Tobramycin and Gentarnicin 
in Acute Urinary Tract Infections. 

WOUK UNIT NO.: C-27-74 

Pl<lNClPAL lNVESTlliA'fQI{: Theodore IL McNitt, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Layne 0. Gentry, M.U. 
Preston B. Cannady, M.D., Major, MC 

OBJECTIVES 

To evaluate and compare the effectiveness of these two arninoglyco
side antibiotics in the treatment of acute urinary tract infections 
in hospitalized patients where those infections are the result of 
susceptible organisms. 

TECHNICAL APPROAQl 

Every patient will be subjected to the following laboratory evalua
tions: Complete blood count anJ platelet estimate; SMA-12 plus 6; 
uri n:ily : is and u ine culture and when indicated susceptibility test
ing will be done. All examinations will be perfonned at least 
within 24 hours prior to starting antibiotic therapy, every 5th day 
o f antibiotic the r apy, and within 24 hrs after stopping antibiotic 
therapy. A follow-up specimen of urine will be obtained and cul
tured between Sand 10 days following the cour se of antibiotic 
t he ra py. 

A <lose o f 3 rng/ k g/ ,!4 hrs will be ~iv ' fl proviJcJ that crcatinine 
dcaran~e is in exces s of 50 ml/min as estimated utilizing the 
scrum creatinrnc. ,\djustmcnts of the Josage will be perfonned on 
t !1e ba,is of the scrwn crcainine and antibiotic levels as deter
rnrncJ i11 the laboratory. All patients will receive a minimum of 
., Jays u f antibiotic therapy of either tobramycin or gentarnicin 
1111 ! 1.: ss t here are contraindications to complete this course. 

! unJ i None. 
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PROGRESS 

Since initiation of this study, 22 patients have been treated on a 
randomized basis for urinary tract infection as the result of sus
ceptible gram-negative organism where susceptibility was determined 
by Kirby-Bauer disc plate technique. Using a standard dose of 
3 mg/kg/24 hrs divided into 3 doses given every 8 hours, the fol
lowing results have been obtained. Serum levels of approximately 
3-6 mcg/ ml have been obtained. Urinary levels done simultaneously 
have ranged between 1S and 100 mcg/ml. Al 1 these levels have been 
adequate for the organisms tested. There has been no evidence of 
toxicity and no episodes of allergy have occur~cd to date. All 22 
patients have had clinical and bacteriological cure although re
currence developed in 3 patients. This recurrence was related to 
repeated Foley cathcterization and not to relapse with the original 
organism. The plan is to continue this protocol for a total of 40 
patients. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PIWJEC'J' RESUME 

TITLE: ract"r VIII Activity/Antigen Ratio in von Willebrand's 
Oi seasc. I. Epinephrine Effect. (Collaborative study· 
with WRAIR) 

WORK UNIT NO.: C-30-74 

PRINCIPAL INVESTIGATOR: 

ASSOCIATE INVESTIGATOR: 

Frederick R. Rickles, M.D., Major, MC (WRAIR) 

Robert P. Bowman, M.D., Major, MC 

OBJECTIVES 

To study the effect of stress on Factor VIII production and 
reactivity. 

TECHNICAL APPROACH 

To stimulate patients with epinephrine and measure Factor VII I 
antigen anJ coagulant activity as well as platelet factor activity 
by s everal methods. Plasma is to be collected over a two day period. 

This study is being done in conjunction with Walter Reed Anny 
ln~titute of Research. 

Ma11powcr: None. 

fondin~: None. 

l'IWGRLSS 

Two pat icn t s have had initial plasma screens including antigen 
levels ai1d 1:actor VIII activity. Factor VIII procedures have 
lH.! Cn standardized. Platelet function has not yet been attempted 
due.: to t he lack of Ristocetin and gloss bead retention tubes 
commercially. 

Ungoin~. 



UEl'AlffMENT OF TUE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Effect of Antacid Therapy on Recurrence of Duodenal Ulcer. 

~OKK UNIT NO.: C-32-7~ 

PklNCll'AL INVESTIGATOR: 

ASSOCIATE INVESTIGATOR: 

Richard W. Welch, M.D., Major, MC 

Armand Littman, M.D. 

OBJECTIVES 

To determine wheth..:r antacid treament in duodenal ulcer patients 
Juring asymptomatk periods prevents recurrences of complications. 

TEOOICAL APPR~ACH 

Males with typical history of ulcer distress and x-ray evidence of 
niche or duodenal bulb deformity wil\ be selected. 40-50 or more 
patients will be studied. Treatment will consist of 4 tablets 
(O.S gm each) 2 hours after each me~l and at bedtime. One-half of 
the patients will receive DAA and the other half will receive a 
ccllulost: (Avicel). Each patient wi 11 be seen at 4 week intervals 
w1th routine inquiry concerning general health and u!~er symptoms. 
The frequency of hemorrhage, perforation, obstruction and recourse 
to surgical treatment wi 11 be assessed. 

~1.utpowcr: None. 

i: unding: None. 

PROGRESS 

To date, there arc 14 patients entered in the study, and no tech
n i ca I prob lcms have been encountered. Because this is a prospec-
l L vc, randomized, double blind clinical trial, no advance inspection 
of the..: Jata is possible nor arc any results known. 

U11~oi11~. 
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UEPARTMENT OF THE ARMY 
Brooke Anny Medical Center 

fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

lNVESTIGATI0N PROJECT RESUME 

Phytohcmag~lut inin Stimulation of SarcoiJ Lymphocyte s . 

WUl{K UN IT NO.: <.:-36- 7'1 

PIUNCIPAL INVESTIGAT0K: llobert L. Pence, M.l> . , Major, MC 

i\.'-;SOCIATE INVLSTIGAT0ltS: William W. Burgin, M.U., Lieutenant Colonel, ~IC 
Kobcrt L. Greely, t-t. l>., Lieutenant Colonel, MC 

OBJ CTIVES 

To stuJy phytohemag&lutinin (PIIA) stlmu\ation of lymphocytes from 
patients with sarcoid anJ to investigate possible suppression of 
lymphocyte response by plasma fro~ sarcoid patients. 

'i'EOiNICAL APPROAOI 

20-30 patients with sarcoiJ admitted to the Pulmonary Disease Ser
vice or seen in the Pulmonary Clinic will be evaluated and treated 
in the usual manner. During the course of evaluation, 25-50 cc of 
hepariniz.ed blood will be taken to study their lymphocytes. TI1c 
lymphocytes wi 11 be separated from whole blood by standard tech
ni4ucs and will ho stimulated with PIIA as well as SKSD and Monilia 
antigens, in the presence of homolo~ous and autologous plasma. Lym-
phocyte response wi 11 be measured in tenns of blastogencsis us in~ 
thymi.Jinc incorporation with cl4 or u3 labeled thymidine. TI1e de 
~rcc of stimulat ion will he correlated with the extent of disease 
and the possible suppression of lymphocytes by sarcoid plasma can 
be ver·i fied. The sarcoiJ plasma wi 11 h,~ saveJ and used in a similar 
way to study stimulation of lymphocytes from nonnals with the same 
antigen. 

Manpower: L-5 (4 months) 

$2,068.50 
$ 475.00 

Consumable Supplies FY 1974 
Capital Equipment FY 1974 
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PROGRESS 

·me laboratory technique of l}'llphocyte stimulation has been set up 
and is fwtctionin& well. 

T1oo patients have been studied to date, and both showed good lympho
cyte stimulation with PIIA. The lymphocyte response of both individuals 
1oas better with homologous plasma than with autologous plasma indicating 
possible suppression by autologous plas•a. 

Ongoing. 
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DEPARTMENT OF THE ARM)' 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVUSTIGATION PROJECT RESIJ.tE 

TlTI.E: The Evaluation and Treatment of Male Infertility. 

WORK UNIT NU.: C-l!J- 74 

PIUNCIPAL INVESTIGATOR~ Carlos E. Menendez, M.lJ., Major, MC 

ASSOCIA'ft; INVESTIGATORS: Rudi Ansbacher, M.D., Lieutenant Colonel, MC 
Mauro P. GeJ\gai, M.D., Colonel, MC 

OBJECTIVES 

To rule out any surgically or medically correctible causes of male 
infertility and to treat the idiopathic oligospermic or astheno
spermic infertile patient with human chorionic gonadotropin. 

'fllOINICAL APPROACH 

The patient will be subjected to an extensive medical work-up to rule 
out urological and endocrinoloiical conditions as well as general 
medical conditions that can interfere with normal fertility, and if 
these are ruled out, the pati~nts will be treated with human gonado
tropin injections, 2500 units IM every week for 6-12 months with 
periodic repeat semen analyses. 

Patients with idiopathic oliaospennia will enter a prospective study 
dcsianed to evaluate the effects of this agent on gonadotropin and 
testosterone levels in plasma, semen and fertility. An attempt will 
be made to relatd semen changes and fertility with changes in the 
plasma levels of those hormones. 

The female mr:mber of the couple wi 11 be evaluated to make surl' she is 
potentially fertile. 

Manpower: None. 

~mdi!!i,: None. 
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PROGRESS 

Since the protocol has been approved, only one new patient has been 
investigated anJ therapy has not been started. 

Ongoing. 
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UEPART•IENT OF THE ARMY 
Brooke Army McJical Center 

fort Sam Houston, Texas 78234 
CLINICAL INVC:Sl'IGATION SERVICF. 

INVESTIGATION PROJECT RESUME 

TITLE: Effectiveness of lmmunotherapy in Mountain Cedar Pollinosis. 

l~0RK UN IT NO. : C-43- 74 

PRINCIPAL INVESTIGATOR: Hobert L. Pence, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Robert L. Greely, M.D., Lieutenant Colonel, MC 
DonalJ Mitchells, M.D., Major, USAF MC 
Max I. Michaels, M.D., Colonel, USAF MC 

0BJECl'IVES 

To evaluate the role anJ effectiveness of allergy injection therapy 
with Mountain Cedar pollen extract in the treatment of hay fever and 
asthma caused by the pollen of this plant. 

TEOINICAL APPROACH 

Approximately 40 patients with allergic rhinitis or asthma are to be 
studieJ to eval~ate the effectiveness of specific allergy injection 
therapy in the treatment of these problems. In a double blind, con-
t rolled manner, these patients will be divided into two groups. One 
group will receive injection therapy with Mountain Cedar extract, and 
the other group will receive placebo, both in a manner routinely used 
for allergy injections. During the Mountain Cedar pollinating season 
(Dec . , Jan., Feb.) the patients will send daily symptom scores to us. 
At the cnJ of the season, the code wi 11 be broken, and the symptoms 
of the two groups will be compared anJ effectiveness of specific 
therapy determined. 

Manpowe r : 

fonding: 

E-b t3 11onths) 

None. 

PkOGRESS 

1-'orty patients have l>ecn selected and randomi:ed and the extract 
anJ placebo is in the process of being mailed out to prepare the 
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C-43-74 (Continued) 

i••tients for the collina seuon. Syaptoa index sheets have been put 
toaothcr and arc ready to use in the collin1 seuon. 

~1oina. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Early Diagnosis of Urinary Tract Infections. 

WORK UN IT NO.: C-44- 74 

PRINCIPAL INVESTIGATOR: Leslie M. Burger, M. D., Major, MC 

ASSOCIATE INVESTIGATORS: Theodore R. McNitt, M.D., Major, MC 
Barry E. Sie1er, M.D., Major, MC 
Preston 8. Cannady, M.D., Major, MC 

OBJECTIVES 

To evaluate several methods of rapiJly establishing the presence 
of significant bacteriuria. 

TEOfNICAL APPROAOI 

One hundred unselected consecutive adult patients seen in the 
cmeraency room anJ walk-in clinic of Brooke Anny Medical Center 
with urinary tract symptoms will be entered into the study. A 
questionnaire will be completed and clean catch, midstream urine 
saJDple obtained. The patient will be instructed to return to see 
one of the investigators the following morning when a first morning 
voided clean catch urine sample wi 11 be obtained. F.ach urine sam
ple will be subjected to urinalysis, Gr..,!m stain of unspun urine, 
urine culture, nitrite test (Microstixl~, Ames Company) and the 
alucose test (Urialox ® , KABI Laboratories). Therapy will be 
initiateJ as indicated after obtaining the first morning voided 
sample. Patients with si,nificant ba~teriuria will be asked to 
return after two days of therapy anJ again two days after the 
completion of therapy at which time a first morning voided clean 
catch, midstream urine sample will again be collected for urine 
culture, nitrite test, and glucose test. 

Manpower: None. 

Fundin1,: $J32.00 Consumable Supplies FY 1974 
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PDiJWSS 

The supplies have been ordered and the study ~ill beain upon receipt. 

Onaoina. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical ('•!nter 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUMF. 

TITLE: Sperm AntiboJies in Vasectomized Men. 

WORK UNIT NO.: C-3-72 

PRINCIPAL INVESTIGATOR: Rudi Ansbacher, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To detennine the onset of sperm antibody production postvasectomy with 
special attention to serum uric acid values prior to and after vasec
tomy. 

TECHNICAL APPROACH 

Blood was obtained prior to, <> weeks, 6 months, 1~ months, and 24 
months following bilateral vasectomy. The serum was removed after 
centrifugation of the clotted blood, and complement was destroyed 
by applying heat at S0°C for :\O minutes. 

The macroscopic gelatin spenn-agglutination test of Kibrick, Belding, 
and Merrill and the sperm-immobili:ation test of Isojima., Li, anJ 
Ashitaka were used to detennine the presence of spe!'11l antibody ac
tivity in the sera. Pooled untreated rabbit serum served as the com
p 1 emcn t source. F rcsh semen was obtained from spcnn donors whose 
counts were consistently above 60 million spermato:oa per ml. coupleJ 
with motility greater than 70\. Uric acids were detennineJ on the 
pre- and postvasectomy sera by the manual method as aJapteJ by fech
ni.:on. 

Eleven men had spem antibody activity pre-, 3-4, 7, 10-11, 1~ Jays 
and 6 weeks postvascctomy. 

Manpower: Chief, Clinical Investigation Servic~ (1S Jays) 

fonding: $352.00 TUY FY 1974 
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C-3-72 (Continued) 

PROGRESS 

Thirteen men have been followed throuah 24 months postvasectomy. 
~one had sperm-agglutinating activity prevasectomy, 6 were posi
tive at 6 weeks (46\), S were positive at 6 months (38\), 8 were 
positive at 12 months (62\), and 8 were positive at 24 months 
(62\J with titers from 1:2 to 1:64. None had sperm-immobilizing 
activity prior to vasectomy, 4 were positive at o weeks (31\), 
2 were positive at 6 months (16\), and none were positive at 12 
or 24 months postvasectomy with titers from 1:4 to 1:16. 

Serum uric acid levels on these 13 men pre-, 6 weeks, 6 months, 
12 months, and 24 months postvasectomy showed no statistical dif
ferences (t-tests). 

Of the 11 men studied prevasectomy and immediately postvasectomy, 
two demonstrated circulating agglutinins at 3-4 days, four at 7 
days, six at 10-11 days, seven at 14 days, and nine at 6 weeks 
after the procedure was performed. Titers ranged from 1:2 to 1:8 
early, an,J 1: 4 to 1: 128 6 weeks after vasectomy ~ 

One man had circulating spem i•obilizins which developed 3 ,·dys 
postvasectomy which persisted through the six-week examination, 
and another man had immobilizins at the six-week check with titers 
1:4 to 1:16. 

Presented as part of "Biologic and Immunologic Consequences of 
Vasectomy" at the 9th Harold C. Mack Symposium, Regulation~ 
~ Fertility, S October 1973, Detroit, Michigan (Wayne State 
University). 

Presented as part of "Bilateral Vas Ligation: Sperm Antibodies" 
at the 21st Annual Meeting of the Pacific Coast Fertility Society, 
27 October 1973, Palm Springs, California. 

Presented as part of "Immunology of Infertility and Postvasectomized 
Men" as Consultant to the Department of Obs ~etrics-Gynecology, 
Scott and White Clinic, 23 March 1974, Temple Texas. 

Presented as part of "The Significance of Sperm Antibodies in 
Vasectomized Men" at the 30th Annual Meeting of the American 
Fertility Society, 4 April 1974, Hollywood, Florida, and 
Brooke Amy Medical Center Research Club, 14 May 1974. 
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Ansbacher, R.: Biologic and immunologic conseq i .uces of vasectomy, 
in Regulation of Human Fertility. Edited by K. S. Moghissi and 
T. N. Evans. Charles C. Thomas, Springfield, Illinois, 1974. 

Ansbacher, R.: Bilateral vas ligation: sperm antibodies. Contra
ception ~:227-237, 1974. 

Ongoing 
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DEPARTMENT OF THE ARMY 
Brooke Al'lly Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Heart Valve Prosthesis in Pregnancy - Review of the Litera-
ture and Report of a Case. 

WORK UNll' NO.: C-36-72 

PIUNCIPAL INVESTIGATOR: Warren N. Otterson, M. D., Colonel, MC 

N:iSOCIATE lNVESTHiATOR: 

OBJECTIVES 

To analyze the effect of heart valve prostheses on maternal morbidity 
and mortality, perinatal mortality, and general reproductive perform
ance. In addition, it is hoped that a sound proeram of management, 
especially regardin& the use of anticoagulant drugs, will evolve as 
a result of an extensive review. 

TEOiNICAL APPROACH 

(1) To review all Brooke Army Medical Center and the world literature 
case reports in detail. 

(2) To analyze each case relative to maternal and fetal outcome, and 
to evaluate the role of anticoagulants in patient manqement. 

In addition, thoracic and cardiolo~y literature is reviewed. 

Man po~: None. 

funding: None. 

PROGRESS 

Comprehensive review is in the final stages of preparation. 

Un~oina. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Maternal- Fetal Oigoxin Levels. 

WORK UNIT NO.: C-1S2-72 

PIHNCIPAL INVESTIGATOR: Warren N. Otterson, M.O., Colonel, MC 

ASSOCIATE INVESTIGATOk: 

OBJECI' IVES 

To ~ctennine the rate and amount of digoxin transferred to the fetus. 

TECHNICAL APPROACH 

Thirty patients in the labor area of the Robert B. Green Hospital and 
12 to 16 patients at Brooke Army Medical Center will be given 0.2S mg 
of intravenous digoxin after informed consent is obtained. Upon de
livery, maternal and fetal cord blood samples will be collected and 
analyzed for digoxin level. Since variable time will lapse between 
injection of digoxin and collection of blood SQples, data on not only 
the comparability of the maternal fetal digoxin levels will be obtained, 
but the spccJ of fetal accumulation of digoxin noted. 

The dose of digoxin is such that maternal levels at 2 hours, the accepted 
time when scrum anJ myocardial level arc comparable, is 1/lOOth of the 
usual therapeutic level. All patients given digoxin will be monitored 
by heart rate monitoring equipment. All RIA studies will be done at the 
University of Texas Medical School, San ·Antonio. 

Manpower: None. 

FunJing: None. 
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PROGRESS 

This study is terminated due to failure to obtain study saaples froa 
patients and their newborns and due to lack of cooperation with the 
University of Texas Medical School. 

Terminated. 
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l>EPARTMENT OF THE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

lNVf:STIGATION PROJECT RESUME 

TITLE: Treatment of Endomctriosis with llanazol. 

WOltK UN 1T NO.: C-14- 73 

PRINCIPAL INVESTIGATOR: Rudi Ansbacher, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To study _the effects of l>anazol therapy in the suppression of the dis
comforts arising from endometri,,sis. 

TEOINICAL APPROACH 

four patients, ages 23-31, with proven endometriosis, diagnosed by 
I aparoscopy or exploratory celiotomy and with symptoms of infertility, 
Jysmcnorrhea, pelvic pain, and dyspareunia were used in this study. 
Oanazol, 800 mg/day, was administered. 

Ba·:c line studies included complete history and physical examination, 
CBC, urinalysis, SMA-6 and 12, serum FSH and UL These studies were 
mon itored while the patient was taking the medication. 

Manpower: Chic f, Clinical Investigation Service (6 days) 

Funding: None. 

PROGRESS 

Four patients were studied. All were to continue the medication for 
t. months without interruption. Two cornpleted the full course; one 
Jis~ontinued it after '1 weeks and one after 3 months due to side 
effects. 
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l<csolution of symptomatology anJ pelvic finJings were dramatic. The 
four women became ainenorrhcic while on the medication, dyspareunia 
anJ pelvic pain cleared, and the pelvic organs became free and mo
hilc without tenderness on motion or palpation. After cessation of 
therapy, reversion to the pretreatment state occurred in all. 

Three have subsequently undergone total abdominal hysterectomy and 
bilateral salpingo-oophore.:tomy within 8 months after completion of 
the IJanazol therapy due to recurrence of their symptoms. 

Side effects of Danazol therapy included an average weight gain of 
9 pounds; severe headaches, migraine type, usually unilateral, with 
changing intensity from day to day; occasional dizziness and light
headedness; unilateral tremor of the upper extremity; personality 
changes which included irritability and lethargy; and mi1d andro
genic changes which included deepening of the voice and acne. These 
cleared after discontinuation of the medication and regular cyclic 
menses rcswned. 

CONCLUSIONS: The symptomatic improvement in these patients while on 
l>anazol and the objective changes in the pelvic findings 

imply the possible efficacy of this medication for the treatment of 
cndomctriosis. However, the side effects noted and the fact that three 
women have had subsequent removal of their reproductive organs due to 
recurrence of their symptomatology and pelvic endometriosis indicate 
some caution in regarding this medication as a panacea. 

Presented at the 22nJ Annual Armed Forces Ob-Gyn Seminar, Las Vegas, 
Nevada, 16-21 September 1973. 

Submitted to American Journal of Ohstetrics and Gynecology for publi
cation in Commw1ications in Brief. 

Completed. 
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DEPARTMENT OF THE ARMY 
Brooke Army McJical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

ITfLE: Prospective Bacteriologic Study of Women UnJergoing Hyster
cdomy. 

~>RK UNIT NO.: C-24-73 

PIHNCll'AI. JNVESTIGAT0R: John W. (;corge, M.D., Major, MC 

ASSOCIATE INVES1'1GATORS: Rudi Ansbacher, M.D., Lieutenant Colonel, MC 
Warren N. Otterson, M.D., Colonel, ~tc 
Frank Rabey, M.S., Major, MSC 

OBJEl."fIVES 

To elucidate the bacterial causes of postoperative febrile morbidity 
and to determine the role of anaerobes in febrile morbidity in women 
undergoing hysterectomy. 

TEOIN ICAL APPROACH 

Prcopt: rati.vc anJ 24-hour postoperative urines were obtained by trans
vaginal bladder tap and the freshly cut edge of the vaginal cuff \\'as 
routinely swabbeJ following removal of the uterus. The subcutaneous 
layer was cultured during closure of the abdominal wound. The bacterio
logi~ study was Jone on women undergoing 44 vaginal hysterectomies and 
2~ abdominal hysterectomies. 

Manpo1,,cr: None. 

runding_: ~603.27 Conswnablc Supplies FY 1973 
None. FY 1974 

PROGIU:SS 

Uf our 67 patients, H haJ positive cultures of either the urine, 
va~inal cuff, or both. llowevcr, only 18 of the 44 women (41\) who 
haJ vaginal hysterectomy and 8 u r the 23 women (3S'o) undergoing 
ahJomin:il hysterectomy developed fchrilc morbidity. 

l:s~hcrid1ia coli, l:nterococcus, :mu alpha anJ beta Streptococcus were 
the predominant organisms found. 
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C-24-73 (Continued) 

The v:iaina appears to be a major source of or1anisu causina post
opcrati ve febrile morbidity. Routine culturin1 of the vaainal cuff 
at the time of suraery is indicated, since it was beneficial clinic
ally, when f~brile aorbidity occurred, to know what organisms were 
cultured at the time of suraery. 

Nine anaerobes were cultured intraoperatively, all Proprionibacterium 
species, and in one case this was the only oraanism associated with 
postoperative morbidity. Our microbiological system may not be sen
sitive enough. Continued surveillance for such organisms is indicated. 

Presented at the 22nd Annual Armed Forces Ob-Gyn Seminar, 1 -21 
September 1973, Las Vegas, Nevada. 

~ubmitted to Obstetrics and Gynecology for publication. 

<,;ompleted. 
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UEPARTMENT Of THE ARMY 
Brooke Anny MeJical Center 

Fort Sam Houston, Texas 78234 
CLINICAL lNVESTIGATION SERVICE 

LNVESTIGATION PROJECT RESUME 

TITI.I: : '111c Clinical Application of the Oxytocin Challenge Test. 

WOl<K U:'-ilT NU.: C.:-34-7J 

l'HJNC.:lPAL INVt;STILI\TUI<: llouglns E. Ewing, t-1.L>. • Major. ~k: 

I\SSOCIATL lNVES'l'IGl\'l'Ol~S: James R. Farina, M.U., Major. MC 
Warren N. Otterson, M.O., Colonel. MC 

OBJECT I Vt;S 

To determine if the oxytocin challenge test (OCT) is of value in 
predicting fetal outcome antepartwn in high risk ohstetrical 
patients. 

TEOINIC.:AL APPROACH 

Fifty-eight patients from the prenatal clinic of BAMC were chosen 
to undergo oxytocin cha! lenge tests. ·me sample includeJ 40 
patients considered likely to have placental insufficiency ("ab
normal" group). and 18 randomly selected pateints considered 
nonnal. 

All patients haJ one or more OCJ''s. Criteria for positive test 
were: a) unifom deceleration of the fetal heart rate that re-
fl ecteJ the shape of the uterine contraction, b) onset of decelera
tion at or l>eyond the peak of the contraction. and c) repetition of 
:a similar pattem Jurin~ subsequent contractions. Those patients 
who Ji.splayed none of the above were considered to have a negative 
OCT. I\ test that could not be- Jefined readily as positive or nega-
tive was termed ",suspicious". 

lnJi.viJuals with~ negative test had an OCT weekly thereafter. while 
those wi.th a positive tc~~ haJ lahors .induced with amniotomy anJ in
fusion of oxy t ocin. Al 1 suspil· ious or w1satisfactory tests wt•re 
rq>l'atcJ the next ,Jay. 

Ma111111w<:.!_: None. 

Funding: Nunc. 
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PROGRESS 

Ei~hty-eight OCT's were pcrforaed on 58 patients. All, except 18 
"normal" controls, had pregnancies complicated by hypertension, 
Jiabetcs mellitus, suspected postmaturity, or suspected intra
uterine ~rowth retardation. Tests satisfactory for interpretation 
were obtaineJ _from all but one patient. Eight patients displayed 
late Jccclcration fetal heart patterns during oxytocin induced 
contractions (posit1vc Oti); all subsequently had labors charac
terized by similar fetal heart patterns. No patient with a nega
tive OCT had a labor characterized by fetal distress, and no 
intrauterine deaths occurred within one week followina a negative 
OCT. The ocr was useful in the clinical • anaaeme11t of patients 
considered likely to have placental insufficiency. 

CONCLUSIONS: The OCT can be perfonaed in obstetrical units where 
other tests of placental function may not be avail

able. It has proved helpful in the clinical manaaement of patients 
with suspected placental insufficiency. 

PresenteJ at the San Antonio Obstetrical and Gynecological Society 
Meeting, 12 September 1973. 

l'rcscntcJ iJt the 22nd Annual Armed Forces Ob-Gyn Seminar, Las Vegas, 
NcvaJa, lb-21 September 1973. 

Ewing, U.E., Farina, J.I.:., and Otterson, W.N.: The application of 
the Oxytocin Challenge Test. Obstet. l;ynec. ~~:5<>3-566, 1974. 

ComplctcJ. 
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UErARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVI<:!: 

lNVESTIGATION PROJECT RESU'tE 

TITLE: Sperm Antibodies in Celibate Men. 

WORK UNIT NO.: C-5-74 

l'IUNCIPAL INVESTIGATOR: Rudi Ansbacher, M.O., Lieutenant Colonel, MC 

ASSOCIATE INVESTlGA'fOR: 

OBJECTIVl:S 

To Jctcrmine the inciJence of sperm-agglutinating and sperm-immobili:ing 
antihoJies in the serum of celibate men. 

TEOtNICAL APPROACH 

Blood was collected from nine Catholic priests, age range 27 to 54 
years. llistory of nocturnal emissions was recorded from onset of 
puberty to the present. 

The macroscopic gelatin sperm-agglutination test of Kibrick, Belding, 
and Merrill and the sperm-immobilization test of Isojima, Li, and 
Ashitaka were used to determine the presence of sperm-agglutinating 
or s perm-immobilizing activity after the complement in the sera had 
b1:en destroycJ by heating at 56°C for 30 minutes. rooled rabbit sera 
served as the complement source, and donor semen, containing at least 
,,o million spenna.tozoa per ml. coupled with motility above 70\ served 
as the antigen. 

~:JJ1powcr: Chief, Clinical Investigation Servic..? (3 days) 

Funding: None. 

PROGRESS 

t\11 nine men, who entereJ the seminary at an average age of 18 years, 
recalleJ the onset of nocturnal emissions in their early teens, on 
the average of 4-5 per month with decreasing frequency after age 35. 
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L-'.i - 74 lConl i11ucJ) 

('Olis substantiates the work of Kinsey, et al .• reported in 1948 -
Sexual Behavior in the HU11an Male.) None had demonstrable circu
lating spcnn-agglut1nating ~rspem-illlllObilizing antibodies. 

i'rcscntcJ as part of "Biologic i.lnd Innunologic Consequences of 
Vasectomy" at the 9th llarolJ C. Mack Symposium, Re'1lation of 
~ fertility, 5 October 1973, Uetroit, Michigan Wayne State 
University). 

Presented as part of "Sieni ficance of Sperm Antibodies in Vasec
tomi zed Men" at the 30th Annual Meeting of the American Fertility 
Society, 4 Apr11 1974, llollywooJ, Florida. 

Ansbacher, R.: Biologic and immunologic consequences of vasectomy, 
in H.ca&ulation of llumar i:crti lity. l.:diteJ by Y.. S. Moghissi and 
T. N. f:vans. alaries c. Thollas, Sprinafield, Illinois, 1974. 

Completed. 
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l>EPARTMENT OF TIii: ARMY 
Brooke Army Medical Center 

Fort Sam llouston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TIT Lt: Proposed Research StandarJs for Auto-Immune Antibody to 
lluman Sperm, Collabor:itivc Study, Part II. 

WORK UNIT NO.: C-6-74 

PRINCIPAL INVES'l'IGAl'OR: Rudi Ansl>acher, M.D., Lieutenant Colonel, ~1C 

ASSOCIATE INVESTIGATOR: 

OBJECl'IVES 

To quantitatively assay seven test sera against the four proposed 
standards as determined by Collaborative Study, Part l (C-148-72). 

TECHNICAL APPROAOi 

The four proposed standards and the seven test sera were each re
constituted with 0.25 ml distilled water and the dec~mplemcntation 
performed by hcatina at 56°C for 30 minutes. Dilution,; were made 
with Baker's solution: 

The macroscopic gelatin sperm-agglutination test and the sperm
immobilization test were used to determine the titer of sperm 
antibody activity in each sample. Complement source was pooled 
rabbit scrum. Each scra was tested on three separate occasions 
using Ji ffercnt sperm donors whose semen contained at least 60 
million spermatozoa per ml coupled with motility above 70%. 

Manpower: Chief, Clinical Investigation Service (4 Jays) 

None. 

PROGRESS 

The four proposed standards had similar sperm agglutinating and 
s pcnu im1110l>ilizing activities as was demonstrated under C-1~8- 72 . 
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C-6-74 lContinued) 

The seven unknown sera showed the following: 

~'Ullplc A&&lutination Test Immobilization Test 

73/530 - A Positive 1:2S6 Positive l . ., ... 
73/530 - B Positive 1: 32 Negative 
73/530 - C Positive 1:4 Negative 
73/530 - I) Negative Negative 
73/530 - E Negative Negative 
73/S30 - F Negative Negative 
73/530 - G Positive 1:64 Negative 

(Reported as final scrum dilution which was positive.) 

Completed. 
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IJLl'AlffMENT OF TIIE ARMY 
Urooke Army McJical Cclitt.~r 

Fort Sam Houston, Texus 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

T ITLI:: Use of 0xytocin Challenge Test in Monitoring High Risk 
Pregnancies. 

~OUK UNIT NO.: C-31-74 

PRINCIPAL INVESTIGI\T0R: 

i\.'-,SUCI ATE I NVESTlGAT0R: 

Bernard L. Hayden, M.D., Captain, MC 

Joe Leigh Simpson, M.D., Major, MC 

0li.11:CT IVES 

To detcnninc ( 1) if the oxytodn l.'.hal lcn~e test (llCT) alone can 
successfully predict the outcome of hi~h risk pregnancies and 
(2) if the presence of mcconi um J.,!!_ ~ signifies fetal distress. 

TEOINICAL APPROACH 

Selected third trimester obstetric patients will be admitted to 
the labor s ul tc where an OCT. as desc,ri.bcd by Ewing, et al. 
(Protocol C-34- 73). wi 11 be performed. These pregnancies wi 11 
have been deemed high risk by two or more independent observers. 
Al 1 patients in these categories wi 11 have had ultrasound ,leter
minat ions of the fetal biparictal Jiamctc:r pcrformeJ at ::.0 weeks, 
or the initial visit if thereafter, and repeated in 3 weeks. The 
results of certain other parameters utilized in monitoring high 
ri •;k prcgnanl.'.iL·s will be correlated with the results of the OCT. 
'!he followin~ will be cvaluatcJ: Patient s with diabetes mellitus; 
post-date fetuses; chronic hypcrtensinn; pr('-l'clampsia; suspected 
IIJCR; clJcrly prirnagravidas; ,11\ll history of unexplained stillborn. 

Manpowc r: Nr.mc. 

F~mJ i ng: None. 

l'R0GRLSS 

1: ight)· -ci~ht patients have been follol\'Cd to date with the following 
d 1 agnoscs: 44 had gcstat ional age greater than 42 weeks (postmaturi ty); 
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C-31-74 (ContinueJ) 

l:i haJ suspected intrauterine fetal growth retardation; 10 had dia
betes mellitus (6 Class A, 2 Class 8, and 2 Class C); 7 had mild 
pre-eclampsia and 6 severe pre-eclampsia; 4 had chronic hyperten
s ion; 1 haJ a poor obstetrical hi~tory which included two prior 
stillbirths; and 1 had meconiwn noted in amniotic fluid prior to 
elective repeat cesarean section. 

Unc hunJreJ eighty-five oxytocifl challenge tests were performed: 
164 were negative, 15 suspicious, and 6 positive. Those fetuses 
with positive OCT's were products of pregnancies complicated by 
postmaturity (2), intrauterine growth retardation (2) or diabetes 
mellitus (2J. All 1.1ere delivered by cesarean section. 

Ni nc mothers arc sti 11 unde 1 i vered. 

:\l l fetuses were monitored during labor anJ none showed a heart 
rate pattern indicative of hypoxia. Eighteen postmature fetuses 
haJ mlic.:oniwn present at the t.ime of amniocentesis and/or deli very, 
only one of which had a positive OtT. Twenty-six postmaturc in
fants lacked meconiwn, and one had a positive OCT. 

llurin~ investigation of this high-risk group, no mother experienced 
an .intrauterine fetal demise. 

Un~oing. 
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UEPARTMENT OF 'fllf: ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Ccfazolin as a Prophylactic Antibiotic in Va~inal Hysterectomy. 

WUHK UNIT NO.: C-37 -74 

l'l<I NC ll'AL JNVl:STl<;A'l'l)I{: 

N i 'ilJC I ATI : I NVl:ST I t;ATORS: -------------

Wi 11 ic .J. Lett, ~1.11., Captain, MC 

IL I.. IJaviJson, Captain, MSC 
ltucti Ansbacht.•r, M.n., Lieutenant Colonel, MC 
(;uy II. Plunkett, M.11., Colonel, f.lC 

OBJECTIVES 

To compare the effect i vcness of one <lose of cefo.:ol in to three Joses 
of ccphaloridine as a prophylactic antibiotic in vaginal hysterectomy. 

Tl:CIINlCAL APPl<OACII 

l:a ·h patient un<lcrgoini vaginal hysterectomy from Mardi 1974 to Fcbru
:, ry l'..17S wi 11 l>c placed in a group receiving ccfa:olin, ccphal o ridine, 

· :w mcd1cat1on. l'a t icnts will receive l ~I c:efazolin o r 1.c.'phaloriJine 
:.:· :i r · o r to operatior .. Those on cq>halvridinl~ will also receive 
:.:::. 1rnmeJiatcly and 12 hrs postoperatively. l gm of vaginal c11ff 

1-. 11 !H.: taken intraopcrat1vely for aerobic and anaer,>l>ic cultures. 
!·our b lood cultures for anaerolii :.: anJ aerobic orga11isms will be drawn 
• .1 cqually spaced time periods for .!4 hrs in patient s with a febrile 
postoperative course. Febrile 111orlii<lity will l>l• d<'finC'd ;i-.; tt mpe ra
t.11rc clevatiu11 ~rcat c r than l00°F ;1ftcr the first .!-l hrs post-op on 
two occasions, b hrs apart. All febrile patients will h:l\°l' \·aginal 
;11ft' cultur<'s done 011 the day of diagnosis for ~H.'nil>ic :u1J anaerobic 

1. 1 ~an1 sms . Stati·,t Leal comparison will hl~ made· between tht' three 
Kruup s as to ( i I febrile morl>i<lity; {.!) 1nfc~tion; (3) hepato or 
ru.: phrotoxicity; and ('11 ltmgth of hospital st:t)'. Organisms isolated 
from the intraupcrat1vcly collected tissue will be compareJ to those 
1sulatcJ from l>lood cultures and va.:inal cu.ff cultures of patients 
with febrile postoperative courses. 

$..!, 11 I..! . d 1'1.~I,\ 
$1,lH."1. '. I~ Con:-umalilc Supplies 

1-'Y 1(174 
H 197'1 



PROGRESS 

To Jatc, 34 patients have been included in the study, which began on 
l March 1974. The double blind code will not be broken until ~farch 
ln.'.i. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

lNVESTIGATI~ PROJECT RESUME 

TITLE: Laminaria : Two Outpatient Uses. 

WU1tK UN IT NO.: C- 38- 74 

l'IHNCIPAL INVESTIGATOH: Jose P . Ossorio, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: HuJi Ansbacher, H.D., Lieutenant Colone1~\1c 
Warren N. Otterson, M. D., Colone 1, MC 

08Jl:l.1'IVES 

To Jetennine if by the use of laminaria tents, sufficient dilatation 
of the cervix can be obtained in patients with stenotic or tight 
cervic al ossa, so as to enable easier endometrial sampling by endo-. 
metrial biopsy or jet washing, and easier insertion of intrauterine 
device in nulliparous patients. 

TECIIN lCAL APPROACH 

Dnc hundred patients seen in the outpatient Gyn Clinic who are foWld 
t o have tight cervical ossa which do not pennit sounding wi th a regu
la r uterine sound but who tolerate the introduction of a wire sound 
"- 1 l l have a size thin or extra thin la.minaria tent inserted. The 
r..: :, oval of the laminaria tent anJ the subsequent intrauterine i nstru
ment at ion either for enJomctrial ~ampling or intrauterine device in
s L: rtion will be accomplished 3 to 4 hours later as an outpatient 
p rocedure. The technique of insertion to be used will be similar to 
the one reco•ended by Hale and Pion. 

Manpower: None. 

Funding: $330.00 Consumab1e Supplies FY 1974 

PR.(lGRESS 

Eighteen patients with stenotic cervical ossa have had laminaria 
in sertion. None notcJ mon· than mi nimal discomfort. EnJometrial 
biopsies were successful in all. 

Ongoi ng . 
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DEPARTMENT OF TIIE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TlTU: : The Incidence of Trichomonas Vaginalis in Women with 
Dysplasia of the Uterine Cervix. 

WORK UNIT NO.: C-3-74 

Pl<INCIPAL INVESTIGATOR: Douglas E. King, SP4 

ASSOCIATE INVl:STlGATOR: Richard C. Nau, M.U., Major, MC 

OBJl:CTIVES 

I. To investigate the incidence of Trichomonas vaainalis in 
cervical dysplasias of different severities. 

2. To analyze non-ranJom distributions of T. vaginalis 
incidence for: 

a. Cause-effect relationship between !· vaginalis and 
dysplasia. 

b. Cytologic confusion between changes caused by T. vaginalis 
and those of dysplasia. 

TEOiNICAL APPROACH 

Cases useJ in the study were pickeJ randomly using the following 
criteria: (a) Smear taken between 1967 and 1972; (b) Patient's 
a~e greater than 20 and less than SO. Those with abnormal cytology 
were broken Jown into two groups: atypical and Jysplasias. The 
ca-.cs were evaluated to see if trichomonads had been identified 
and SO"~ uf those with trichomonads were screened. 10\ of the 
remaining slides with abnormal or negative cytology were ~crcened 
at random to sec if the diagnoses were correct. Chi squared tests 
of association wore used to check the validity of the data. The 
distribution of negative and abnormal cytologies were araphed ac
cording to age groups and the difference analyzed. The saae 
analysis on the incidence of Trichomonas vaginalis in women with 
minimal dysplasia compared with "slight, moderate and marked" 
dysplasia was Jone. 

Manpower: None . 

Funding: Nune. 
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C-3-74 (Continued) 

PROGRESS 

Patients with dysplasia have higher than expected incidence of 
l'richo110nas va1inalis. However, the incidence is not signifi
cantly different when dysplasias of varyin1 severity are compared. 

CONCLUSIONS: a. 1be higher incidence of Trichomonas vaginalis 
in patients with Jysplasra ls probably ex

plained by both bcine related to other population factors such 
as hygiene or sex habits. 

b. Trichomonas vaginalis does not produce chan1es 
that should be confused with dysplasia. 

Completed. 
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"EPARTMENT OF THE ARMY 
Brooke Arwy Medical Center 

Fort- ·su Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATI~ PROJECT RESllotE 

TITLE: Digoxin-Induced Chanaes in Urinary Sediment: Cytoloaic 
Evaluation for Adequacy of Digitalization. 

WORK UNIT NO.: C-11-74 

l'RINClPAL INVESTIGATOR: Keith Hallman, M.D., Captain, MC 

ASSOCIATE INVESTIGATORS: Richard C. Nau, M.D., Major, MC 
George M. McGranahan, M.D., Colonel, MC 

OBJECTIVES 

To correlate the diaoxin levels in serum, epithelial maturation 
(estroaen-like effect) in urinary sedi• ent, and the clinical status 
of the cardiac patient. 

TECHNICAL APPROACH 

Two hWldrcd male patients wi 11 be di vi Jed into age-matched and in
vcst igat ional groups. Patients in the investigational group will 
be divided into five subgroups on the basis of standard diaoxin 
therapy. 

p(•..:1mcns from members of the control anJ invcstigational groups 
wi 11 be submitted for routine urinalysis, urinary cytolo&Y, and 
S. tA-12. Blood also will be drawn from members of the investiga
t1 or al ~roup for levels of digoxin by radio immune assay. 

PROGRESS 

1· 1 ty ..:ytologic urinary tract preparations were examined and none 
• ·101. , •J • .u,y "co.;trogen-like" effects. Therefore, no further analyses 
wt· re pe rfonncJ. 

Comp n · l eJ. 
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DEPARTMENT OF TiiE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TlTU:: Laboratory Parameters: Bacterial Meninaitis. 

WOkK UNIT NO.: C-72-72 

l'IHSClPAL INVliS'l'l~A'l'OI{: Ronald E. Keeney, M.U., ~lajor, MC 

A.'>SOClATc lNVES'Cl<iATOI{: 

OBJECTIVES 

To evaluate our experience with consistency of laboratory data in 
diagnosing bacterial meninaitis. 

TECHNICAL APPROAOi 

Twenty bacterioloaically proven cases of bacterial meningitis 
treated at Brooke Annr. Medical Center were reviewed retrospec
tively. The review was limited to patients between two months 
and forty-two months of aae with meninaiti~ caused by Neisseria 
ml'ningitidis, Hemophilus influenzae, and Diplococcus pneumoniae. 

Manpower: None. 

t-'unJing: None. 

PROGRESS 

There were nine patients with meninaococcal meoin&itis, two with 
pneumococcal meninaitis, and nine with Heaophilus · influenza 
meninaitis. 

The elusiveness of Neisseria meninaitidis in its etioloay of 
bacterial meninaitis was reaffirmed. Only one of eiaht patients 
with meningococcal meningltis had depressed CSF alucose, 3 of 8 
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C-71.-72 (<;ontin.ucJJ 

had virtually no white blood cells in •he CSF, 4 of 7 had elevated 
CSF protein, and 1 of Shad ne1ative CSF i r , stain. 

This elusiveness of diaenosis of bacter ial meningitis is not limited 
to those cases caused by Neisseria menfo itidJ~. Only SO\ of all 
the cases in this series had markedly elev t~d peripheral white 
blood counts (> 15,000 WBC/•l). Of the 17 patients in whom CSF 
glucose was measuroJ on admission, nine had values >40 ma\. 

Completed. 
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DEPARTMENT OF THE ARMY 
Brooke A11ny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

.. 

T ITL[: Chronic Mucocutaneous Candidiasis, Imn.anologic Observations 
A Role of Transfer Factor. 

WORK UNIT NO.: C-73-72 

PRINCIPAL INVESTIGATOR: Luis Canales, M. D., Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECflVES 

1o evaluate parameters of delay<.•d hypersensitivit)' in patients with 
·h ronic mucocutancous candidiasis. Previous work has shown that 
some of these patients h:1ve a fact,>r(s) in their serum which in
h1.bi ts the function of normal lymphocytes in vitro. 

TECll~ICAI. Al'Pl{OACH 

.- : 1i, !· ;d ln nt1·0 l)'mphocy t c tra 1~fonnat1on to various specific and 
1. ,,·: .... I! i r ai t1gcn.-; as JevclopeJ i n this laboratory arc being 
t:ri l . zeJ . 

. : ~ .r 1.' !.>ponsc uf noria .. d cc ls to h,· addition of various dilutions 
• • 1):..tient ' s sc ·a is u::.cd to dc.-tc1·m1ne the presence or absence of 

::. c ·ere inhibi tory factors. 

\~ 1iui.C'r : \, )I t . . 

FunJi t~ . Sec C-4-70. 

PROGlffSS 

L1sccJ on previous u bs rv:.itions from thi s laboratory (Lancet, Sep 13, 
l '. ll,\ l ) . we have made some clinical trials of transfer factor in the 
ti craµy of chronic inu~ocutancous candidi asis (O1C). 

Complete immunological evaluation of this pa tient prior to this 
cli ni.: al trial rcvc a cd no dclared skin hypersensitivity to antigens 
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C-73-72 (Continued) 

such as Monilia, PPD, IIIUlllpS, SICSD and inability to sensitize nim 
to UNCB. His l)'lllphocytes transformed in vitro adequately to both 
mitogens (PUA and pokeweed) and specific antigens such as Monilia 
and Mumps . llh humoral immunity has been found intact. 

ln orJcr to reduce the antigenic load, a two week period of ther
apr was carried out with IV amphotericin B. Following this there 
was rapid clearing of the mucocutaneous lesions which continued 
t o progress to complete clearing over a total period of 6 weeks. 

" reatinent with trans fer factor was initiated approximately 48 hours 
aiter therapy with amphotericin B was terminated. Transfer factor 
was prepared by standard methods utilizina one unit of blooJ ob
t ai ned from volunteer donors. Donors 11•ere selected by their posi
tive :- kin ancJ in vitro reactivity to Monilia antigen. 

'lhc dose of transfer factor was selected empirically to represent 
t he amount of dialysate recovered from each unit of blooJ. This 
1-. as administered by deep IM injection in the anterior thigh. 

IU:SlJLTS: From July through february, ll doses of transfer factor 
wore administered. As stated above, at the beginning of 

t i c rapy t ht.' skin lesions were almost entirely gone and diJ continue 
t o impr..iw for the next four weeks. 

\~1 t hin i b hours of administering tht: first dose of transfe,· factor, 
ti ere 1. ciS a conversion of the skin test to Monilia antigen from 
ncgat i ,~ t o positive. With administration of transfer factor ap
jiroxi ·.:atdy every two weeks, the skin test remained positive fo!' 
the ne xt two months. It then reverted to neaative in spite of the 
frc4uen t aJm i nistration of tTansfer factor of known potency. 

,\1 p ru.o m,lt c l y three weeks after complete clearing of all lesions 
1, .1 lH'C n achie ved, a new lesion was notcJ in the neck. Over the 
1ic,.t six mo1 ths these lesions continued to spread and by the end 
,1f the t r i al pe riod the chi t J haJ reverted to his original state 
in :.1H tc of continued transfer factor therapy. 

IJ ISCl J!-, :-d l ~; We interpret the above expericn~e as indicating the 
fo llowina: 

l'l1c in itial clcarint; o f lcsiuns we attribute to the administration 
of :unphotcri cin. 
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This result is comparable to the administration of this same medi
cation to this child on previous occasions. The prompt retum of 
lesions in spite of a low antigenic load indicates a lack of bene
ficial effects from transfer factor even thou1h there was conver
sion of the skin test. 

Whether 
picture 
decide. 
was the 
on this 

or not we delayed the appearance of a full blown clinical 
by the administration of transfer factor is difficult to 
lt is our impression from review of the records that this 

course followed after previous trials of amphotericin 8 
patient. 

The failure of transfer factor to convert the skin test after the 
initial success probably represents the return of too large an 
anti1enic load for the effects of transfer factor to be manifested. 

As others have reported, we consider transfer factor to have failed 
in the therapy of CMC on this child. 

Completed. 
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UEPARTMENT Of-' THE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

·; LL. lm.11u o l og1c l·c tomatcn1al In t e ract ion. 

WI 11. U. ' IT N C- 8- n 

PH l NCI l' i\L L VESTI GATOI{: Lui s Cana l 1.:s , M. IJ. , Col one I , , IC 

ASS ll ' I \l' l f ,' V!'S'l lCATOtL Rud i Ansbache r, !' L U., Li e ute n ant ·0 1on~l, :-.1c 

OBJ ECT I VE . 

lo JC'tc nn 1 \ l' rl l' mech :in ism (s) by 1-.·h i ·h the fe tus i s pr t ecteJ fron 
l'L' J ·c t 1on J r ,. 1~ t he cou r se o f pre ~n anL')·. 

,0 •v,11 , ,llL' he r o le immune me d1 a..n1 s1ns p lay ( i f an y) 1n hal>i t u,ll 
,:,o t1 :1 1-, a 1J infe rt1 l 1ty . 

,k I , : 

on-; vr dl 

J U L'l l'(il l 1, 

I II , Ii , 

r le uf immune mc·hani sms 1 11 <l e tL'. 11 1 in 1~ Il l · 

10l e l lt any J t ha t L>10 - l-.. i11g a11t1 b0 J i es ma)' pl. y 
'I Oil . 

TE CIIN I Ci\L ,\ PPROA( ll 

.. r ,) p t1ent , 11 a r i o1,s ·ct t c 6O1 10 s l•l' r · :i L' l , ·..: u-i hr t L' 

11ep 1 ,•.,1 , t Ob- Gyn o . the ba!>i :., •· 1dgnos 1s ,..1.11 J .. , · 1i1 n ,nc::-, !, 
t, ,·,) . ,1 ,r . t ... 1-t t , . ' c .:, lJJy :.md ::. t . l.J 1 ty o ,- ct ::-,· i ~rn11'n t. 1. 0 ili 1 ;:, 

, ·,·... 1 '· :· tl tr ·1 ... , formc1t · o1, -; 1.u ic s ,·e re p ·· r f"rincJ : 1 , a l l · 
i I I .: ,., l,,, , ,· n ;., '. ;, -- .. p~o ~y t c s ,. ~ r e:.. l l V1..' n ·ll. ,: 1 , '.t1:1Cl! frull 

t111..· 1 ;• !J1 'l l, ;:, ti_ .1111!..Jt11 g antl g<.• r . ' t a11J . rd ll' ' f. ;Ji , 11 1-1 : f or 
, 1 r t r l· ,1 : mph , 1 t v c, as J cvc l u>c J in r h i s lab1ir.1t1 , r y we ' re 

l l I ZC, . 

·lil t '. 

~ - . l( l '. 
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(-S-73 (Continued) 

PROGRESS 

We were only able to follow three women throughout the duration 
of pregnancy. As seen in the graph, we could detect no relation
ship between the stage of gestation and the reactivity of 
maternal l)'inphocytes to paternal antigens. 

lfo belit:vc that the technique used may not have been sensitive 
c:nough for this purpose. 

Coo1pletcJ. 
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DEPARTMENT~ THE ARMY 
Brooke Any Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATI(lil SERVICE 

INVESTIGATION PROJECT RESllE 

TITLE: Investigation of Response of Lymphocytes to PHA as 
AffecteJ by Prolonaed Rupture of Membranes. 

WORK UNIT NO.: C-37-73 

PRINCIPAL INVESTIGATOR: Melvin Baden, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: M. Doualas Jones, Jr., M.D. 

OBJECTIVES 

To investigate the effect of labor and prolonaed premature rupture 
of the membranes (24 hours) on radioactive thymidine incorporation 
by lymphocytes of newbom infants in response to phytohemaaglutinins. 

TEOiNICAL APPROACH 

The initial phase of this study will evaluate ten infants electively 
delivered by caesarean section to be use,\ as controls. Ten infants 
born by vaainal delivery to primiparou1 w,..,,n with less than 24 hours 
rupture of membranes and 10 infants with prolonaed premature rupture 
of the membranes areator than 24 hours will then be investigated. 
Blood will be obtained fro• the fetal side of the placenta. The 
incorporation of radiothymidine in response to PHA will be mea-
sured in a scintillation counter after preparation of the lympho
cytes by techniques already developed in this laboratory. 

$88.80 Consumable Supplie~ FY 1974 

PROGRESS 

StcroiJ swnples and statistical Jata is beina evaluateJ by Dr. M. 
llou~I as .Jones, Jr., at the Univer~ity of Colorado Medical Center, 
t1e11vcr, Colorado. 

Un~oing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESlME 

TITLE: !:valuation of Cellular Immunity to the Varicella-Zoster 
Virus Employing a Newly Ueveloped Microassay Technique. 

WOl<K IJ~IT NO.: C-14-74 

l'RlNCll'AL INVESTIGATOR: Russell W. Steele, M.D., Major, MC 

ASSOCIATE lNVESTlt,;ATUltS: Luis Canales, M.D., Colonel, MC 
Monroe A. Vincent, B.S. 
Sally A. Hensen, B.S. 

OBJECTIVES 

To examine the applicability of a newly developed microassay tech
nique, which measures cellular immunity, specific to the Varicella
Zoster virus. 

TEOINICAL APPROACH 

_£!~~~ :!<;s ay of blastogenesis: lymphocytes arc incubated with 
tissue c~ i ture cells persistently i~fected with varicella-zost~r 
or other 11.~rpes group viruses. Uninfected cells were used as 
contr J ·,.:ith .1 l,lastu"cnic index (BI) calculated from p n of c14 

thy::11 d nc uptake for lymphocytes incubated with infcctcJ cc lls 
J i " 1Jc:d by uptake following incubation with uninfected cells. 

l'h1::, a · say L!s l>ei1 ~ applied to study varied illnesses caused by 
he rpc s ~nrnp · 1 rus . 

'>1an i< 1.c r: Nun~ . 

$1 hS. 20 Consumable Supplies FY 1974 

l'lll.: n •:-,.: t-; i nJi catc that patient s with n.:~urrcnt hcrpetlc infec-
t 1 >n have a di:-sudation between the afferent and efferent mechanisms 
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C-14-74 (Continued) 

of cellular immunity. They demonstrate normal or even enhanced 
lymphocyte transformation with HSV-1 antigen but decreased lym
phocyte cytotoxicity. These data support the hypthesis that 
recurrent infection is a consequence of subtle cellular immune 
Jeficiency involving at least one of the efferent mechanisms. 

Submitted to The Journal of Experimental Medicine for publication. 

Presented at the Uniformed Armed Services Pediatric Seminar in 
March 1974 and received the research award presented by the 
American Academy of Pediatrics. 

Presented at the Society for Pediatric Research meeting in 
Washington, D.C . , 28 April - 2 May 1974. 

Ongoing. 
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Brooke Army Medical Center 

Fort Saa Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATION PPC''ECT RESI.J4E 

TITLE: Cellular Immunity to llerpesvirus Hominis in the Compromised 
llost. 

WUHK UNIT NO.: C-15-74 

PRINCIPAL INVESTIGATOR: Russell W. Steele, M.D., Major. MC 

ASSOCIATl: INVESTIGATORS: Hobert L. Pence, M. 0., Major, MC 
Luis Canales, M.D., Colonel, MC 

OBJECTIVES 

To Jevc lop specific and reliable in vitro assays of both the af
ferent and efferent mechanisms ofcellular i111111Unity to Herpesvirus 
hominis (HVII) and to examine responses of patients with malianant 
disease or patients on immunosuppressive therapy. 

TEOfNICAL APPROAOi 

Cytotoxicity: Utilizing tissue culture cells persistently infected 
with Herpes-Simplex l as taraet cells, release of Slcr from these 
cells or controls was used as the index of lymphocyte reactivity. 

lh1 s as s ay is bein& applied to study the illllDune responses of patients 
i.. i t h va r11.: J illnesses caused by herpes group viruses . 

Man po~~-: NOlll'. 

Fwd ng: :-1, 2(,6. 78 
$ 402 . 00 

Consumable Supplies 
TOY 

PROGRESS 

FY 197-t 
tY 1974 

!'he rc~ ul b i nJ i catc that patients with recurrent herpet ic infection 
have a Ji !>sodation Lictwcen the aff~rent and efferent mechanisms of 
cdlular i111munit.y. '11\cy demonstrate normal or even enhanced lympho
")' t <.' 1 ·an: fori ·iat i on with IISV-1 antiien but decreased lymphocyte cyto
, ux l I t) · h ·sc data support the hypothesis that recurrent infection 
j : a con ~l·,.1 cncc of subtle eel lular invnune deficiency involving at 
le ast onl! vf t he efferent mechanisms . 
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Presented at the Uniformed Anned Services Pediatric Seminar in 
Biloxi, Mississippi, March 1974 and received the research award 
from the American Academy of Pediatrics. 

l' resented at the Society for Pediatric Research meeting in 
Washington, U.C., 28 April - 2 May 1974. 

"Ccl lular luunwic Responses to Herpes-Simplex l (HSV-1) in Recurrent 
Herpes Labial is" submittcJ to 'Ole Journal of Experimental Medicine 
for publication. 

Ongo ing. 
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DEPARTMENT OF THE ARMY 
Brooke Army McJical Center 

Fort Sam Houston, Texas 78234 
CLJNICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Scrum IgM and Its Predictive Value in Neonatal Sepsis. 

WORK UNIT NO.: C-21-74 

PIUNCiPAL INVESTIGATOR: Melvin Baden, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: Amil Ortiz, M.D., Captain, MC 

OBJECTIVES 

To inves tigate the correlatior, between neonatal !.Crum lgM levels 
and prolonged rupture of maternal membranes, anatemal fever, and 
neonatal sepsis. 

TECHNICAL APPROACH 

Infant s J el iv~ red to mothers with greater than 24 hours rupture 
at the ::1e11.brunes and/or fever off or on antibiotics will be identi
fied from the admitt i ng obstetrical history. As part of their ad
missi on evaluation &d septic work-up, 0.5 ml of blood will be ob
tained, centrifuged with the removal of the serum which will be 
f r,1 ::e1 anJ storcJ for later measurement of IgM. A control popu
J..1t1 on o f infants having blood obtained during day one of life 
for other reasons, i.e. electrolytes, bilirubin, etc., will also 
:t ave u. 5 ,nl of blood obtained and handled as the above population 
0 1 i, fonts. Serum lgM will be measured using the Hyland immuno-
Ji ffusion plate with antihuman li~I. All detenuinations will be 
J oi' at one sitting in order to minimize variables. 

~lanpowc: r: None. 

PROGRESS 

l·urt y s;;np lc ., have been collected on infants with greater than 
~4 hours rupture of maternal membranes. Control samples will be 
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collected after which serua lpf detel'llinati~ns will be perforaed 
on all the saaples durina one day to • ini• ize laboratory error. 

Ongoing. 
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DEPARTMENT Of TIIE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RES~IE 

TITLE : The Preparation and Purification of Oialyzable Transfer 
Factor for the Trt:atment of Selected Infectious Diseases. 

WORK UNIT NO.: C-42-74 

PRINCIPAL INVESTIGATOR: Russell W. Steele, M.O., Major, MC 

ASSOCIATE INVESTIGATORS: Hobert L. Pence, M.D., Major, MC 
Luis Can:iles, M.D. • Colonel, MC 

OBJECTIVES 

To evaluate the efficacy of transfer factor therapy for dis
seminated fungal or viral disease or for tuberculosis unre
sponsive to the usual fonns of therapy. 

TECJIN lCAL APPROACH 

Uialyzablc transfer factor is prepared by the method of Lawrence 
from heparinized whole blood of hWlan volunteers sensitive to the 
infectious agent under consideration. One unit, equivalent to 
85 x 106 lymphocytes, is administered by subcutaneous injection 
to the patient and his clinical course evaluated. 

Funding: $1,092.41 Consumable Supplies FY 1974 

PROGRESS 

One patient with disseminated coccidioidomycosis has undergone 
a complete course of therapy with ~ood response noted. In vitro 
assays of cellular immunity to coccidioides have become positive 
followina therapy. 

Three other patients with mucocutaneous 1.:andidiasis arc presently 
bein~ cons ider~J for therapy. Appropriate donors have been 
screened and assayed for cellular immunity to candida. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESll4E 

TITLE: Alcohol Withdrawal and Sleep Deprivation in the Production 
of Seizures. 

WORK UNIT NO.: C-126-72 

PRINCIPAL INVES'fIGATOR: Carl H. Gunderson, M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS: Thomas L. Feher, M.D. 
Peter B. Du'\Jle, M.D. 

OBJECTIVES 

Comparison of alcohol withdrawal and sleep deprivation in precipi
tatina seizures. 

Data is beina collected. 

Manpower: None. 

Fundin&: None . 

TEOiNICAL APPROAOi 

PROGRESS 

Due to pressure of clinical workload, no additional progress has 
been made. 

Onaoina, 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE

INVESTIGATION PROJECT RESUME

TITLE: EEC and Other Correlates of Sleep Deprivation Seizures.

WORK UNIT NO.: C-127-72

PRINCIPAL INVESTIGATOR: Carl H. Gunderson, M.D., Colonel, MC

ASSOCIATE INVESTIGATORS: Thomas L. Feher, M.D.
Peter B. Dunne, M.D.
E. Liske, M.D.

OBJECTIVES

To compare sleep deprivation EEC's of patients who have had seizures 
following sleep deprivation and those who have not.

TECHNICAL APPROAQI

Data is bcu.,> collected.

Manpower: None.

Funding: None.

PROGRESS

EEGs have been reviewed by Dr. Liske. Correlation of the data 
and preparation of the manuscript are pending.

Ongoing.
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DEPARTMENT OF TIIE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

!.!!!£: Neurology Workload Project. 

WORK UNIT NO.: C-149-72 

PRINCIPAL INVESTIGATOR: Carl H. Gunderson, M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS: 

OBJECTIVES 

To determine and compare workload of Neuroloay Services at Class I 
and Class II hospitals and compare these with comparable civilian 
studies. 

TECHNICAL APPROACH 

All patients seen in Neuroloay Services of Brooke Army Medical 
Center, Darnall Army Hospital, and Reynolds Army Hospital are 
being registered for a two we,k period. Information will be 
transferred to punch cards and card sorted. A second two week 
period will be studied at a later date and the data handled simi
larly. The two samplings will be compared for internal consis
tency. If they are internally consistent, they will bG combined 
and the comparison made between the various hospitals and the 
civilian population. 

Manpower: None. 

Funding: None. 

PROGRESS 

Data has been collected and tabulated. Final analysis and com
parison with civilian statistics has not been completed. 

Ongoing. 
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DEPARTMENT OF 1HE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

Tl TLE: Effects on Attendees of a Course in Human Sexuality. 

WORK UNIT NO.: C-34-74 

PRINCIPAL INVESTIGATOR: Harry A. Croft, M.D., Major, MC 

ASSOCIATE INVESTIGATORS: Gilbert R. Kaats, Ph.D., Lieutenant Colonel, 
USAF 
Edwin Cornelius, Captain, MSC 
Tom Dolan, SPS 

OBJECTIVES 

To study the existence of and extent of change in attendees of a 
course in human sexuality in regards to sexual attitudes, beliefs, 
values, and behavior. 

TEOINICAL APPROAOl 

At present, courses have been conducted on two occasions. To dEite, 
we have asked attendees to take only a pretest questionr:,aire, for 
purposes of modifying the questionnaire. Beginning in May, we will 
ask attenoees to take pretest, 2 month post-test, and one year post
test survers to measure any change present. 

Manpower: None. 

Fun.Ji~: None. 

PROGRESS 

To date, we have been in the process of modi fying both the course 
and the questionnaire. As soon as both are ·n final form, we will 
begin the actual research data gathering process. 

PrcscntcJ at the Army Preventive and Social Psychiatry Meeting, 
Uenvcr, Colorado, 24-2S January 1974. 
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Presented at the 1st Annual Meeting of Sex Therapists, University 
of South Carolina Medical School, Charleston, South Carolina, 
29 April 1974. 

Ongoing. 
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DEPARTMi;NT OF THE \RMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATI~ SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Evaluation of Gallium-67 as a Scanning Agent for Malignant 
Neoplasms. 

WORK UNIT NO.: C-141-72 

PRINCIPAL INVESTIGATOR: Robert J. Lull, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: ,John P. Whitecar, Jr., M.D., Lieutenant 
Colonel, MC 

OBJECTIVES 

To study the clinical usefulness of Gal lium-67 as citrate for de
tecting and localizing the extent of malignant neoplasms. 

TEOiNICAL APPROACH 

Patients are injected with 1-3 millicuries of Gallium-67 citrate, 
and whole body scans in anterior and posterior projections are 
obtained at 24, 48, and 72 hours. 

Manpower: None. 

Funding: None. 

PROGRESS 

Gallium-67 tumor localization studies have been perfonned on 89 
pat icnts. No adverse reactions have been associated with the 
injection of Gallium-67 citrate in these patients. The studies 
will be continued wttil the maximum of 100 are performed, and 
all results will be fully analyzed at that time. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Clinical Evaluation of Cistemography Utilizing lll1ndiwn 
OTPA. 

WORK UNIT NO.: C-3S-74 

PRINCIPAL INVESTIGATOR: Robert J. Lull, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To evaluate the safety and efficacy of lllindium OTPA for cistern
ography studies. 

TEOiNICAL APPROACH 

Approximately 500 microcuries 111 Indium DTPA (supplied by Mediphy
sics, Incorporated) is administered by intrathecal injection. 
Images of the movement of this radiopharmaceutical within the 
subarachnoid space are obtained as appropriate with the clinical 
situation, generally at 2, 24, 48, and 72 hours. These images 
allow diagnosis of abnonnal cerebral spinal fluid flow patterns 
and localization of obstruction to flow in the subarachrioid space. 

Manpower: None. 

r.unding: None. 

PROGRESS 

Four patients have been studied with this radiopharmaceutical agent. 
No adverse reactions were noted. The image quality obtained in each 
case was excellent and contributed significant infomation to the 
patient's clinical diagnosis a.~d management. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESIME 

TITLE: Survival Rates of Testis Tumors. 

WORK UNIT NO.: C-39-64 

PRINCIPAL INVE:TIGATOR: Frank E. Ceccarelli, M.D., Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

Part of worldwide investigation treatment study. 

TEOiNICAL APPROAOi 

A prospective evaluation of preoperative irradiation versus 
irradiation only for Class II and IV testis tumors. 

Manpower: None. 

Funding: None. 

PROGRESS 

eighty-eight patients have been treated and preoperative irradi
ation seems to give better results. 

No further investiaation will be conducted at this hospital. 

Completed. 
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UEPARTMENT OF THE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Diastolic Augmentation Using an Intra-Aortic Balloon Pump. 

WORK UNIT NO.: C-6-72 

PRINCIPAL INVESTIGATOR: Robert L. Treasure, M.D., Colonel, MC 

ASSOCIATE INVESTIGATORS: Olyn M. Walbt-, MM. D. , Lieutenant Colonel, MC 
George ' ·· Zumbro, M.D., Lieutenant Colonel, MC 
George M. McGranahan, M. O., Colonel, MC 

OBJECTIVES 

Evaluation of an intra-aortic balloon pump (AVCO) providing diastolic 
augmentation increasing cardiac output in patients with low cardiac 
output due to myocardial infarction, severe cardiac disease, or 
following open heart surgery. 

TECHNICAL APPROACH 

The intra-aortic balloon is used in weening patients from cardiopul
monary bypass who are unable to generate satisfactory cardiac output. 
An intra-aortic balloon will be inserted in the descending aorta 
through a femoral arteriotomy and cardiac output increased by 
dias tolic inflation of the aortic balloon by the AVCO pump timed 
by ECG. The effectiveness of this treatment will be determined 
by cardiac output, arterial and venous blood gases and pH; and 
urinary output. Blood trauma due to the balloon will be evaluated 
by serwn hemoglobin. 

Manpower : None . 

Funding: None. 

PROGRESS 

To date this device has not significantly improved ~perative mor
tality in these critically ill patients. On the bP-·is of our 
results, we feel that it is the best augmentation available for 
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long term support and appears to increase the cardiac output ap
proximately 15\ and improves coronary arte.:-y perfusion significantly. 
It is most useful following massive myocar<lial infarction and in low 
cardiac output following open heart surg~ry. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke A:nny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TlTLE: Compound Vascular Grafts. 

WORK UNIT NO.: C-7-72 

PRINCIPAL INVESTIGATOR: Robert E. Hansen, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATORS: William A. Cox, M. D., Colonel, MC 
Denton A. Cooley, M.D. 

OBJECTIVES 

Evaluation of a new dacron arterial graft with the interstices filled 
with cellulose. This is designed to stop bl ood loss through inter
stices in the heparinized patient. It is theorized that in time the 
cellulose will be absorbed and fibrous tissue invade the interstices 
of the graft. 

TECHNICAL APPROACH 

The new da~ron arterial grafts were placed as aortic grafts after 
r cs~cting a portion of the aorta in heparinized dogs. The grafts 
were evaluated for bleeding through the interstices in the hepar
ini ze d animal at the time of surgery. Each animal was sacrificed 
at v~rying intervals postoperatively, weekly x 3, biweekly x 3, 
mont hly x 3, 3 months, 6 months and 9 months. The grafts were 
e "amincd to evaluate the rate of absorption of the cellulose and 
replacement with fibrous tissue, the rate of development, and 
the d1aracter of the neointima. 

~ mpowc r: None. 

PROGRl:SS 

Forty-one of the new compound grafts were placed. Six different 
models were made as improvements were indicated by the experimental 
results. These improvements were necessary because of the sti ffness 
n the graft, making it Ji fficul t to work with technically. Changes 
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in implantation porosity and biological porosity were made to pre
vent early and late bleeds throuah the interstices of the graft 
when the cellulose material had been absorbed. The animals were 
sacrificed at 2 weeks, 4 weeks, 3 months, 6 months and 9 months. 
There was no graft which was not associated with a major compli
cation. Obstruction was seen to a lesser degree in the later 
series, and the incidence of early hemorrhage was reduced. Late 
hemorrhaae was a problem in one of the later grafts, and peri
graft hematoma continued to be a serious problem. 

CONCLUSIONS: We believe the new bicomponent vascular prosthesis 
remains more a theoretical than a practical ~ntity 

and that none of these materials demonstrated enough safety to 
begin clinical trials in humans. 

Submitted to American Journal of Surgery for publication. 

Completed. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Ethicon PolyTef Paste for Injection in Repair of Velo
pharyngeal Defects. 

WORK UNIT NO.: C-20-72 

PRINCIPAL INVESTIGATOR: S. R. LeMay, Jr., M.D., Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

Some patients with velopharyngeal defects can be corrected by 
adding bulk to the posterior pharyngeal wall to make closure of 
the velum possible in nonnal speaking. Further experience 
utilizing investigational drug injection to add bulk necessary 
to improve the speech is sought. 

TECHNICAL APPROACH 

The investigational drug, Mentor PolyTef Paste for inje;tion, 
will be used by the investigator in accordance with the following 
criteria: Age: over 6 years. No sex selection. Gener~lly good 
health. Complete physical examination. Accurate evaluation to 
include cineradiography of the velum and recordings pre- and post
operative. Evaluation by competent speech therapists. The PTEE 
will be injected into the posterior pharyngeal wall and/or palate 
to provide the bulk necessary to improve velop:1aryngeal closure. 
Complete records will be kept. Rc.!ports to Mentor will be made. 
As many available patients as fit tho criteria will be injected. 

Manpower: None. 

Funding: None. 

PROGRESS 

Two patient s have been injected to date. None have been injected 
in the past year. Sufficient numhcr of patients may not be found 
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to make a series. However, this technique has been useful in the 
previous patients, and we will continue to utilize it as other 
suitable patients are found. 

Onioing. 
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DEPARTMENT OF THE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLlNiCAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Comparative Analysis of the LOT Test and Type V Bekesy 
as an Indicator of Pseudohypacusis. 

WORK UNIT NO.: C-24-:2 

PRINCIPAL INVESTIGATOR: Roy K. Sedge, Ph.D .• Captain, MSC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To directly compare standard Bekesy tTacings using 200-200 msec. 
on-off time with sweep-frequency LOT tracings using the 200-800 
msec. on-off time criterion. 

TECHNICAL APPROACH 

One hundred pseudohypacusic subjects referred to the Auditory 
Evalu~tion and Treatment Clinic, Brooke Army Medical Center. 
were useJ in the experiment. The operational definition for 
p· cudohypacusis employed the same criterion as Rintelmann and 
Harford. To preclude tester reliability : all pseudohypacusis 

ui>Jects at the termination of tesling had hearing levels of 
at least 20 dB fro11 500-2000 llz. 

Fi f ty pseuJohypacusic subjects were grouped in a ranJom fashion 
and tested under one of two conditions: 1) rifty were tested by 
conventional sweep-frequency Bekesy audi ometry and 2) fifty sub
j ects l! rc tested by the sweep- frequency lengthened off-time 
procedure. Uata in each group were tabulated and statistically 
treated. 

~tan power: None. 

Fundin&: None. 
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PROGRESS 

Two main conclusions were drawn from the data. First, ~lthough 
the sweep-frequency LOT enhanced the degree of separation between 
the pulsed and continuous signals, the amount of variability in 
both groups was high. Second, and in keepin& with the first con
clusion, the efficiency of the sweep-~requency LOT appeared to be 
greater than the conventional Bekesy p~cedure when applying the 
Rintelmann and Harford operational definition. However, the ef
ficiency of the sweep-frequency LOT in identification of pseudo
hypacusics did not approach the efficiency of the LOT described 
by Hattler .nd Sc11uchman ut i liilng the arbitrary definition de
fined by Hopkinson. This obs~rvation was wiexpected as the sweep
frequency LOT containPd an additional psychoacoustic listening 
task not employed in the conventional LOT test. With the addi
tional psychoacoustic parameter it was hypothesized that the 
sweep-frequency LOT would hav, as great or even greater effi
ciency in prediction of pseudohypacusic subject than the fixed 
LOT. 

Implications were drawn concerning clinical utility, the need for 
operational definitions for the LOT, and the need for further 
research. 

Completed. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGA'fION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Autotransfusion at Surgery. 

WORK UNIT NO.: C-78-72 

PRINCIPAL INVESTIGATOR: Thomas L. Hudson, M.D., C0lonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To evaluate the usefulness of intraoperative recovery of b.ood loss 
for reinfusion into the pa itnt using the Sams Model 6002 Modular 
Pump and Bentley disposable autotransfusion unit. 

TECHNICAL APPROAOI 

Use Sams Model 6002 Modular Pump and Bentley disposable autotrans
fusion unit. 

Manpower: None. 

!unding: None. 

PROGRESS 

Approximately twelve patients have been studied. The unit has proven 
its usefulness in sustaining blood volume in patients with large re
coverable bl ·,oJ loss at the operating table thereby minimizing the 
requirement for banked homologous blood. 

Completed. 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Carcinoma of Bladder. 

WORK UNIT NO.: C-137-72 

PRINCIPAL INVESTIGATOR: Frank E. Ceccarelli, M.D., Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To evaluate the various results of treatment for carcinoma of 
the bladder at Brooke Army Medical Center. 

TEOiNICAL APPROACH 

Stati s tical analysis of all cases listed in the Tumor Registry 
at Brooke Army Medical Center with computerization will be 
accomp li shed. 

Manpower: None. 

Funding: None. 

PROGRESS 

Th is project has been terminated due to retirement of principal 
in vestigator. 

Terminated . 
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DEPART:•IE~!T OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Carcinoma of Testis. 

WORK UNIT NO.: C-138- 72 

PRINCIPAL INVESTIGATOR: 

ASSOCIATE INVESTIGATOR: 

Frank E. Ceccarelli, M.D., Colonel, MC 

Michael D. Uechi, M.D., Major, MC 

OBJECTIVES 

To evaluate the various results of treatment for carcinoma of 
the testis at Brooke Army Medical Center. 

TEOiNICAL APPROAOf 

Statistical analysis of a!l cases listed in the Tumor Registry 
at Brooke Army Medical Center with computerization wi 11 be 
accomplished. 

Manpower: None. 

Funding: None. 

PROGRESS 

This study has been terminated due to retirement of principal 
investigator. 

Terminated. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Postoperative Venous Thrombosis in the Lower Extremities. 

WORK UNIT NO.: C-7-73 

PRINCIPAL INVESTIGATOR: Michael G. Zeigler, M.D., Lieutenant Colonel, MC 

ASSOCIATE INVESTIGATOR: 

OBJECflVES 

To assess the usefulness of impedance phlebography in detecting 
postoperative venous thrombosis. 

TECHNICAL APPROACH 

The Codman lPG impedance phlebograph was used in following consecu
tive patients undergoing abdominal operations in an effort to detect 
venous thrombosis in the lower extremities prior to clinical mani
festations. 

Manpo1~e r: None. 

FunJint4: $1,863.00 PEMA 
None 

FY 1973 
FY 1974 

PROGRESS 

The data on 23 patients was studied. It was concluded the impedance 
phleoography alone was not sufficiently reliable in following patients 
pre- and postoperatively, to allow adequate assessment of the presence 
of venous thrombosis. Its' value is related to the reproducibility of 
respirator; mechanics on repeated examinations as well as on continued 
cooperat i on from the patient . An attempt to reproduce these mechanics 
and thereby improve the ability to compare tracings was not successful. 
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Because of the unreliability of the technique, it is felt that 
further efforts would not be aainful. Further infonnation in 
the literature would support this conclusion. The incidence of 
false positive and false negative detenninations is simply too 
high to rely on the technique alone. 

Completed. 
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DEPARTMENT OF THE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Investigation of 2-3 Diphosphogly,cerate (2,3-DPG) and 
Arterial Venous pH Difference !!!_ vivo. 

WORK UNIT NO.: C-32-73 

PRINCIPAL INVESTIGATOR: Arthur W. Larson, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

l. To study the effects of Solu-Cortef and Solu-Medrol on 2-3 DPG 
levels in vivo. 

2. To verify by a carefully controlled vivo laboratory experiment 
that A-V pH difference is an indication of low cardiac output. 

TEOfNICAL APPROACH 

Both 2-3 DPG levels and A-V pH differences can be measured on the 
same dogs subjected to cardiopulmonary bypass pumping. TI1irty dogs 
should be studied; 10 dogs with Solu-Cortef added to the pump, and 
10 Jogs 1o.·i th Solu-Medrol added to the pump. By total cardiopul
rnonarr bypass any desired and accurately measured cardiac output 
can be :.tudicd. 

Manpower: None. 

Funding: None. 

PROGRESS 

This project has been tenninated due to inability to get the 2,3-DPG 
test s pe 1·for1ned. 

Terminated. 
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DEPARTMENT OF THE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: Effects of Enflurane (Ethrane) on Cardiovascular Function. 

WORK UNIT NO.: C-12-74 

PRINCIPAL INV[STIGATOR: John R. Ritzman, M.D., Captain, MC 

ASSOCIATE INVESTIGATORS: Joel A. Kaplan, M.D., Major, MC 
Edward D. Miller, M.D., Major, MC 

OBJECTIVES 

To assess the effects of enflurane, enflurane with Nz0, and enflurane 
with muscle relaxant upon the function of the cardiovascular system 
using a non-invasive technique. 

TECHNICAL APPROACH 

Two groups of six healthy young volunteers were studied prior to 
minor elective surgery. No premedication was given. After control 
measurements were recorded, the patients were anesthetized with SO% 
Nz0 and either 1\ halothane or:% enflurane. Cardiovascular mea
surements were made at the end of 30 minutes of stable anesthesia; 
then the N20 was discontinued and repeat measurements were made 20 
minutes later. End-tidal halothane or enflurane, arterial blood 
gases, blood pressure, and heart rate were recorded at each mea
surement period. 

A simultaneous recording at 100 m~/sec was made of a carotid arterial 
pulse trace. phonoca-diogram and electrocardiogram. The intervals 
measured were the QS2 (total electrom~chanical systole). LVET (left 
ventricular ejection time) and PEP (Pre-ejection period) which were 
all corrected for heart rate. From these intervals. PEP/ LVE'f. l/PEP2 
and the ejection fraction were calculated. 

Manpower: None . 

funding: $1,297.70 Consumable Supplies FY 1974 
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PROGRESS 

Both anesthetic agents caused a significant increase in the PEP/LVET 
ratio, and a decrease in l/PEP2 and the ejection fraction, indicating 
myocardial depression at equipotent light levels of anesthesia (P<.05). 
The difference between halothane and enflurane was significant (P<.05) 
with halothane being more depressant. Discontinuation of N20 led to a 
further depression of these parameters. Arterial blood gases showed no 
significant differences. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: CarJiovascular Effects of Continuous Spinal. Epidural and 
Nitrous-Oxide-Narcotic Anesthesia on Patients Undergoing 
Surgery for Hip Fractures. 

WORK UNIT NO.: C-13-74 

PRINClPAL INVESTIGATOR: Daniel R. Bailey, M. D. • Captain, MC 

ASSOCIATE INVESTIGATORS: EdwarJ D. Miller, M. D .• Major• MC 
Joel A. Kaplan, M.D., Major, MC 

OBJECfIVES 

To determine the effect s of spinal. epidural. and general nitrous
oxide-narcotic anesthesia on cardiovascular parameters including : 
cardiac output, total peripheral resistance, mean arterial pres 
sure, CVP, and EKG in patients undergoing surgery for repair of 
hip fractures. 

TEOiNICAL APPROACH 

A series of 30 patients will be randomly dividcJ into three stuJy 
groups of ten patients placed in each of the following groups: 
spinal, epidural. and narcotic groups. Patients in the spinal 
and epidural group will have a continuous catheter placed vi a the 
L3-4 or L4-5 interspace. After baseline recordings, EKG and C\'P 
measurements will be made and the patients will receive an injec 
tion of cardiogreen dye for determination of baseline cardiac out
puts via the indicator-dye-dilution technique. Continuous recordin gs 
of arterial pressure will be maintained. After baseline values arc 
obtained. anesthesia will be induced. The narcotic group wi ll be 
p~t into the surgical position prior to induction of anesthesia. 
and baseline measurements taken. Repeat carJiac output measure 
ments wi 11 be made at jntervals of 10, 30, and 60 minutes and t' vcry 
30 minutes thereafter during the surgical procedure. Arterial blood 
gases will be measured prior to inJuction ~f anesthesia and then at 
30 minute intervals during anesthesia. All patients will be closely 
monitored with continuous arterial pressures, CVP, EKG and urine 0ut 
put s . Plasma volumes will be determined via the radio-iodinated 
serum albumin method prior to induction of anesthesia. 
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Manpower: 

Funding: 

(Continued) 

None. 

$3,665.00 PEMA FY 1974 
$ 428.00 Consumable Supplies FY 1974 

PROGRESS 

Equipment arrived in April 1974, and project is aow underway. 

Ongoing. 
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DEPARTMENT OF THE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: The Effect of Cardiopulmonary Bypass on the Renin-Angiotensin 
System. 

WORi< UNIT NO.: C-17-74 

PRINCIPAL INVESTIGATOR: Daniel R. Bailey, M.D., Captain, MC 

ASSOCIATE INVESTIGATORS: Edward D. Miller, M. 0. , Maj or, MC 
Joel A. Kaplan, M.U., Major, MC 
Philip W. Rogers, M.D., Major, MC 

OBJECfIVES 

To detennine renin and aldosterone levels of patients who undergo 
cardiopulmonary bypass. 

TECHNICAL APPROACH 

Ten consecutive, non-emergent a ult patients undergoing cardia~ 
sur~ery with extracorpore-al ci rcula.tion were anesthetized using 
the morphine technique (l-3 mg/kg). Mean arterial blood pressure, 
heart rate, central venous pressu~e, hematocrit, arterial blood 
ga es, urine output, and plasma :.md urinary sodium, potassium, 
creatinine and osmolality were measured. Plasma catecholamines, 
rcnin, and aldosterone were also measured. 

Manpower: None. 

Funding: $1,329.74 Consumable Supplies FY 1974 

PIWGRESS 

llcsul ts showed significant ( :..- 3-fold) increase in both renins and 
alJos tcrone pre - and during cardiopulmonary bypass. 
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The renin-angiotensin-aldosterone system plays an important role in 
blood pressure regulation and results in the excessive urinary ex
cretion of potassiwn and the fall in plasma potassium seen during 
cardiac surgery. 

Completed. 
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TITLE: 

DEPARTMENT OF TIIE ARMY 
Brooke Anny Medical Center 

Fort Sam Houston, Texas 78234 
CLJNICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESUME 

ProlongcJ Intercostal Block Analges ia After ·n10racotomy. 

WOl{K U~ IT NO.: C-28- 74 

PRlNClPAL INVESTIGATOR: Joel A. Kaplan, M.0., Major, MC 

ASSOCIATE INVESTIGATORS: EJward U. Miller, M.D., Major, MC 
Edgar G. Gallagher, M.D., Lieutenant 
Colonel, MC 

OBJECTIVES 

To assess the effect of intercostal block using bupi vacaine an 1 

Jextran in patients who have undergon thoracotorny. 

TECHNICAL APPROACH 

Twenty thoracotorny patients will be studied over a six mon , h J' l ' ,: 1 

Pa tient s will receive a standard premedicat ion f morph i ne n.1 ,n'/ 
and atrop ine 0 .4 mg intramuscularly one hour prior to surgery . In · 
s tudy will be conducted in a double blind fashion. Two po ·sibl 

l 1Jt1ons will be injected: (1) Bupivacarne 0.75° .. - l.! cc, Il e- · r 
-10 • 12 cc and (2) Dextran 40 - 12 cc, salin 12 cc . There wi I : • l 
20 1umbers - 10 for eac drug - which will be assigned in rando 
fa . uon. After the block, the amoun t of ethrane needed for ur , 
.. mcsthesia will be evaluated. Postoperatively the patient 1,i b, 
treated in ti,e standard manner. The follo1, ing data will be c l :e1 
pre-op, 1 hour RR, 4 hour RR, 1 day post-op, _nJ day pos t- o , , , 1d , , 
day pos t-op: liloo<l ~as; chest x- ray; vitalor PFT (VC , FF.1.'1 , ~1f .. l, 
l,cmatocrit; subjective evaluation - comfort, effective coul,!h, JTIO\' t' 

and turn, out of bed; objective evaluation - skin level uni.latera 1 

spinal level bilateral; complications - pulmonary and block; nan:l, , . 
Jose anJ time; temperature. 

·1.11powc r: None. 

FunJin~ : $173.02 Conswnablc Supplies FY 1974 

177 



C-28-74 (Continued) 

PROGRESS 

Eieht patients have been studied to date. 

Oneoin&, 
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DEPARTM1:NT OF THE ARMY 
Brooke Amy Medical Center 

Fort Sam Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATJON PROJECT RESUME 

TITLE: The Effects of Prolonged Acc~leration (+Gz) on the 
Respiratory Exchange Ratio in Man. 

WORK UNIT NO.: C.-29-74 

PRINCIPAL 1NVE3TIGATOR: David W. Crim, M.D., Captain, MC 

ASSOCIATE INVE:STIGATORS: F. Wesley Baumgardner, Ph.D. 
Sidney U. Leverett, Jr., Ph.D. 

OBJECflVES 

To detennine the effects of prolonged acceleratior: ( •Liz ) .n the 
02 uptake by the lungs and its relationship to th~ CO2 that is 
exhaled. This study will try to answer the questions: whar is 
hao~ening to R during acceleration? and at what point is a ~teaJy 
state for R reached? 

(This study is being perfonned at the School of Aviation ~~dicine . 
Brooks Air Force Base, Texas. TI1e project was registered for 
record only.) 

TEOINICAL APPROAOI 

',• 'J jccts will be placed on the USAF SAM centrifuhe anJ m0ni t ir e 
a l 1, 2, 3, and 4 Gz for 10 minutes ru1J at Gz for 5 minutes . A 
pneumotachograph will monitor flow (inte~ratcd to cxpireJ vo lumc 
and a mass spectrometer will monitor expired 02 and ~n ) ·oncent r,t 
t ions. This data wi 11 be analyzed by an Analog ...:omputcr and g: ve 
breath by breath readings for R. 

Manpower: None. 

Funding: None. 

PROGRESS 

Uata has been collected but not anJly zcd. 

Ongoing. 
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DEPARTMENT OF ntE ARMY 
Brooke Any Medical Center 

Fort Sa Houston, Texas 18234 
CLINICAL INVESTIGATl<Jf SERVICE 

INVESTIGATION PROJECT RESllitE 

TITLE: Blood Lidocaine Levels in Man During Pentothal, Lidocaine, 
N20-02 Anesthesia. 

WORK UNIT NO.: C-40-74 

PRINCIPAL INVESTIGATOR: Philip R. Warren, M.D., Captain, MC 

ASSOCIATE INVESTIGATORS: Edward D. Miller, M.D., Major, MC 
Joel A. Kaplan, M.D., Major, MC 

OBJECTIVES 

To evaluate this commonly used anesthetic technique and correlate 
the lidocaine dosages used clinically with the i~orre~ponding 
blood level. 

TEOfNICAL APPROAOi 

Samples are measured on a gas chromatograph and a mass spectro
meter. 'lbe retention times and mass spectral characteristics 
for each local anesthetic (6 total) are measured and compared 
to a computer library search, providing qualitative and quanti
tative clinical information. 

Manpower: None. 

Funding: None. 

PROGRESS 

Clinical data have been collected. Following evaluation, a 
manuscript will oc prepared. 

Completed. 
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DEPAR'IMENT OF ntE ARNY 
Brooke Aray Medic~l Center 

Fort S• Houston, Texu 78234 
CLINICAL INVESTIGATlm. SERVICE 

INVESTIGATION PROJECT RESUME 

TITLE: "VD-G Dri UOI'" Seroloaical Test for Gonorrhea 

WORK UNIT NO.: C-144-72 

PRINCIPAL INVESTIGATOR: David D. Madorsky, M.D., Lieutenant Colonel, .1 · 

ASSOCIATE INVESTIGATOR: 

OBJECTIVES 

To compare the "Gonosticon Dri-D0T" (formerly ''VD-G Ori-DOT") Sero
loaical Test for aonorrhea with Thayer Martin cultures and smears 
in males who p,--sent for diaposis of possible r,onococcal urethriti s . 

TEOINICAL Ai1PROACH 

Al 1 men prese·11tina for diaposis of aonorrhea have a Gonosticon Ori -
DOT Test and Thayer Martin Culture performed in addition to the smear. 
The test is perfol'lled on sen.a accordina to instructions a:.~d the end 
point is read. Results are compared to determine the efficacy of the 
test. 

Manpower: None. 

Fundina: None. 

PROGRESS 

Uata collection is complete but not tabulated. Publication wil 1 ensue . 

Ongoing. 
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DEPARTMENT OF ntE ARNY 
Bt'OOko Any Medical Center 

Fort Su Houston, THas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESIN: 

TITLE: Evaluation of Anti1ens in Fire Ant Ven011. 

WORK UNIT NO.: C-41-74 

PRINCIPAL INVESTIGATOR: Frank K. J&llf1S, Jr.• M. D., Colonel• MC 

ASSOCIATE INVESTIGATORS: Hobert L. Pence. M.D., Major. MC 
Donald P. Dr i11ers. Captair., MSC 

OBJECTIVES 

To study the venom and/or its component parts and its effect on 
selective human volunteers known to be sensitive to the fire ant 
venom. 

TEOiNICAL APPROACH 

The fire ant venom will be extracted from living fire ants, puri
fied. diluted. and used as the basic skin testin1 material in 
patients . The co•ercially available fire antigen and synthe
sized fractions of the venom will also be utilized for c011para
tive purposes. 

Manpower: 

Funding: 

None. 

$115.00 Consumable Supplies FY 1974 
$366.00 TOY FY 1974 

PROGRESS 

This study is currently in the basic phase. Patients have been con
tacted in cooperating Aller11 facilities for future skin testing and 
other appropriate illlllUJlologic studies. A Fire Ant Survey is currently 
in process at Fort Sam Houston under the direction of Captain Donald 
Uriggers, 485th PM Company. The technique for milking fire ants to 
procure the pure venom. previously perfected by Dr. Blum. will be 
utilized in order to bring pure venom here for appropriate studies. 
(This is the only known source of pure fire ant venom.) In addition, 
synthetic alkaloids prepared from venom extracts by Or. Blum will be 
procured from the University of Georgia. 
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C-41-74 (Continued) 

Followin& coapletion of above, approxiutely 25 fire ant sensitive 
patients will be studied durin& the suaer aonths with the agent~ 
listed in the above paraeraph. 

These initial findin&s will be presented by Colonel James to the 
annual meetin& of the Association of Military Alleraists (as part 
of the Annual Pulaonary Disease Symposium), Fitzsimons Army Medical 
Center, in September 1974. 

Ongoina. 
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DEPARTMENT OF THE ARMY 
Brooke Army Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESlH 

TITLE: Collaborative Study to Define Clinical Applicability and/or 
Utility of Carcindex (radioiaaunoassay for carcinoembryonic 
antiaen). 

WORK UNIT NO.: C-7-74 

PRINCIPAL INVESTIGATOR: Robert E. Lawson, Major, MSC 

ASSOCIATE INVESTIGATORS: William A. Rutala, First Lieutenant, M.5C 
David Arbiter, M.D., Colonel, MC 

OBJECTIVES 

To identify the diaanostic and progt1ostic value of the Carcindex 
immunoassay procedure in endodermally derived neoplasias. 

TEOiNICAL APPROACH 

Plasma specimens for CEA level determinations will be obtained 
from all hospital admissions. CEA test evaluation forms will be 
completed at the time of specimen collection. Specimens will be 
analyzed by split suaplina. 

l-4anpower: None. 

Funding: None. 

PROGRESS 

Sixteen samples were tested which were consistently and sianifi
cantly higher than those reported by Roche Research Center, 
Hoffman-La Roche Inc. The higher values are at present believed 
to be attributable to the ionic strength or pH of reagents which 
can result in falsely elevated plasma CEA levels. 

CompleteJ. 
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TITl.i: 

OEPAR'l'MENT OF TIIE ARMY 
Brooke Ar• y Medical Center 

Fort Su Houston, Texas 78234 
CLINICAL INVESTIGATION SERVICE 

INVESTIGATION PROJECT RESlJilE 

lodophor tlandwashing in the Newborn Nursery. 

WORK UNIT NO.: C-19-73 

PRINCIPAL INVESTIGATOR: John Tyson, M.D., Major, MC 

ASSOCIATE INVESTIGATOR: Frederick P. Boehm, M. D., Captain, MC 

OBJECTIVES 

To detemine the minimum duration of wash with Betadine and wi th 
y,HisoHex necessary to insure satisfactory removal of Staph Aureus 
from the hands of nurses in the newborn nursery. 

Design: 

a. 

b . 

TEOfNICJ,L APPROAOi 

Contamination of hands with St~5h Aureus in amounts equi
valent to those found under ep1 emic conditions. 

Determination of percent reduction by pre- and post -han -
washing cultures for S, 10, 15, and 20 second handwashing 
periods with both aaents. 

Manpower: None. 

Funding: None. 

PROGRESS 

This study was being performed at Reynolds Amy Hospital, Fort 
Sill,Uklahoma. It has been terminated due to transf-r of pri ncip. l 
investigator. 

Terminated. 
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