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FOREWORD -1

This report identifies the research activities conducted by
Fitzsimons Army Medical Center investigators through protocols
approved by the Institutional Reviev Committee and registered with
the Department of Clinical Investigation during Fiscal Year 1480
along with other known presentations and publicaticns by FAMC
professional staff.

A The research prctocols described In this report were conducted
. under the provisions of AR 40-38, as amended, Clinical Investigation
Program, AR 40-7, Use of lnvestigational Drugs in Humans, AR 70-25,
: Use of Volunteers ac Subjects of Research, and HSC Reg. 40-23, as amended,
' Management of Clinical Investigaton Protocols and Reports, to insure the
medical safety, well being, preservation of rights and dignity of
human subjects who participated jn these investigations.

In conducting the research described in this report, the investi=-
gator(s) adhered to AR 70-18, Laboratory Animals, Procurement, Trans-
portation, Use, Care, and Public Affairs and the '"Guide for Laboratory
Animal Faciitties and Care,' as promulgated by the Committee or the
Guide for Loboratory Animal Resources, National Academy of Sciences,
National Rescarch Council.

The Department of Clinical Investigation is especially grateful to
MAJOR GENERAL Raymond H. Bishop, MC and BRIGADIER GENERAL William R. bDwyre,
MC, Commanding Generals of Fitzsimons Army Medical Center, their professional
and administrative staffs, and to the Commanding Officers and staffs of other
supporting activities for the cooperation and assistance provided this Depart-
ment of Clinical Investigation in our efforts to accomplisi our mission.
Finally, | would like to recognize the outstanding work, dedication, and whole-
hearted corroboration of my entire staff. | would especially like to thank my
Proco/Ed Asst, Ms. Val McCriil and Mrs. Nancy Moran, Secy, without whose
assistance and support this report would not have been possible.

Somea)ld

DONALD G. CORBY, M.D.
coL, MC
Chief, Department of Clinical Investigation
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{C) Direct result of approved registered protocol.
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Infarction in the Neonate with Normal Heart and Coronary Arterics., Am J of
Dis of Children 134:759, 1980.

Mercretein, G.B., tudd W.A., Brown, G., Yost, C.C., Luzier, T.: Group B
Beta-Hemolytic Streptocuccus: Randomized Controlled Treatment Study at
Term. Ob-Gyn 55:135, 1980. {(C)

Mosijczuk, A.D., Ruymann, F.B., Mease, A.D., Bernier, R.D.: Anthracycline
Cardiomyopathy in Children: Report of Two Cases. Cancer, Nov 1979.

Mos i jczukh, A.D., Ruymann, F.B.: Second Malignancy in Childhood AlL:
Review of 29 Cascs. Am J of Dis in Children (In Press)

Parry, W.H., Madden, W.A.: Bacterial Laryngotracheitis. Lletter to the
Editor, AJR, pp 216~17, July 1980.

Parry, W.H., Madden, W.A.: ©bronchoscopy in the Neonatal intensive Care
Unit. (Abst) 2nd World Congress of Bronchology (In Press)

Parry, W.H., Madaen, W.A.: Bronchoscopic Finding in Bacterial Laryngo-
tracheobronchitis. (Abst) 2nd World Congress of Broncholoay (In Press)

Quattromani, F., Parrvy, W.H.: Airway Obstruction in the Pediatric Patiuvnt.
I. Upper Airway Obstruciion. Resp Therapy 10:28-33, 19380.

Sanders, J.: Health Needs ol Adolescents in the Military Service. Pediatr
Clin of N Am, Vol 26, No.l, Feb 1980.

Shih, J-Y, Gillette, P., Carson, A., Gumbiner, C., Driscoll, D.: The
Prognosis of Atrial Fluttcer in Children., (Abst) Pediatr Res 14:450, 1980.

Shih, J-Y, Gittetve, P., Cuison, A., Gumbiner, C., McNamara, D.: The
Effect fo Procainamide on Atrial Tachycardia in Nonsedatoed, Chronically-
Instrumented Boagle Purpicos.  (Abst) Pediatr Res 14:450, 1980,

{CY Direct resull o1 apnroved tegistered protocal
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Department of Pediactics - continued

way, G.L., Pierce, J.R., Wolfe, R.R., McGrath, R., Merenstein, G.B.: ST
Depression Suggesting Subendocardial lschemia in Neonates with Respiratory
Distress Syndrome. J of Pediatr 94:609, 1979.

wWay, G.L., Wolfe, R.R., Estaghdour, E., Bender, R.L., Jaffe, R.B.: The

Natural History of Hypertrophic Cardiomyopathy in infants of Diabetic Mothers.

J of Pediatr Vol 95, No., 1020-1025, Dec 1979. (C)

DEPARTMENT OF RADIOLOGY

Fisk, J.D.: Gastrointestinal Radiographic Features of Human Graft -Versus
Host Discase. Am J of Roentgenology (In Press)

Hopper, K.D.: Thyroid Caicinoma Secondary to Previous Infant and Child-
hood Head and Nech Irrediaticn. The 7th Army Medical Bulletin, 3-14, Sep 80

McNeill, D.H.: Dissection of the Internal Carotid Artery: its Con-
servative Managewenl with Heparin Sodium, Archives of Neurology 37:54-5,
Jan 1980.

Russell, J.R.: "Box'' Jechiaique for Irradiation of Esophageal Cancer and
Breast Cancer: Comparison of Two Fractionation Schemes for Postoperative
Radiation Therauy. Radiation Therapy Division, {ollected Papers, Ninth
Annual Padiation Thurapy Clinical Research Seminar, Gainesvilie, Florida,
Apr 1979.

Williams, B.Db., Fisk, J.0.: Ultrasonic Diagnosis of Giant Urachal Cyst
in the Adult. Am J of koerigenology (In Press)

UEFARTMENT OF SURGERY

General Surqery Servicc

Davies, R.S.: Keflux E-ojpiiagitis. Chapter in bocok '"Prognosis of
Suryical Disease'. MW.B {.iunders Co., B, Eiseman, Editor, 1980.

Ferruris, V.A,, Suvc, Janis: Retrospective Study of the Surgical Manage-
ment of Reflux Esophayitis. Surg, Ob & Gyn, {In Press) (C)

Hirata, R.M.: Carciacm. o1 the Oral Cavity. Chapter in book '"Prognosis of
Surgical Discase, [ Eis nan, Editor, W.B. Saunders Co., 1980.

Mologne, L.: Variccse Yoins, Chapter in book "Prognosis of Surgical
Disease, B. tiseman, fdit..r, W.B., Saunders Co., 19380.

Ophthalmology Service
Cottingham, Jr., A.J,: T Initial Fifty Intraocular Lens Implantations

in an Ophthalmology Residoney Training Program.  Submitted for publicetion
to Am J ot Ophtn. (i)

TCY Divect rosalt Ul eppioved registered protocol

9

ST T

-




Department of Surgery - continued

Otolaryngology Service

Hasbrouck, J.M.: Performance of Students with Auditory Figure-

ground Disorders under Conditions of Unilateral and Bilateral Ear Occlusion.

J of Learning Disabilities (in Press)

Hasbrouck, J.M.: Speech Production and Perception as Related to the
Assessment and Remediation of Auditory Perceptual Disorders. The Pro-
ceedings of the 18th Congress of Logopedics and Phoniatrics. (in Press)

Hasbrouck, J.M.: Speech Production and Perception as Related to the
Assessment and Remediation of Auditory Perceptual Disorders. (Abst)
Folia Phoniatrica 32:194, 1980.

Plastic Surgery Service

Rich, J.D., Shesol, B.F., Horne, D.W.: Basal Cell Carcinoma Aricing in
a Smallpox Vaccination Site. J of Clin Path, Feb 1980.

Rich, J.0., Zbylski, J.R., LaRossa, D.D.: Dermetofibrosarcoma Pro-
tuberans of the Head and Neck. The Am Surgeon , April 1930.

Shesol, B., Clarke, J.S.: Intrathoracic Appiication of the L(atissimus
Dorsi Musculocutanecus Flap. J of Plastic and Reconstructive Surgery
(In Press)

LUrology Service

Dobbs, R.M.: Clotting Predisposition in Carcinoma of the Prostate. J of

Urology, 123:706, 1980. (C)

Fauver, H.E., Donohue, R.E., Whitesel, J.A., Augspurger, R.R., Pfister, R.:

Prostatic Carciroma - A Different Distribution. J of Urology, 122:397,
Fauver, H.W.: Pyelciephritis. Conn's Current Therapy (in Press)

Wilson, Torrence M., Fauver, H.W.: Leiomyosarcoma of 8ladder. Urology

13:575, 1979.

(CY Direct result of approved registered protocol
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PRESENTATIONS

DEPARTMENT OF MEDICINE

Allergy Service

Carpenter, G.B.: An Evaluation of Combined H, and H, Antagonists in the
Treatment of Seasonal Allergic Rhinftis. Presented:” Annual! Meeting,
American Academy of Allergy, Atlanta, GA, 16-20 Feb 1980. (C)

Dantzler, B.S.: Tissue Threshold Changes during the First Months of
Immunotherapy. Presented: Annual Meeting, American Academy of Allergy,
Atlanta, GA, 16-20 Feb 1980. (C)

Mansfield, L.E.: Canine Bronchoconstriction Provoked by Esophageal
Distention and Acid Infusion. Presented: Annual Meeting, American
Academy of Allergy, Atlanta,Ga, 16-20 Feb 1980. (C)

Mansfield, L.E.: Measurement of Blocking Antibody by Laser Nephelometry.
Presented: Annual Meeting, American College of Allergists, Miami, fL,
22 Ja~ 1980. (C)

Martin, B.G.: Patterns of Cross Allergenicity Among Grasses. Presented:
Annual Meeting, Americar Academy of Allergy, Atlanta, GA, 16-20 Feb 1980.(C)

Nelson, H.S.: Allergens: Selection and Handling. Presented: Annual Post-
graduate Program Association for the Care of Asthma, Miami, FL, 18 Jan 1980.

Nelson, H.5.: Allergy Inmunotherapy. Presented: 8th Annual Symposium
NJH/NAC, Keystone, €O, 8 Jan 80.

Nelson, H.S.: Hyposensitization: Practical Zonsiderations in Future
Prospects. Presented: Kansas City Allergy Society Annual Meeting,
Kansas City, MO, 3 May 1980.

Nelson, H.S.: Practical Application of Standardization and Studies of
Extracts Stability. Presented: Annual Meeting., Kansas City Allergy
Society, Kansas City, MO, 3 May 1980. (C)

Nelson, H.S.: Present Concepts of Asplirin Sensitivity in Asthma. Presented:

Annual Scientitic Meeting, American Thoracic Society, Washington, DC,
14 May 1980. (C)

Smith, J.A.: The Effect of an H, and H, Receptor Antagonist Alone and
in Combination on Dermcgraphism. Presented: Annual Meeting, American
Academy of Allergy, Atlanta, GA, 16-20 Feb 1980. (C)

Spaulding, H.S.: Variability of Allergy Extract Prescribing. Presented:
Annual Meeting American College of Allergists, Miami, FL, 22 Jan 1980.

(C) Direct result of approved registered protocol

11




Allergy Service - continued

Tipton, W.R.: Titrated Skin Tests, RAST and Blocking Antibody Changes
with Rush Immunotherapy. Presented: Annual Meceting, American College of
Allergists, Miami, FL, 22 Jan 1980. (C) A

Cardiology Service

Crone, R.A.: The Effect of Volume Overload and LV Function on the
Preoperative Evaluation of Subvalvular Fibrosis in Mitral Stenosis.
Presented: The 9th Annual Association of Army Cardiology Meeting,
Ltetterman Army Medical Center, San Francisco, CA, May 1980. ;

Febres-Roman, P.R.: [Intravascular Hemolysis after Aortic Valve Replace-
ment with the lonescu-Shiley Xenograft. Presented: The 9th Annual Assoc-
iation of Army Cardiology Meeting, Letterman Army Medical Center, San
Francisco, CA, May 1980. |

L Trnka, K.E.: Total Occlusion of the Left Main Coronary Artery. Presented:
The 9th Annual Association of Army Ca-diology Meeting, Letterman Army
Medical Center, San Francisco, CA, May 1980.

Dermatology Service

Aeling, J.L.: An Approach to the Histopathologic Diagnosis. Presented:
Practical Skin Pathology Course, Colorado Springs, CO, Oct 1980.

Aeling, J.L.: Sun Rashes and Sun Screens. Presented: University of
Colorado Family Practice Review, Estes Park, CO, April 1980.

Aeling, J.L.: Supcrficiael and Deep Fungi, Contaminants and Yeast Infections.
Presented: Owen Pre-Board Slide Seminar, Chicago, IL, Sep 1980.

fubanks, S.W.: FPseudolymphoma. Presented: Annual Meeting of the ;ﬂ
American Academy of Dermatology, Chicago, IL, Dec 1979. L

Gentry, R.H.: Eruvtive Collagenoma. Presented: Annual Meeting of the T
|
{

American Academy of Lermatology, Chicago, tL, Dec 1979.

85th Annual Convent on and Seminar, American Osteopathic Association,
Las Vegas, Nevada, Nov 1980.

Graff, G.E.: Current Concepts of Dermatitis Herpetiformis. Presented: ‘

Graff, G.E.: Perforating Granuloma Annulare., Presented: Annual Mectirg
of the American Academy of Dermatology, Chicagc, (L, Dec 1979.

Grimwood, R.E.: Herpes Gestationis. Presented: Annual Meeting of the
American Academy of Dermatology, Chicago, (L, Dec 1979.

(€Y Direct result of approved registered protocol
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Dermatology Service ~ ccntinued

May, D.L.: Common Prcblems in Dermatology. Presented: Regional H.E.W.
Meeting, Boulder, €O, Mar 1980.

May, D.L.: Interpreting Special Stains and Artifacts. Presented:
Practical Skin Pathology Course, Colorado Springs, CO, Oct 1980.

McCoy, J.A.: Localized Mycosis Fungoides. Presented: Annual Meeting
of the American Academy of Dermatology, Chicago, (L, Dec 1979.

Patterson, J.W.: Bowenoid Papulosis. Presented: AFIP Annual Lectures,
Washington, DC, May 1980.

Patterson, J.W.: Bowenoid Papulosis. Presented: American Society of
Dermatopathology/international Academy of Pathology, New Orleans, LA,
Feb 1980.

Thompson, P.B.: Desaoplastic Trichc-pithelioma. Presented: Annual
Meeting of the American Academy of Dermatology, Chicago, IL, Dec 1979.

Endocrine Service

Hofeldt, F.D.: Blood Glucose Control: |Is It Worth 1t?7 Presented:
Recent Advances in Diabetes Management Symposium, Denver, CO, 15 Oct 1980.

Hofeldt, F.D.: Osteoporosis Update i980. Presented: Annual Meeting
Colorado Academy of Family Physicians, Vail, CO, 1-3 Aug 1980.

Hofeldt, F.D.: The Estrogen Controversy. Presented: Annual Meeting
of Colorado Society of Osteopathic Medicine. Broadmoor Hotel, Colorado
Springs, C0, 17 May 1980.

Hofeldt, F.D.: The Lipid Controversy. Presented: Regional Conference
in Internal Medicine, FAMC, Aurora, €0, 6-8 February 1980.

Jones, R.E.: Salicylic Acid Stimulation of Palmitic Acid Oxidation by
Rat Skeletal Muscle Mitochondria. Presented: Hugh Mahon Lectureship
Award, FAMC, Aurora, CO, 14 Jun 1980. (C)

Kidd, 6.5.: Unusual Manifestations of Hyperthyroidism. Presented:
USA Regional Short Course, FAMC, Aurora, C0, Jan 1980.

Hematology/Oncology Service

DiBella, Nicholas, J.: Advances in Chemotherapy. Presented: American

Cancer Society Seminar for Nurses and Allied Personnel, Denver, (0, 23 Feb 80.

(C) Direct result of approved registered protocol
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Endocrine Service - continued

DiBella, N.J.: Cancer Research Protocols - How and Why. 12th
Annual Radiation Therapy Symposium for Technologists, 14-15 Mar 1980.

DiBella, N.J.: Myeloproliferative Disorders and Leukemias. Presented:
Postgraduate Conference In Clinical Laboratory Practice, Colorado
Assoclation Continuing Medical Laboratory Education, Boulder, CO,

30 June - 3 July 1980. (C)

DiBella, N.J.: Pain Control in the Cancer Patient, Psvchosocial
Support of the Cancer Patlent. Presented: Interim Session, Colorado
Medical Society, Denvar, CO, 29 Feb = 2 Mar 138Q.

Pulmonary Function Lab

Kindig, N.B., Perry, M.E., Browning, R.J.: DLCO.. forrection Using
PaC0 Back Pressure Predicted from Venous Blood. resented: AAMI,
15th Annual! Meeting, San Francisco, CA, April 13=17, 1980. (C)
Kindiz, N.B., Perry, M.E., Filley, G.F,: Gas-Mixing Deadspace:
Measurement with Tracer Gases. Presented: Symposium on Gas Exchange
Function of Normal and Diseased Lungs. Max Planck Institute for Ex-
perimental Medicine, Goettingen, Germany, July 9-11, 1980. (C)

Perry, M.E., Zimnerer, R.W., Browning, R.J.: Non-lInvasive Alveolar
Pressure/Flow Pattern Determination by Computerized Plethysmography.
Presented: Annual Computers In Critical Care and Pulmonary Medicine,
Lund, Sweden, June 3-6, 1980. (C)

Zimmerer, R.W., Perry, M.£., Browning, R.J.: Expiratory Pressure/Flow
Assessment by Plethvsmography. Presented: AAMI, 15th Annual Meeting,
San Francisco, CA, April 13-17, 1980. (C)

DEPARTMENT OF CLINICAL INVESTIGATION

Damato, J.J.: Biochemical Methods for Differentiating Mycobacteria.
Presented: Colorado State Unlversity, Ft. Collins, CO, May 1980. (C)

Damato, J.J., Rothlauf, M.,V., McClatchy, J.K.: Differentiation of
Tubercle Bacil!li and Nontuberculoys Mycobacteria by a Radiometric
Method. Presented: Anrual Meeting of the American Society for
Microbiology, Miami 8each, FL, May 1980. (C)

Damato, J.J., Rothlauf, M.V., McClatchy, J.K.: Differentiation of
Tubercle Bacilli and Nontuberculous Mycobacteria by a Radiometric
Method., Presented: National Jewish Hospital and Research Center,
Denver, CO, June 1980. (C)

(C) Direct result of approved registered protocol
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Department of Clinical Investigation ~ continued

Glab, W.N., Corby, D.G., Decker, W.J., Coldiron, V.R.: Preventicn of
Propoxyphene Adsorption by Activated Charcoal in Rats: Clinical and
Pharmacological Correlations. Presented: AACT/AAPCC/CACAT Meeting
"Clinical Toxicology '80'", Minneapolis, MN, 6 Aug 1930. (C)

Harbell, J.W.: fInsulin Action on Normal and Transformed GR/A Mouse
Mammary Tissues. Presented: 3lst Annual Meeting, Tissue Culture
Association, St. louis, MO, 4 June 1980. (C)

Zolock, D.T., Askew, E.W.: Carbohydrate Metabolism of the Red Blood
Cell during Exerclise in Rats. Presented: American Society of Bio-
Jogical Chemists, New Orleans, LA, June 1980. ‘C)

DEPARTMENT OF NURSING

Ellis, C.J.: Ethical Declisions of Neonatal lutensive Care. Presented:
Academy of Health Sc’ences, Ft. Sam Houston, TX, August 1980. (C)

Turne:, B.S.: Develoomct of a Regional lzed Neonatal Outreach Ed-
ucation Program at a Ma‘or Medical Center. Presented: Academy of
Heal th Sciences, Ft. Sam Houston, TX, August 1980.

Turner, B.S.: Nursing Implications in Utilization of T c 0, Monitoring
in the Critically 111 Neonate. Presented: Colorado Nurses Association,
Denver, CO, April 1380.

DEPARTMENT COF 0B-GYN

Bobitt, J.R., Brown, G.L., Tull, A.H.: Group i Streptococcal Necnatal
Infection: Clinical Review of Plans for Prevention and Preliminary Re-
port of Quantitative Antepartum Cultures. Presented: CB-GYN Infectious
Disease Symposium, Boca Raton, FL, Dec 1979. (C)

Bobitt, J.R., Damato, J.J., Hayslip, C.C.: Jumiotic Fluid Infection in
Premature Labor Fatients with Intact Membranes: As Letermined by Trans-
abdominal Amniocentesis. Presented: 29th Annual Armed Forces Seminar

& 19th Annual Armed Forces District feeting of Ob.tctricians and
Gynecologists, Orlando, FL, Oct 1980. (C)

DEPAXTMENT OF PEDIATRILS

Brouchard, B.H., Bergcer, M., Cunningham, R.J., Petruskick, T.W., Allen,
W.R., Travis, L.B.: Peritoncal Dialysis in Children. Presented: ASALG,
New York, 1973.

Cadol, R.: An Overview of Developmental Probilems in Germany.  Presented:
Uniformed Services Pudiatric Seminar, Scattic, WA, March 1980.

TC) Direct result of approved veqistered protocal
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Department of Pedi-trics - continued

Gumbiner, C., Gutgesell, H.P.: Effect of Isometric Exercice of Left
Ventricular Function in Children with Left Ventricular Volume Overload.
Presented: American Academy of Pediatrics Annual Meeting, Cardiology
Section, San Francisce, CA, Oct 1979.

Gumbiner, C., Mullin, C., McNamara, D.: Pulmonary Artery Sling. Presented:
American Academy of Pediatrics Annual Meeting, Cardiology Section, San
Francisco, CA, Oct 1979.

Gumbiner, C., et al: The Electrophysiologic Effeccs of Chronic Digoxin
Administration in the MHea!thy Awake Puppy. Presented: Society of
Pediatric Research, San Antonic, TX, May 1980,

Kilbride, H.W.: Controlled Trial on the Use of Transcutaneous Oxygen
Monitoring in Infants with RDS. Presented: Aspen Conference on Perinatal
Research, Aspen, Colorado, July 1980.

Kilbride, H.W.: Tranculanecus Oxygen Monitoring. Presented: Aspen
Conference on Pevincral Research, Aspen, CO, July 1980. (C)

Madden, W.A., Parry, W.iH.: Use of the Fiberoptic Bronchoscopy in the
Neonatal Intesive Care Unit. Presented: District VI, AAP, Perinatal
Meeting, Park Cit,, Utah, Apr 1380. (C)

Merenstein, G.B.: Neonatal Update. Presented: Symposium of Children's
Orthopedics, Aurora, CO, 9-11 Jan 1980.

Merenstein, G.B.: Travsport and Intraventricular Hemorrhage. Presented:
3rd Annual Conferance o heonatal Transport, Children's Hospital, Denver,
Co, 9-11 Apr 1980G.

Merenstein, G.B8.: Neonai ol Transport: Where We Have Been. Presented:
3rd Annual Conference wun Neonatal Transport, Children's Hospital, Denver,
Co, 9-11 Apr 1980.

Merenstein, G.B.: rteoneir)/Maternal Transport: Where Are We Going?
Presented:  3rd fondei tonference on Neonatal Transport, Children's Hospital,
Denver, CO, 9-11 A 180,

Mcrenstein, G.b.:  op- e of Group B Streptoccccal Disease. Presented:
Aspen Conference ni Porinatal Research, Aspen, €0, July 1980. (C)

Merenstein, G.B8.: Prevedition of Group B Streptococcal Disease, Presented:

American Academy «f Pediatrics Section on Perinatal Pediatrics in Park
City, Utah, 15-17 May 13580, (C)

Parry, W.H., Madde, W i, Bronchoscopy in the MNeonatal Intensive Care
Unit. Presented: 2,d Woili Congress of Bronchology Dusseldorf, West Germany,
June 1980.

T€Y Direct result of aporoed 1eyistered protocol
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Department of Pediatrics - continued

Parry, W.H., Madden, W.A.: Bronchcscope Findings in Bacterial Laryngo-
tracheobronchitis. Presented: 2nd World Congress of Bronchology, Dussel-
dorf, West Germany, June 1980.

Pierce, J.R.: Streptococcal Sudden Unexpected Death Syndrome. Presented:
American Academy of Pediatrics Section on Perinatal Pediatrics in Park
City, Utah, 15-17 May 1989. (C)

Sanders, J.: The Office Approach to the Adolescent Patient. Presented:
(Visiting Professor) William Beaumont Army Medical Center, El Paso, TX,
Jan 1880.

Sanders, J.: Sexually Transmitted Diseases. Prescnted (Visiting Pro-
fessor) William Beaumont A-my Medical Center, E! Paso, TX, Jan 1980.

Sanders, J.: Office Approach to the Adolescunt Patient, Presented:
American Academy ot Pediatrics CME Ccrse, Scottsdale, Arizona, Jan 1980.

Sanders, J.: Contreceontion and the Adolescent. Presented: AAP CME Course,
Scottsdale, Arizona, Jan 1.30.

Sanders, J.: Sceually Transmitted Disease. Presented: AAP CME Course,
Scottsdale, Aricora, Jan 1980,

Sanders, J.: Sexually [ uismitted Diseases. Presented: 099th Annual
Meeting, Ariconae Medical Asscciation, Phoenix, April 1980.

Sanders, J.: Teenuje Sosuality. Presented: 89th Annual Meeting,
Arizona Medical Association, Phoenix, Arizona, April 1980.

Sanders, Juo: Common Gynoccodogical Problems of Adolescent Girls.
P.oesented:  29th Anncal Assenbly, Kentucky Chapter AAFB, Louisville,
KY, May 1980.

Sanders, J.: Psychoscti-l Growth Tasks of Adolescence. Presented: 29th
Annuai Assembly, Kentucky Chapter AAFB, Louisville, KY, May 1980.

Sanders, J.: Talking t.5 Teenagers about Sexuality. Prescnted: Spring
Meeting Colorado Chapuo: AAP, Colorado Springs, CO, May 1980.

Sanders, J.: Sexually lransmitted Diseases. Presented: Region Vil
Conference, National Health Service Corps, Boulder, CO, March 1980.

Wells, D., Sanders, J.: Adolescent Gynecology. Presented: A4th Annual
Air Force Nurse Practitioner Workshop, Colorado Springs, CO, Jan 1980.

(C) Direct result of approved registered protocol
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Department of Pediatrics = continued

Wells, D.,Sanders, J.: Tcenage Pregnancy. Presented: A4th Annual Air
Force hurse Practitiornzr Workshop, Colorado Springs, €0, Jan 1980.

Yeatman, G.: Subtle Prescntation of Chromosomal Disorders in Older
Children and Adolescents. Presented: Section on Military Pediatrics,
American Academy of Pediutrics, San Francisco, CA, Oct 1979.

Dt PARTMENT OF PSYCHIATRY

Golosow, N.: DSM 11}, Presented: AMEDD Military Psychiatry Course,
Willlam Beaumont Army redical Center, El Paso, TX, April 1380.

ORPARTMENT OF RADIQLOGY

Fisk, J.D.: Gastreincestinal Radiographic Features of Human Graft-Versus
Host Diseasc. Fresident's Awvard Paper 1980. Presented: American
Roetgen Ray Socicty Annual Meeting, Las Vegas, NV, April 1980,

Fisk, J.D.: Gastru: i1 Radiographic Features of Human Graft=Versus
HOSE uiscase.  Presioc. ~a.d Paper 1980. fresented: The Rochy
Mountain Radiolouicul Seoi.ty, Denver, CO, Aug 1980.

MeNeill, Do, wo .. Treyrosis of Carotid Artery Dissection/? Therapy.
Presented: [r.. Koo oy Mountoiln Radiological Society's 42nd Midsummer
Radiological Conferense o .o, €0, Aug 1980.

Croutt, Jo: LPACT Ganuis Presented: Radiological Society of North
Averica, Atlanta. G/, wooo by79,

Russell, Juide: oex! i 2vgue for Irradiation of Esophageal Cancer and {
reant {wncers Compariao. f Two Fractionation Schemes far Postoperative '
Redioti o Thevapy., Froows ool Hinth Annual Radiation Therapy Clinical k
Rescurch Seminar, aaice . -ilie, vL, 26~28 April 1979. .
Russeld, JuR.o. Sateag Paod Tuvors.  Presented:  Tenth Annual Rediation

Therapy Clinicet Rueseo o 5o iner, Gainecville, FL, 24-26 April 1980.

Pt 39@5ﬂ§ﬁRVlL§

RoGichand 1V L coat ot the Fitzsimons Army Medical Center
Dizcharge Planaio : sented: Biennial US Army Social Work
Symposium, Ft. Sam boow i o, e, Moreb PG¥D,

yCHend OF SURGERY

Gencral Surygery Ser i

Fevrarvis, VoA, Sabe, w reopective Study of the Surgical Managenent
of Retflux Esophiogici 0 Lonted: William Besumont Army Medical {enter,
El Pasu, PX, Marcto, b o
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Department of Surgery - continued

Cottingham, Jr., A.A.: Residual Astigmatism-Postoperative Keratoplasty.
Presented: American Academy of Ophthalmology, Chicago, IL, 7 Nov 1980. (C)

Otolaryngology Service

Bender, D.R., Causey, G.D.: The Effects of Several Competing Signals
on Aided Hearing Parformance. Presented: American Speech and Hearing
Association Convention, Atlanta, GA, November 1979.

Hasbrouck, N.J.: Speech Production and Perception in Relation to
Understanding, Evaluating and Treating Auditory Perceptual Disorders.
Presented: University of Montana, Missoula, Montana, April 1980.

Hasbrouck, J.M.: Speech Productlon and Perception in Relation to
Understanding, Evaluating and Treating Auditory Perceptual Disroders.
Presented: Montata Speech and Hearing Association, Butte, Montana,
April 1980.

Hasbroick, J.M.: Speeccr Production and Perception as related to Assess-
ment and Remediation of Auditory Perceptua' Disroders. Presented: 18th
Congress of the !International Association of Logopedics and Phoniatrics,
Washington, DC, August 1980.

Jarchow, R.C.: ENT Emerygecancies. Presented: National Public Health
Service Sympcsium, Boulder, CO, March 1980. 1

Plastic Surgery Service

Gottlieb, V.: Metastatic Squamous Cell Carcinoma Presenting as a Felon,
Presented: Annual Meetin:, Association of 4ilitary Plastic Surgeons,
Washington, DC, 1980.

Rich, J.D.: Post-traumaiic. Skull Defects. Presented: Annual Meeting,
Association of Military Plastic Surgeons, Washington, DC, Jan 1980.

Shesol, B.: Changing Concepts of Lymphedema. Presented: Annual Meeting,
Association of Military Flastic Surgeons, Waskington, DC, Jan 1980.

Urology Service

Fauver, H.W.: Adverse Reactions to Drugs Used by Urologists. Presented:
Postgraduate Seminar, American College of Surgeons, Chicago, IL, Oct 1979.

Fauver, H.W.: Prostatic Carrinoma: A Prospect.ve Distribution and the
Influence of Grade of Tumor or Results of Lymphadenectomy. Presented:
Kimbrough Urological Seminar, Rossiyn, VA, Nov 1979.

Vaccaro, J.A.: Transrectal Prostate Biopsies-Adverse Effects of Cystoscopyv.
{ Presented: Kimbrough Urological Seminar, Resslyn, VA, Nov 1979,

TCY Direct result of approved registered protccol
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Clinical investigation Program, FAMC

Llinical Investigation efforts by FAMC personnel in FY BO culminated

in the publication of '24 articles and 107 presentations and lectures
at national, internationa!l, and regional sclentific meetings. As of
30 September 1980, there werc 138 rescarch protocols on the DCI regis-
ter. Of these, 91 prcjects were ongcing and 48 were new registrations.

Objectives:

To encourage the performance of clinically-oriented research by
personnel assigned to tie Fitzsimons Army Medical Center (FAMC). Tou
aid in the planning, development, support, and execution of experi=
mental clinical studies, both in vatients and by directly related
laboratory work, into the clinical problems of significant concern
in the health carc of members of the o'litary community. To pro-
vide physician experience in research and Investigative procedures
by furnishing a hignhiy e¢Jucated and trained staff of specialists,
laboratory facilities, aduninistrative services and funding for:
supplies, equipment, consultants, publications and reprints. To
achieve continuous improvement in the quality of patient care by
providing an atnosphere of inquiry, maintaining high professional
standing and accreditation of auvanced health programs.

The Clinical Inmvestigation Progran differs from Medical Research
and Development in that the cvisphasis is on the health care problens
existing in our patient popuiations, l.e.; active duty, retired, and
dependents and not soletly on medical problems affecting combat readi-
ness and the fighting strengtn. It is, by its nature, an integral part
st the triad of patient care and medicine. {t promotes and supports the
finest ideals and traditions ot ihilitary Medicine and enhances the
vitality of the teaching progrems which in turn elevates the standard
of medical care. The research progran operates on the premise that all
aprrroved protocols will be suppoited to the fullest extent allowed by
current funding. This concene allows for a larger number of physicians
and ancillary personiel Lo participate in research rather than as in
the grant system used clscwhere.  This means that virtually every
investigator is given a chance to pursve his research without having
to compete for funds with 'wstat.lished" names in the field.

Technical Approach

This support, direciion and management is carried out under the
acgis of AR 40-38, as amnde!, Ciincial investigation Program; AR 4u-7,
Use of Investigational Orugs in Humans; AR 70-25, Use of Volunteers as
Subjects in Research; AR /0-18, | uboratory Animals, Procurement, Trans-
portation, Use, Carc, and Punli affaiis; HSC Reg 40-23, Management of




Clinical Investigation Protocols and Reports, as amended. This
Department provides guldance, assistance, and coordinates the FAMC
program with higher headquarters and other facilities.

Manpower : Current authorized strength is outlined.

Description Grade MOS Br Auth Actual Name

€, Dept of Clin Invest 06 60PIB MC | ] Corby

C, Immuno Service 03 68A00 MS 1 ] Whiteaker

Internist 05 61F3C  MC 0 1 Charles

Lab Admin 04  68F00  MS | ] Quigg

€, Sury Rsch Labs Svc 03 “BJO0 MS 1 1 Harbell

C, Micro Svc 05 68BA00 MS ] ] Engelkirk

Veterinarian 03  64F00 C i 1 Stockberger

C, Biochem Svc 03 68C00 MS ] ] Zolock

NCOIC £7  92BL4R ! i Underhill

Sr, Med Lab NCO E7  92BA4R ) ) Engle

Sr. 0.R. SP E6 31D3R 1 [ Smith, N.

Bio Sci Asst E6  0lH20 0 ] Glab

Bio Sci Asst E5 0lH20 | ] Kramer

Bio Sci Asst £S5 01H20 ] } Kessens

Bio Sci Asst E6  O01H20 1 1 Chadwick

Bio Sci Asst £5 01H20 ] ] Harrington

Bio Sci Asst ES 01H20 0 ! Jones

Bio Sci Asst Eh  01H20 0 1 Nicholson

Vet SP ) 91T3R i l Rich

Supervisory Res Chem 13 1320 GS } | O'Barr
(i




Descrigtion

Microbiologist

Microbiologist

Med Technolonist

Research Chemist

Microbiologist

Bio Lab Tech

Animal Bio Lab Tech
Animal Tech

Ed Asst

Animal Caretaker

Clerk-steno

Civilian Pay
Travel
Supplies
Equipment
Contracts

Other{Military)

N
¢

Grade

09

03
09

07

07
08
07
06

05

0b

FY 78
363,962
3,660
161,431
28,500
16,429

293,432

ppm——

MOS

0403

0403

0644

1320

2403

oloh
olok
0404
0318

7706

0318

Br Auth Actual Name
GS 2 Lima
Paine
GS 4 Morse
Ne Ison
Rangel
Rothlauf
GS } Rush
GS 4 McNamara
Noble
Swanson
Waldrup
GS 2 Feuerstein
Ledoux
GS 1 Hakes
GS ] Jones
GS 1 Mercill
GS 1 McCrill
WG 2 Beltran
Hitchcock
GS | Moran
FY 79 FY 80
331,352 434,91
5,584 5,240
179,883 189,998
(08,165 104,311
16,397 18,598
3he,116 345,859

e RS et




Progress

DC) received from Health Services Command (HSC) & microbiology
training position., This program brings in a qualifiec aspirant at the
GSO5 entrance level and, upon successful completion o“ a rigorous train-
ing programs, allows for non-competitive promotion to GS07 and finally
the GSO9 Microbiologist journeyman level.

Historically, Fitzsimons Army Medical Center has provided leadership
in tne identification and treatment of tuberculosis in the military
community. indepth mycobacterial studies on patients, i.e., serum drug
levels, serum inhibition tests, identification of mycobacteria other than
M. tuberculosis, and drug susceptibility testing, are provided. In
accordance with the Commnanders' directive, DCI provides mycobacteriology
(TB) support (processing clinical specimens and/or reference cultures) to

the following centers:

MEDDAC Urits: Ft. Carson, Ft. Leaverworth, Ft. McPherson,
Ft. Ord, FL. Riley, Fr., Sill

Army Medica: (unters: lLetterman, Madigan, Tripler
USAF Facilities: Baker's Field, Mirot AFB, Scott AFB

Additionally, T8 reference laboratory support is furnished to the
PHS, Pine Ridge Ruscrvetion, S.U.

The Mycobacterislogy Laboratory Section, Microbiology Service, DCI,
tas maintained Coliege of American Pathologists (CAP) accreditation.

The Surgical Research Laboratories (SRL) Service supports research and
training protocols aad provides all of the latoratory animal care for Fitz-
simuns Army Medical Center. The research animal support includes a daily
small animal population of approrimately 800 animals, comprised of m.ce, rats,
guinea pigs, chicks, rabbits, non-human primates, cats and dogs. It is
projected that sheep, goals and swine will soon be added. The scope of support
includes veterinary clinical latoratory services, radiology, histopathology,
tissue culture, electron microscnpy, medical photography, veterinary pharma-
cotherapeutics, and a full surgical support capability, including cardio~
pulmonary bypass and microsurgery, as well as the pre- and post-~operative
care of lab animai research subjects. The urgent minor construction request
for an Animal Housing Facility has been fully approved through Congress and
construction is scheduled to boyin in FY 81, pending funding. A complete
listing of training provided by SRL is located on DCI| detail sheet, ""Train-
ing Support, SPL, GCI', immediately following the DOC{ Annual Progress Reports.
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Funding

The OMA costs have not been itemized by protoco! number because it

feasible or practical to do so.

v

MEDCASE items which were purchased for specific protccols are so

The remaining items were purchased for general

I TEM

Zoom Stereoscope
lon Generator
Poultry Cages
Microtome/Cryostat
Tissue Embedder
Forma CO2 incubator

Ultrasonic Cleaner

Infusion Pump

Orion PH Meter

Mettler Balance

Binocular Microscope

Beckman TJ-6R

Chromatography Chamber
Rabbit Cages (2)ea.

Guinea Pig Cage

Freeze Dryer

Fraction Collector

Forma Lo-Temp Freezer

Puffer Hubbard S0LR Refrigerator
Beckman L-8 Ultra Centrifuge

PROCOTOL #

79/118
787114
79/301
79/304
79/300
77/300 and
80/400

laboratory use.

COST

$6149.
$5000.
$2929.
$5494 ,
$1948.
$2250.

$1260.
$1277.
$1728.
$2710.
$2058.
.00
$2894,
$3200.
$2337.
$5156.
$1949.
.00

$2443,
$28,634.

$2834

$5268

annotated.

00
(]0]
00
72
18
00

00
75

by
70

00
00
31
10
00

00
0k

is not
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EXPLANATION of ANNUAL PROGRESS REPORT DETA!IL SHEETS

(1) DATE: Fiscal Year ending date.
(2) PROTOCOL NO: FAMC Work Unit Number of the study.

(3) STATUS: Indlicates if the study is Ongoing, Completed or Terminated.

(4) TITLE: Project title of the study.
(5) START DATE: The date the study started.
(6) ESTIMATED COMPLETION DATE: The projected nompletion date of the study.

(7) PRINCIPAL INYESTIGATOR(s): List of all Principal Investigator(s)
involved in the study.

(8) FACILITY: Fitzs'mons Army Medica! Center
(9) DEPARTMENT/SECTION: Department or Service the protocol originated from.

{10)ASSOCIATE INVEST.GATOR(Y): List of all Associate lnvestigator(s)
involved in the study.

(1T)KEY WORDS: Key words pertaining to the particular area of research
involved in the study.

(12) ACCUMULATIVE MEDCASE COST: See Unit Summary Sheet - Funding.
(13)ESTIMATED ACCUMULATIVE OMA COST: See Unit Summary Sheet - Funding

(14)PERIODIC REVIEW RESULTS: Date of the continuing review by the
fnstitution Raview Committee.

{15)STUDY OBJECTIVE: A summary of objectives to be accomplished during
the study.

(16) TECHNICAL APPROACH: A brief summary of the technical approach to be taken
during the scudy.

(17)PROGRESS: A summary of prior and current progress since inception of
of the study.

The Continuation Sheets are used as extenslons for (1) - (17) and as an
accumulative listing for Publications and Presentations that are a direct
result from the study.

The Detail Sheets were submitted in final form by the Principal !Investigators
and have not been edited.
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DEPARTMENT OF CLINICAL INVESTIGATINN
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 800k5

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 50  (2) Prot No.: 73/135 {(3)__Status: on-going

) Title:
Active Antigeias in House Dust

T5) Start Date: 1973

{6) Est Comp Date: 1981

{7) Principal lInvestigator
Harold S. Nelson, MD

(8) Facility: FAMC

Q)) Dc;)t/sec;ﬂed"i_cine/ﬂllJmm.

(11)  Key Words:
House Dust

(10} Assoc Investigators:
Lyndon E. Mansfield, MD, LTC, MC
Bruce Martin, MD, CPT, MC, USAF

(T2)  Accumutative MEDCASE| (13) Est Accumuiat.ve [(14) Periodic continue

Cost: OMA Cost:

Review Results: 6/80

(15)  =Study Objective:

To determine to what degree the reactivity of commercial house dust
extract is rolated to its content of recognized allergens such as

animal dander and mite products.

(16) “Technical Approach:

Use ot pooled house dust allergic serum and RAST inhibition employing
aliergen disks manufactured in the allergy r:search laboratory.

17)  “Progress:

Additional studies were done during this period expanling the number
of known allergens tested against house dust. Further studies will

be required during the ensuing year,
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FAMC WU Mo (Prot No)

73/135

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part o! Detail Summary
Sheet.)

sErRvIce Allergy-Tmmunology DEPARTMENT Medicine

(1) Mansfield, L.E., Nelson, H.S., Allergens of Commercial House Dust Extracts
(Abstract), Journal of Allergy and Clinical Immunology, 63:212; 1979
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. FAMC WU No (Pret No)___ 73/135

PRESENTATIONS for FY 80 Annual Progress Report {3rd Part of Detail Sunmary
Sheet)

SERVICE Allergy-Immunology DEPARTMENT  Medicine

(1) Mansfield, L.E., Allergens of Commercial House Dust Extracts, Annual Meeting
Academy of Allergy, New Orleans, Louisiana, 25 March 1979.

(2) Martin, Bruce, Analysis ¢f the Allergens of Commercial House Dust, Annual
Allergy-Immunology Pulmonary Symposium, Fitzsimons Army Medical Center,
21 January 1981.
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(HSCR 40-23, App. C.)

UEPARTMENT.OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
‘Detail Summary Sheet)

———————

MSC

(1Y Date: 30 SEP 80 (2) Prot No.: 7&/101 (3) Status: Ongoing

{(4) Title: timmuno-chemical Evaluation of Myeloproliferative and Plasma-
proliferative Diseases.

(5] Start Date: 1 Jul 74 {6) Est Comp Date: Oct BI

{7) Principal Investigator (8) Facility: FAMC
Nicholas J. DiBella, COL, MC

(9) Dept/Sec: Medicine/Hematology Svc (T0) Assoc Investigators:

(1)  Key Words: George L. Brown, Ph.D.,COL,MSC
Immunodiagnosis R. Stephen Whiteaker, Ph.D., CPT,
Myeloproliferative
Plasmaproliferative

(127 Accumulative MEDCASE| (13) Est Accumulative |(1G) Periodic continue

___Cost: OMA Cost: Review Results: 1/80

(15)  #Study Objective:

To determine whether there are any alterations of serum protein profiles
in myeloproliferative and plasmaproliferative disease.

To determine whether there are any alterations of serum protein profiles
and lymphocyte transformation in myeloproliferative and plasmaprolifer-
ative diseas=s.

(16) *Technical Approach:

This is in-depth immunologic evaluation of patients with myeloprolif-
erative and plasmaproliferative disorders.

(i7) #*Progress:

Three patients with myeloproliferative and forty-three with plasmapro-
liferative disorders were studied immunologically. 1. Myeloprolifer-
ative Disorders: Results recorded were as follows: No monoclonal
gammopathies, serum immunoglobulin levels were recorded within normal

limits, Lymphucyte blast transformation to PHA was suppressed.

11. Plasmaproliferative Disorders:

Results recorded were as follows:

Fifteen sutjects studied had 119G monoclonal gammopathies with evidence

atbaamfedd




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 74/101
(Blocks 1 through 17) _ -

(17) continued-

of free light chains in the serum. Seven patients were found to have
elevated serum IgM levels with monoclonal gammopathies, differentiated as
{gM type. One patient each with lIgA and lgD monoclonal gammopathy was
studied. One case denoting immunoglobulin light chain disorder was recorded. ,

30




- : !

FAMC WU No(Prot No) 74/101

PUBLICATIONS for FY 60 Annual Progress Report (2nd Part of Detail Summary
Sheet.)
SERVICE__ Hematology-Oncology DEPARTMENT of Medicine

(1) Brown, G.L., DiBella, N.J., and Corby, D.G.: IgE-IgM Kappa
Gammopathy Associated with Lymphocytic Lymphoma. Federation
Proceedings 35:438, 1976.

(2) Brown, G.L., Corby, D.G., DiBella, N., and Lima, J.: 1igE-IgM
Gammopathy Associated with Lymphocytic Lymphoma: Immunologic
Considerations. Mil Med, 142:921, 1977. .

(3) DiBella, N.J., and Brown, G.L.: Immunologic Dysfunction in the
Myeloproliferative Disorders. Cancer 42:149, 1978.

PRESENTATIONS:

(1) DiBella, N.J., and Brown, G.L.: Cellular and Humoral Immunity
in the Myeloprolif=arative Disorders. Presented: Annual Joint
Meeting of the american College of Physicians and American Society
of Internal Medicinre, Colorado Regional Meeting, Colorado Springs,
€0, January 15, 1976.

(2) Brown, G.L., DiBella, N.J., and Corby, D.G.: IgE-igM Kappa
Gammopathy Associated with Lymphocytic Lymphoma. Presented: FASER
Anaheim, CA, April 12, 1976. §




DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANIHUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

i%ff Date: 30 SEP 80 (2) Prot No.: Th/110 (3) Status: Ongoing
) Titde: Reactive Fypoglycemia: An Analysis of Glucose-Insulin-Glucagon
‘nrerrelationships and Counter Hormonal Regulatory Factors.

{5) Start Date: Fv71 (6) Est Comp Date: Indefinite

17) Principal Investigator 8} Facility: FAMC

Sred D, Hofeldt, COL, MC

{9) Dent/Sec: {T0) Assoc Investigators:

(T1) Key Vords: Gerald C. ¥idd, LTC, MO | ..
reactive hype siycemia David Tolock, MAJ, MC heonart
slncose tcolerance T.7. O'®arr, Th.D,, LA7 fOiTSQi
counter-regulartory hormones A. Shackelford, MT, DAC MAT, M

T12) Accumulative WEDCASE] [13) Est Accumulative |(14) Periodic continue

_Lost: OMA Cosrt: Review Results: 11/79

(157 “Study Objective: The objectives of the hypoglycemic study is t¢ rcontinue

to dinvesti;ate in our large clinic populatiorn the glucose-insulin-plucagcn and
prola-tin interrelaticnchips and the response of counter-regulatory hormounes to
nypor!lycemic rtress. This project is a continuation of the previous project
initiate.i .u 169 at vhe University of California Medical Center, Moffatt
Yospital, fan Francisco, (alifornia.

(16) =Technical Approach: The clinical research protocol involves evaluaticn
of eontrod sutiects and hyporlycemic patients to assess the interrelationst ips
o betsa cell nnd ulphe cell responsiveness to oral and intravenous glucnse
administrution. Based upon findings in controls and patients with diseasec
states, a classification system has been proposed. The data have allowed tor

4n understanding of the basic pathophysiology of reactive hyposlycemia iis-
rders. The clinical studics are being conducted in the DNepartment « 7 Medicine,
'7) #Progress:

This study continues to be an active protocol with recruitment of patlents
with btono Uide reactive hypoylycenia., The total number of patients started
since “he bhegriuning - f this protocol numbers approximately 500, The data on

these patients i bteing stored on MISO computers and is currently andergoing
a data analysis by Dr. Leonard Sanders. The prcject is to be continued asc an
ongnins Fndocrine project with the assignment of new associate investirators




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 7% /710
(Blocks 1 through 17) — e

(16) Technical Approach {cont)

sampling and assist during the testing. During the sluccse tolerance test,

the patient has an indwelling catheter for freguent sw.!ing ot tinna glucore,
is continually monitored by a cardiac monitor systen and tlcod glucoses are
assessed irmmediately after sampling by the Ames Reflecturce Meter. ALfter
slucose administration, blood insulins, glucegons, growt) hormones, prolactins
and cortisols are samplea and values are determinei by & sensitive radiolimmuno-
assay. The procedure is designed to provide a minimum of patiert inconvenience
in the pertformance »f these well standardized procedares.,  Feny normal inaivid-
ual: exrerience a low blood sugar stxic sometime .!Uter glhcase gdiministration,
the clinical significance of a low blood gluccre stete 1s observed by recording

Endocrine Clinic, with the assistance of an assign=d i3-5 t¢ perform blood
C
1

appropriate adrenergic symptoms at the nadir of the glucnse and deterrining

if there is a counter hormonal responsivenese to de’snd the stress o7 a

low blood gluccse stave. This approact allows .rict definition of bona file
reactive hLypoglyccmia and clearly distivgulcies it from the beni.n low tloca
glucose states.

1

(17) r.ogress (conb,

to replace those individuals who are currently not at Fitzsimons Army
Medical Center. New interests will be directed towards to gastrointestinal
ractors importeont in the entercinsuwlar axis as rossitle pathophysiologicaul
alterations causal i1 this . isease.
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FAMC WU No (Prot No)  -1./110.

PUBLICATIONS for FY 80 Annuce! Progress Report (2nd Purt of Detail Summary
Sheet.

(1) Abrams, ., Hore'dt, I.D.,, adler, R., O'Barr, T.P., and Morse, °*.:
lote Reuctive Hypoglycemia in Hypotnyroidism. (Submitted for review
to American Journal of Medical Sciences.;

(®) Jharies, M.A., Horeldt, F.D., Dodson, L.E., Shackelford, A., Waldeck, HN., i
Runker, L., corsing, J.7., and Eichner,i.: Couparison of Glu~ose Tolerance
Tests and Mixed Meals in Tatienis With Taiorathic Reamctive Hypoglyceria:
Absence of Hypooslyecemia Arter Mixed “eals. (Subrmitied for review Annals
of Interna: Medicine.) ‘

(3) Sarders, L.E., Hofelct, ¥.D., Firk, M., and Levin, J.: Food Abuse as
a Cause of Reactive Hypoglycemia. Amer?! -an Journal of Clinical

Nutrition (in press).

, )
(4) ‘Hofeldt, F.D.: ‘“rarsitions? Low Blood Glucose States. Rocky Mountain :
Mealcal Journal, 76: 37 -3L, 1079, A
£
{5) leCowen, K.D., Adler, R.A., J'Barr, T.P., and Holeldt, ¥.D.: 3
Jlindcnl ImvUicutions of Flat Qral Glucose Tcelerance Test. Military k-
Medicine, lanw: 177176, 1979, '
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FAMC WU Neo (Prot No) 2b/110

PRESENTATIONS for FY B0 Annual Progress Report. (3rd Part of Detail Summary

Sheet)

SERVICE_Endocrine Service UEPARTMENT_MedirIn&

(1) Hofeldt, F.D.: Reactive Hypoglycemia: Update 1980. Presented:
Endocrine Grand Rounds, University of Colorado Health Sciences
Center, Denver, CO, 16 January 13880.

(2) Sanders, L.R.: Reactlive Hypoglycemia. Preserted: Grand Rounds,
University of Colorado Medical Center, Denver, (O, 13 March 1979.

(3) Sanders, L.R.: Reactive Hypoglycemia. P;csented: Medical Grand
Rounds, Denver General Hospital, Den.cr, CO, 15 March 1979.

$ (4) Sanders, L.R.: Reaztive Hypoglycemia. Presented: Endocrine

Grand Rounds, University of Colorado Medical Certer, Denver, CO,
11 April 1979.
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DEPARTMENT OF CLINICAL INVESTICATICN
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 8CO4%,

ANNUAL PROGRESS REPORT
(HSO P bo-273,) Apon. (L) {(Detail Surmary Sheet)
]»‘ Late: 3¢ 5eP &0 (2) Prot No.: 75/107 (3Y Statis: on-going
' Titier A Comparison of the Results of Hyposensitization with Aqueous
Sroaas )

xtract end Alumrnum Precipitated Aqueous Extracted Crass Extract
f T T )

" : ;‘ ) {T-/' Eroe Commy Tate: 1930 -
Ty s ivwastigator I (3; Focilisn: FimMC
i selson, M, COL, MC N
T N - ) U T o 1 e at jaate .
dedicine/Allergy-Tmmunol . BT s sar bovest igatore s
Aticer Toouanatherapy ‘ None,
1
|
Yy LT T T = 0 — T T T Y Y s T T e o
o Lo (13) Est Aceom. 0 . < continue
OMA Cewr . G e g 2/80
\, "(:: o ) "(:tiVC:

| oo the dTamunologic response to long Ters omnaa!
arccaloonnm precipitated allerpy oot

Coraps with

- - : [RIVARIN

\ A R fintcal tolerants tor the extracts drawing hliood twrce
A Uiy e poriod of four vears and moo ety the immune responsie
by vttt o rdie Tetand gl antibody aseon

ti), : R .
i choes Discal year blocking antibody <tudies were pertormed on
corad ween oad been collected over the period 1975 <o (978 with the

Aottt pedlication of the results in the Annals ot Allerpy in

Deccmber . 1780 the protocol will he completed,
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(4)Title:

CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 75/107
(Blocks 1 through 17) 25/10

in the Treatment of Patients with Allergic Symptoms Due to Grass Allergy
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" FAMC WU No (Prot No)

75/107

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Summary
Sheet.)

SERVICE Allergy-Immunology DEPARTMEMT Medicine

(1) Nelson, H.S., A Three-Year Comparison of Immunotherapy with Alum Pre-
cipitated and Glycero-Saline Grass Extracts (Abstract) Annals of Allergy,

42:123;1979

(2) Nelson, H.S., A Comparison of Long-Term Immunotherapy with Aqueous and
Alum Precipitated Grass Extracts, Annals of Allergy, Dec, 1980.
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FAMC WU Ne (Prot No) 75/107

PRESENTATIONS for FY B0 Annua) Progress Report (3rd Part of Detail Summary
Sheet)

SERVICE Allergy-Immunciogy DEPARTNENT Medicine

(1) Nelson, H.S., A Three-Year Comparison of Immunotherapy with Alum Precipated
and Glycero-Saline Gruss Extracts presented at tiie Annual Meeting of American
College of Allergist, San Francisco, California, 2S5 Jan 79.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARHY MEDICAL CENTER
Aurora, Colorado 80045

MANNUAL PROGRESS REPORT
(HSCR 40-23, npp. C.) (Detail Summary Sheet)

{7 Date: 30 SEP B9 (2) Prot No.: 75/11¢ 13) Status: (Qpgeing
(LY Title: Fractionation of Kochia Pollen with Isclation of Kochia Pollen !
Allergens .
{§) Start Date: 1975 (b) Est Cump Date:unknown 1
(7] Principal I[nvestigator (8) Facility: FAMC
/] Harold S. Nelson, MD, COL, MC b
t (9 Dopt/Scc Medicine/Allergy-Tmmunol. (10) Assoc Investigators: !f
(11)  Key Words: T.P. 0'Barr, Ph.D., DAC '
Purified Kochia Allergens
{
; 112) A cumulative MEGCASE] [13) Est Accumulative [(1h4) Periodic continue
E Cost: OMA Cost: Review Results: 12/79
{(15) *Study Objective:
To extract raw Kochia pollen and purify the principle allergens through
chemical fractionation.
116)  “Technical Approach:
The study will employ multiple methods of separation of proteins with
investigation ot allergenic activity of the fractions by RAST assay.
17) #Progress: . o o . . ;
This project nas been inactive since the original principle 1nvesti- }
gator was transforred. However, It wlll be resumed in the near future. }
Publications and Presentations: None
;
!
t30 }
4




A

v

o mni s b

[

DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIHMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 75/118 (3) Status: Completed

%)

Title: A Study of the Stability of Allergy Extracts under Varying
Conditions

(5) Start late: jo7g {6) Est Comp Date: 1980

{7) Principal Investigator (L) Facility: FAMC
Harold S. Nelsoan. MD, COL, MC

79) Dept/Scc: Medicine/Aliergy-Immunol. (10) Assoc Investigators:

(T1)  Key Words:
Extracts Stability None

(12) Accumulative MEDCASL] {13) Est Accumulative l(le’Per|od|c continue
Cost: OMA Cost: Review Results:10/79

{(15)  #Study Objective:
To systematically explore the cffects of several stabilizers on the
loss of potency of ailergy extracts at different concentrations,
volumes and time intervals.

(16) “*Technical npproaca:
Allergy extracts were reconst:tuted from lyophilized sources at
various time intervals prior to testing. Residual potency was
compared with that ot freshly reconstituted dilutions employing
pooled allergic serum and RAST inhibition.

{(17)  “Progresa:

Studics have beer completed, and with the publication of the second
paper on the cubjcct currently in press in the Journal of Allergy
and Clinical Immunolopy, thi. ~tudy is effectively fintshed.

e
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FAMC WU No (Prot No)

75/118

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Summary
Stieet . }

SERVICE__Allergy-Immunology DEPARTMENT  Medicine |

(1) Nelson, H.S., Effect of Dilucnt and Conditions of Storage on Allergy
Extract Potency (abstract), Journal ot Allergy and Clinical Immunology,
63:195; 1979.

(2) Nelson, H.S., The Effect of Preservatives and Dilvtions on the Deteriora- (g

tion of Russian Thistle (3alsola pestifer) A Pollen bxtract, Journal of
Allergy and Clinical Tmmunology, 63:417; 1979,

i
(3) Nelson, H.S., The Effect of Dilution and Conditions of Storage on Allergy ﬁ-
Extract Potency, Journal of Allergy and Clinical Immunology (in press. ‘
|
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FAMC WU Ne (Prot No)___ 75/118

PRESENTATIONS for FY 80 Annual Progress Report (3rd tart of Detail Summary
Sheet)

SERVICE Allergy-Immunology DEPARTMENT  Medicine

(1) Nelson, H.S., The Effect of Preservatives and Dilution on the Deteriora-
tion of a Pollen Extract--Russian Thistle (Salsola pestifer), Annual
Meeting of the Academr of Allergy, Phoenix, Arizona, March, 1978.

(2) Nelson, H.S., Effect of Diluent and Conditions of Storage on Allergy

Extract Potency, Annual Meeting Academy of Allergy, New Orleans,
Louisiana, 24 March 1979,
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DEPARTHMENT OF CLINICAL INVESTIGATION
FITZSI:*ONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
{HSCKR k0-23, App. C.) (Detail Summary Sheet)

(T) Dato: 30 SEP 80 [2) Prot No.: 767102 (3) Status: 0Ongoing

T Tile: Anti-neoplastic Therapy with Methy -(2-
Chioroethy!)-3-(4-Methyl Cyclohexyl) - 1-Nitrosourea

757 Start Date: 1376 {€) Est Comp Date: 1982

T B ripciytble v #9500, we (8) Facilicy: FAMC

19) Dept/Sec: Hematology-dncology ' (10)  Acsoc Investigators:
(T1)  Key Words: -~
Chemotherapy, CA of colon None

T2 Alcumulative MEDCASE] {13) Est Accumulative |(14) Periodic continue.
) Cost: _ J OMA Cost: Review Results: 10/8C
TI5Y " % Study dnier tive:

Te test the efficecy of methyl CCNU in metastatic or recurrent CA

of the colon.

(16} *Technical approach:
Clinical study.

(17} #“Progress:
Four patients hive been entered on this protocol. One patient is
too €arly to =valuate, but the other three patients have failed to
respond. No sericus toxicities have been observed.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

AN'UAL PROGRESS REPORT

{*1SCR 40-23, App. C.) (Detuil Summary Sheet)
(") _DBare: 30 5I7 B0 (2) Prot No.: 76/103 (3) Status: Terminatecd
Ly Tit :

o) ithe An Objective Measure of CNS Developmert in Children
(5)_Start Date: 1 Jul 76 T6) Est Comp Date: Tarminated
(7Y Principal Investigator (8) Facality: FAMC

R. John Morgan, Jon H. Buscemi Colorado State University

) Dept/See: t of Med., N 1 10) /fs<oc Investigators;
%73) otisvs Dept ol Med., Neurology Sve (00 2 SEediant 9818 " tesv, cop

C. Norman Rhodine, Ph.D. (CSU, CO)

Central Nervous System Development i Paul W. Daugherty, B.S. (CSU, CO}
Children James W. Howell, B.S. (CSU, CQ)
02Y Accamulative W CCASL] (137 Est Accumulative [(14) Periodic continue
. Cost: OMA Cost: Review Results: 2/80
CIS) FSstul Philetive: A long term goal of the proposed research is to develop

a clinical method i assessing central nervous system (CNS) development in
children too young t) be tested using behavioral methods. Early diagnosis of
abnormal CNS development is of paramount importance in early institution of
therapy which influences the prognosis, Such early diagnosis 1s not possible
using testing methods which require verbal or written communication skills,

{1n)  “Technical Approach:  The proposed research will develop a quantitative
method of assessing CNS 4development and the data base for normal subjects.
Abnormal development of the CNS, such as mental retardation, will be the subjoct
of a later research. This study 1s designed to find parameters of the
Electroencephalogram (FEC) which will be reliable quantitative measures of CNS
development and ectablish the normal range of these parameters. The variation

of these parameters with age in normal childiren will be established and
{17) #Progress: statistically tested for significance.

This protocol was terinated due to lack of suificient number of patients and
transfer of the investigator.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTICATION
F1TZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
Apn. €} {(Detail Summary Sheet)

“2ﬁy?ﬁ§33ﬁf‘mi§il Prot No.:  76/105 {3) Status: Mepminated

LABY Lo DRELLL D0 L MO
TT p_g,,c/mc L B

/ord Nicholas J. Dirella,

Punlanticn of Testicular Function in Patients Teceiving

whotoale [haerapy. .

L —(6) E'Dt C(an Date: Terfninﬂted-
vestiyator (8) Facility: FAMC

A<soc investigators:

ok

Jervice

MLLCRGT;VTCJ e Cauof {13) Est Accumulative [(Th) Periodic  terminate
|
I\

Review Results: 5/80

1 OMA Cost:
"5 determine if there are abnormalitier in test

. . -~ totaxic therapy. To determine whether correction of

Lo e oo teneficial to the patients, rarticalarly hy

~ . .. tunction -r other testosterone related rarameters

“oocti o weieht rain, etce.

R R
icu.Lar
o

STochnical s o . .
teele ’ matpatients undery.ing cancer chemotherapy were

S0 pAatients

i o 5 stody, 17 the oxpected surcival was at least
Ter o e cecevent, the patients wonti be striled with
cote . - radicl, and semen analysic, Uexual history
iy cit- ol b questionuaire.  FPatlents with decreasred
Ar e o Y will te treated with D00 ome o7 testosteron
tas rwoan. ALl patients will econtimme &0 have enioorine

P vees o Hed under this protocol. The principal investisator
Gl e Malies] Center and the studied wil) not be ~ontinue .

t oo Tt o,

it gt o B il il ; Lk s
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CONTINUGAT ION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto Mo:
(Blocks ) through 17) ‘

Technical Approasch, continued:

studies drawn and questlonnaires filled out dwring the course of cancer
chemstherapy.

Publications and Presentations: None
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DEPARTMLLT OF CLINICAL INVESTIGATION
F1T2Z5110NS AXMY MEDICAL CENTER
Aurcra, Colorado 80045

ANigAL PROGRESS REPORT

CASCR Lp=r3, App. L) (f« *ai! Summary Sheet)
77 Date: 30 SEP 80 {2V Prot No.: 76/112 (3) Status: Completed
T Titestudy of €he TfTect of TétracyCline and Pleural Drainage
on Pleurai Effusion in Cancer Patients.
75V Star: bDare: 1976 ' (€) fot Comp Date:  July 1980
777 Pringipg! lnvestigator (8) Facility: FnmC
T RIE R oA M T, Me Y
5] Dept/Sec: fematologv-Oneglogy (10)  Assuc losestigators:
CTTY' Key Words:
Pleural ei 'sions, cliest tube draind STEPHEN G. OSWALD, DO, C(PT, MC
age.
(72) T Cumulative # . 7 (130 Est Accumulative |[(1k) Periodic  continue
Cost: l OMA Cost: Review Results: 10/79

(15 FStad - ongeczive:
to deletwias iooo prospective, randomized, double-blind fashion if
pleura? diveicape nsd tetracyeline are better than pleural drainage

alone ia the teoosecnr of pleural effusion in cancer patients.

(16)  “Technic ! s L
Patients with biopsy-rroven malignancy with malignant infusion are
being randemiz.od to cinsed chest tube drainage alone or closed chest
tube drainage with ioctracycline. This is being done in a double-blind
manner by the Pharmacy Service so wara physicians do not know if the
paticnt iu given tetiacyeline or the vitamin solution which looks
the sawe as tetrcoycbine.
P7Y AProgres:
A ocomplete oosoluticn of the effusion was seen in 1 of 9 (11%)
controls ane 2 ot 13 (89%) TCM patients; partial responses oc-
curved Yo 4 i ¢ oriecls and 1 of 13 patients; stabilization
ociurred 1o 2T sntrols and 2 of 13 TCN patients. Some pa-
tients ticated w.t. TCN experienced local discomfort and one pa-

tient developet a pleurocutaneous fistula.

Publications and Pres: e tais s None
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DEP~ARYMERTY ©F CLINICAL INVESTIGATION
FITZSINONS ARMY MEDICAL CENTER
Aurot ., Colorado 80045

Socidal PROGRESS REPORT
CHSCR Lp=-27 ) App. o) {Ttait Summary, Sheet)

) Dare: 30 5P 3T Prol No.: 767116 {3} _Status: npoirg
Ty Tit e — T
] vt e

BRI A vt an Gonadotropins in Veost-menopausal Woren
s - = T T rrdmy =
57 Siang e ) {6) Es» Corp Date: 1987
FY TP ingical e s ioaton (8) Facility: FAMC
. N ‘ LR - o LAl
(10)  /sso- lovestigators:
William To teoryritis, Mo, 0T, MNT

nexirn.t’

2 e e TV Est Accumulative (T4 Periodic continue
Cost: OMA Cost: Heview Results: 12/79

EVEREIS RN 4_{-"...;‘“.:&1\"/ the mectanivms whercty elucocortico .
may interte S ot e vin secretion or release in jost-mernopausal
W, b R e o7 the hish Trencency of eonadal dys-
I e erade, with entosensoar and well o as exosendus
! y
L T T L R IS ¢ ient population to be studied are healthy,
el e Il r T e e vleation. A post-menopausal woman will be
IR B YL A Y S SO oo plasna goradaelronin Tevels us a result
R s prior surcical extirpation of the
et me A Sl o Laoma MSH, 1M, cortisol and prolactin level will
‘ prior tc the subjects takiugy 2 my qid pvo o1

Voo odrawn ocn o twe oot T o
Lexameripioon: T the “1ive days. AJM. FRH, LY, cortisol and prolactin
{(Cont)

(1Y Feageernt L ool i the Research Project Resume of 30 Sep 77,
seven oSt men oy st or g Love been studied. Saline placebo injecticns
AERRIEE S R PR inso ot 0 T iled to alter hormone levels in three sub'cets. Tue

1 S

bagn, teveln o0l Lhe reov o 4o GRNRE for prolactin, FFi and 'H was not

signi i cantly it oo : vthasone in five patients. Ar unanticipated new
ohgeruatiorn wis ik “tirTated nroluctin r-lease in post-renopanssl

subirete witn the tine 7 i penk responre being delayed by Dexamethaszone., (Ooant)

a8
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 3
(Blocks | through 17) \_16/316

{16) 7Technical Approach - continued:

tevels will be obtained daily during the Dexamethacone treatment. Tn order
site of the unticipated Dexamethasone suppression of the

GlRY infusion test will be performed by giving 2 single

IV bolus of 100 ug of GYRH on the day prior to and on the third Dexamethasone
treatment day. Blr»3 for F8H, LH, cortisol and prolactin will be drawn at
-15, 2, 15, 0, 45, &0, 90 and 120 minutes after GNRY injection.

to define the
gonadotropine n

(17) Progress ~ continued:
Such a response by prolactin to GNRH has been revorted recently in pre-

menopausal women with secondary amenorrhea, but heretofore has not been
reported ftor post-meropausal women.

t-ol)




FAMC WU No (Prot No) 76/116

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of

SERVICE Endocrinvlogy DEPARTMENT Medicine

{1). Treece, 7., iodvon, L.E., and Hofeldt, F,D.: Frfe~t ot GNEH on

Detail

Sumnayy
Sheet .)

Mast-Menopausal vonadotropins and Prolactin levels: intiuence of
Shori-term Glucooorticeid Administration. Propram and Abstracts,

6lst A:nu. Meeting of the Endocrine Society, Anaheim,

£51

hO1975.
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FAMC WU Ne (Prot No) 76/116

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary
Sheet)

SERVICE pndocrinology DEPARTMENT _ Medicine

(1) Treece, ., Dodson, L.E., and Hofeldt, F.D.: Effect of GNRH on
Post-Menorausal Gonadotropins and Prolactin Levels: Influence
ot Short-term Giucosccorticold Administravion. Fresented:

61-t Annual eeting cof the Fndocrine Society, Anaheim, CA,
1979.
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DEPARTMENT OF CLINICAL INVESTIGATION
FIT2ZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(I) Date: 30 SEP 80 [2) Prot No.: 77/103 (3) Status: on-going
M) Title: Comparison of the Clinical and Immunological Response of Pre-
scasonal and Co-seasonul Versus Post Seasonal Initiation of Allergy Immunother-
(5)_ Start Date: 1977 (6) Est Comp Date: 1980 apy
177 Princioal lavestigator (8) Facility: FAMC
Brian Fortner, MAJ, MC
(9) Dept/SecMedicine/Allergy-Tmmunolog. {10) Assoc Investigators:
(T1) Koy Words: W.lliam R, Tipton, COL, MC
Frequency of immunctherapy

(T2) Ccunulative MEDLATL! T13) Est Accumulotive ‘(lb) Periodic continue
|

Cost: l OMA Cust:
%) TStudy Objuctive:
This study wus altered somewhat in the protocol in order to gain more
clinically meaningtul data. In a double blind cross over, patients
received tmmunotherapy to rugweod elther on a weekly schedule or a monthly
schedule with a cross over at two months. This was accomplished during
the nonpollen secason.

Review Results: 1/80

{(16)  “Technical Approach:

[mmmological approaches including specific IgE (RAST),titrated skin test,
bloching antibody (1gG), nasual provocation titrations, and conjunctival
challenge were Jdone on piatients daring a double blind cross over during

four months ot nonpollenating season to determine the effecacy of the
immunotherapy related te the frequency of the injections. Weckly injections
were compared with monthly iajections.
(7)) “Progress:

This Jata is now being accumulated for presentation in the next few months
and jpossible publication.

Publications and Presentaticrs: None
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DEPARTMENT OF CLINICAL INVESTIGATION
1 7ZS'MONS ARMY MEDICAL CENTER
hurora, Colorado 80045

- -
AR'UAL PROGRESS REPORT
(HSCR hC-22, App. .0 ‘Detail Summary Sheet)
ig (1Y "Date: 30 StP Zp 27 "Prot No.: 77/104 (3) Status:compieted
T Title:r Bvaluation of Tmmunoglobulins and Immunoglobulin-Bearing Lympho-
cVIes in \qtﬁhﬂ
ﬁ TV “rart face: javy L {6) €51 Comp Date: 1980

Y Princive! ‘“vvsfiqurvf (8) Facility: FAKC
Harold 5. Nelson, 0. Z0L, MC

'9)  Dept/fec: Medic 1:1, “iergy-Immunol. | (10) Assoc Investigators:

(TT)  Key words: Lyndon E. Mansfield, MD,LTC, MC
Immuncciobulin love!s in asthmatics

27 fccu. - wETTTT{U3Y Est Accumulative ’(11 Periodic continue
Cesr: [ OMA Cost: Review Results: 1/80
(157 %Stidy Lorecs ves ﬁ
Yo derermine whether patient's with bronchial asthma have mean immuno- ﬂ
glonciin levels which are lower than normal for their age or have k
abnormslities o7 Tvanhocytes as determined by sarface markers. r
|

(16) “Teanrical Auproaci:
Blood was arawn, snd o survey sheet completed on approximately 150
patients with brenchial asthma seen in the Allergy Clinic at
Fitzsimer: Avie Medical Center.  Immunoglobulin levels were performed
sawrples,

on these hicod

e e+ e g

(17 SProgre s
The date bhos ~lyzed, and a previously unsuspected correlation
betwoon Tow o lohnlin levels and beta adrencrgic therapy was
demonzstiat st e dara is cuarrently in the final stages of prepar-
ation for et tian. Upon publicoation this study will he completed.

Publications and Prao talions: None




DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorade 80045

AN UAL PROGRESS REPORT
(HSCR Hh0-23, . L) (Detei |l Summary Sheet)

Y arer ZUSER " UV Prot No.: 777105 (3] __Stctus: Completed

W e A Fvaluat:on of Cross Allergenicity among Pollen Extracts of
ng ens_af Chﬁnopﬂdiaﬁﬁdﬂ_APd.Am&IﬁﬂIhﬁﬁﬁaﬁ. _ﬁ_
X2 ,_.‘L’;. LT (C) € Tom Dot ypkpown
ij P Wlulnll live ia. o (Rﬁ Facil ltv-— g T
Harold S, Jﬁau“)uh"F(L MC
I f%;’“,fig Medicine/Alleryy-Immunol. | (T0)  Assoc Tuvestigators:

? 7— Key werls:
Chenopod cros: allergenicity Richard W. Weber, LTC, MC

ey i o — -

sumutative i T T3V Est Accumulative [(14) Periodic  continue
| CMA Cost: . Review Results: g/80

YRSy Ul et
To evaluate the cress allergenicity among pollens of the weed familiecs,
Chenopodiaceacr and Amaranthaceae.

+

- !
tho) Tecihnical A oo b
Twelve members ot th: Chenopod-Amaranth families were studied. Rabbit ﬁ
antisera were preparcd ard Ouchterlony immunodiffusion and inhibition of ‘
passive hemsyylutination was performed. RAST inhibition was also per- i
formed employing pooled allergic serum and extracts of the 12 weeds.

- SProgrouas ‘

No furthcer stidy hias been performed on this protocol since the trans-
fer of I'r. Webeo to fhirape two years ago.




L i
FAMC WU No (Prot No)

77/105
PUBLICATIONS for FY 8U Annual Progress Report (2nd Part of Detail Summary)
Sheet.

SERVICE Allergy-Immunology DEPARTMENT __ Medicine

(1). Weber, R.W., Nelson, H.S., An Evaluation of Cross Allergenicity Among
Pollen Extracts of Members of the Chenopodiaceae and Amaranthaceae
submitted to the 1978 Hugh-Mahon Lectureship Award Competition, awarded
second prize.

(2) Weber, R.W., Mansfield, L.E., Nelson, H.S., Cross Reactivity among
Weeds of the Amaranth and Chenopod Families (zbstract), Journal of
Allergy and Clinica! Tmmunology, 61:172;1378.




FAMC WU Ne (Tret No)  77/105

PRESENTATIONS for FY 80 fnnual Progress Report (3rd Part of Detail Summary

Sheet)

SERVICE Allergy-Immunology DEPARTMENT Medicine

(1) Weber, R.W., Cross Reactivity among Weeds of the Amaranth and
Chenopod Families, Annual Meeting Academy of Allergy, Phoenix,
Arizona, 28 Feb 78.
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DEPARTMENT OF CLINICAL INVEST GATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 00 (2] Prot No.: 77/106 (3) _Status: on-goipe
{4#) "Title: The Effect of Chronic Nonimmunologically Mediated Bronchial
Constriction of Bronchial Smooth Muscle
(5) Start Date: 1977 (6) Est Comp Date: 1981
7Y Principal Investigator (8) Facility: FAMC
David Pitman
(9) Dept/Scc:Medicine/Allergy-Immf/Pathol J (10) Assoc Investigators:

(T1)  Key VWords:
Bronchial smooth muscle I.,.E. Mansfield, MD, LTC

(12) Accumulative MEDCASL| .13) Est Accumulative JU14) Periodic continue
Cost: | OMA Cost: Review Results:7/80

(15) " *Study Dbjective:
To determine if the hyperactivity or constriction of the bronchial
smooth muscle in asthms*ic patients is the cause of the bronchial
smooth muscle hypertrophy found in the asthmatic lung, and secondly,
to dctermine if bronchodilators as presently used have any protective
effect against ithis hypertrophy.

(16) “*Technical Approach:
Guinea pigs were suvbjected to nonantigen mediated bronchoconstriction

tfrom the age of weaning to scxual maturity. The animals were then
sacrificed, und bronchi:l muscle examined.

(17} #*Progress:

All of the animuls have been sacrificed. The histologic material is
awaiting examirnation by Dr. Vitman,

Publications and Presentations: None
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DEPAPTIUNT CF “ INTCAL INVESTHL..Tiy
VTSNS ARMY MEDICAL CEW LK
Aorera, Colorado 8004y

ANHNUAL PROGRESS REPORT

(HSCR WQ-0 -, App. L) Drtai) Summary Shec!)
7TT» Duie: 30 SEP OO kcﬂ Prot Ho.: 77/107 ~3) Stat:S: Terminuate
AN ST T T
L-Dopa Stimulation of Glucagon in Obesity
TV Sty deter 1977 6 € 0 TN e80T T
'(/‘) Prinz nal love tiator ) Fac . lrtw: FaMe
_ Gary L. Treece, MD, LTC, MC B
19V _Dept7oc Fndoerinelogy Service | (10)  Asoc inoatigator
Y1) Kes words: . William J. Georgitis, M, JPT, MC
L-Dopa
glucagon
-.__Obesity -
120 Cecmuiative iDlasiy (13) Est Accumulative Tﬁju Periodic  continue
o Corie oo __’ OMA Cost: , Feview Rewulie: 4780
TIT " utady o T b e

Tt has been suggested that obese subjects have a
deficiency of glucayon reserve. L-Dopa has been repnrted to cause a rise
in serur glucagon ievels in normal weight subjiects. This study was desirned
to observe the effect o [~Dopa on serum glucagon levels and obese subjects
compared to normal weighted controls.

T STesnicad o ree 0t e patient populations Lo be studied include 10 ?
nArmal weight, non-diabetic subjects; 10 obese, non-diabetic subjects; and ]
L obece diabetic subiects. In the latter »sroup, suhjecte taking insulin i/ or f
cral hypoglycemic afents will be excluded from the study. Plabetic subjects i
will be defined ¢n the basi:z of standard 3-hour plucose tolerance tests. .
Subjects with a histnry ~f cardiovascular disease, glaucoma, melanoma, pertic
ulcer disease, psychusis, and patients taking MAD inhilitors will be exclnded feont) g
(S I A R '

Concern that normal weighted and obese subject: miyht
not receive an equivaien. stimilus from a fixed dose of L-Dopa prompted an
attempt to assess the dose response relationship of L-Dopa and serum gluca;-on.
Oral deses of 500, 750 amnd 1000 mg of I~Dopa were tested in a single sublect.
Rasal levels were very reproducible (coefficient of variation 5%). "he Yower
doce produced no nausea, but severe, transient nausea was encountered at the
hirher doses about 20 minurtes atrter ingestion of the drus. The wel! wnown {cont)

€59




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: TT/107
(Blocks 1 through 17)

(16) Technical Approach - continued:

from the study. All subjects will be on & weight maintaining 150 gm
carbohydrate diet three days prior to the study. If not previously
documented in the sublect's medical records, a 3-hour GTY% will be pverformed
on a day prior to L-Dopa administration. Subsequently, after an overnight
fast, all will be given a 7.5 mg/kl dose of L-Topa by mouth at 0BQC hours.
In the supine positicn, venous blood samples will be obtained fron an 3
indwelling scalp vein catheter at -15, 0, 15, 30, 45, 60, 90, 120 and

180 minutes for determinations of plasma gluccse, growth hormone, insulin,

glucagon and prolactin. : 4
Y

(1) Prroress ~ contlinued: R

suppression of proluctin end elevation of serum growth hormorc levels 1

was observed congistantly Tut glucagon did not show a consistant oxr ’

even graded respense. v

Three additional studies of rormal weighced sublects were done
with a 500 my doce of I-Dopa. Nausea occurred in one cutject again
at 30 minutes. 7 th: » itests done in normal weighted subjects with
a uul mg dose, O ulhiww. 1 rise in serum gluceagon with peak values at
k5 and 60 minutes of roushly 60% basal. One subject hai a £lat response
and another a 5% fall from basal at 60 m:nutes. Again, proiactin and
growth hormone responses were present in all sublects except for one
who failel t> snow a ;srovth hormone response. This implies that the
L-Dopa had teen taXxo: =i was active in sl)l subjects.

by paired-t teut analyzing absclute .peak levels in per/nl, peak vercentage
change Trom basal, or the areas under the curves by a methed of interrrated
rectangles failed to achicve a significant ¢ value Tor p &.7% (the 1 value
for areas ander the curve was .0 ). Althoush th%&irepresents A srall
sample it seems reacoinble to conclude that it wouldghazardous to eontinue
the study further sir.c 4 dose response in serum glucarorn to oral L-lopsa

was not denmonstrated c¢son though reasonable vrolactin prowth hormone responces
were seen. The mesn posk esponse of b onorral weigshted subjectse was positive
but small with o ;v deal of variability (niean = 38 pg/ml at both 0 and

6G minuter wit? _tani i ieviations of 67 and 62, and standard crrors of

33 and 3h ot i and w0 minutes, respectively). 'This sursests that the
assessrer: ol claca o reserve In obese subjects compared to normal welzhted
subJonts 10 beororod bl witivity of this mathod. This may be a resull of
the measurcvnicn! o7 por o gl rather than portal venous leve!s of olucagon,
poor sensitivity <7 ‘L gincagon assay in the lower range, inadequnte
glucagon stimulation by L-Nopa, or some other undetermined factors. The
hypothesisc +that ~luca v reserve is diminished in obesity might be tested

in perirheral blood Yy & pove potent secretacogue i one is found in the
future. 1t i: possiii. that higher doses might provide an accurtte assess-

Statistical analysis ol the b normal weighte: subjects' response

Ly

ment of ¢lu-amon rose~s in peripheral blond, but the severe nausen encount-
ered with ni ey Anc- - kes this apprcach unreasonalbiic,
Publications and fres.at . ions:  pone

.
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ANGUAL PROGRYLS RET2 Y
(HSCR 40-23, App. C.) (Detail Summary oot
(1) Date: 30 SEP 00 (21 Prot Mo A completed
() TitTe: A Compariscn of the Clinical ‘V “to Grass
Pollen Extract with or without the Addiiinn L
(b srart Dere: 1977 e i _
m Principal b 5L|(;(|L\\x I E T
William R. T1pt0n _COL, MC_
{97 Dept/Sec: Medic 1ne/All'erb ] IR .
]D Rey ords: o T ’ : A S
Immunotherapy
Grass pollen extract
T2Y TACcuwnulaie s sy T O TATITNLY L T ontinae
Cost: ‘ M T : e Aol 7/80
;5 thdvm )' T e ' ' T T
Fo determine wherher thexe i ool L roEnonse to
allergy injcotion thers if g S s srpadt contalns
glyceria as opposed *+o
(!07 K Llf;l\l'k"_i] [ARSXRTI
Alternate paticits begianing twmoneyo 0 - 0 STt were
placed on one ot the twoe Types of oo ’ S o iamuaotnerapy
with this extract thoooyh on oo Tow : VUovted for 1R
and blocking onrinods v o beoe ‘ CANOT
U sPraaress
This dafd has bLeer aocu g mo ey ' ! .
Initial evaluation of tne G0 o 0 AR
. between the aquevos it o o e e
(RAST) levels. fnroooiiv e, o
: to the mohile popei ot - .
t
S Publications and Pro ..o
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(HSCR 4o-23, App. (L) (Detail Summary Sheet)

)
(@]
o

] Title: voroon o Theoris Ceal Trorpans

(57 Stard Dale:  avws ’ T
(7Y Princinal ftvestigator :

»

A 13 Date: 30 5cf o 25 Frot o, A ‘) ! Stat is: ey v o v{
P
i
i

sary L. Tpeecs, M0 T onw

1
() Doept/Sce: sracorine Cesvion EO ool Dnventigator:
(11) Key words: i

- e

R R

L) Bt recumulati e ]T‘-u Periodic  continue
|

S

N _;_ bith Cost: Review Results: 6/80 )
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 77/110

{Biocks 1 through 17)

Technical Approach, continued.

disappearance rute (K value) and glucose tLolerance will be examined.
"The effect c¢f proprancliocl on insulin and glucagon levels will also be

examined.
]

None

Publications and Presentations.
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CONTINUATION SHEET FOR FY 30 ANNUAL PROGRESS REPORT Proto No:
(Blocks ! through 17)

16. cross over study in which a placebo was substituted for either the
inhaled Terbutaline or the oral Theophylline. Response was monitored
by four times daily measurement of pulmonary function.

77/113
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PUBLYLATIONS Tar 1Y B0 Annual Progress Repor ST

STRVICE Allergy-TImmunology DEPARTMENT — Medicine .

(1) Smith, J.A., Weber, R.W., Nelson, H.S., Comparison of Acrosolized
Terbutaline and Optimal Dose Theophylline in the Management of
Bronchial Asthma (abstract), Annals of Allergy, 42:121,1979.

(2) smith, J.A., Webher, R.W., Nelson, H.S., Long-Term Use of Aerosolized
Terbutaline in the Treatment of Bronchial Asthma--The bevelopment of
Subsensitivity (abstract), American Review of Kespiratory Discuse,
119:1705;1979.
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PRESENTATIONS for fY B0 Annual Progress Report (3rd Part of Detail Summary
Sheet)

SERVICE Allergy-Immunology DEPARTMENT Medicine

(1) Smith, J.A., Comparison of Aersolized Terbutaline and Optimal Dose
Theophylline in the Management of Bronchial Asthina, presented at the
Annual Meeting American College of Allergist, San Francisco, California,

29 Jan 1979,

(2) Smith, J.A., Long Term Use of Aerosolized Turbutaline in rhe Management
of Bronchial Asthma--The Development of Sub-«:iitivity, presented at
the Annual Meeting of American Thoracic Jooaicty, las Vegas, Nevada,

14 May 1979.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (betail Summary Sheet)

(1} Date: 30 SEP 80 (2) Prot No.: T7/11k (3)  Status: mpecing ]
(W) Title: Effect of Propranolol in Patients with heactive i
!
.

Hypoglycemia e
(5) Start Date: pyr8 (6) fot Comp Dote: —on
(7) Principal Investigator (B Facility: Frm. R
gqary I, Treece, MD, WIC, MC
Ta) Dept/Sec: Indocrine Cervice 'T:T-H'\n«,'f{,—_l[;_./Tit‘[‘,qii;r\,':-uw:*ﬂ— o
{77)  Key words: ' Lo by b o
Proprranolol Arnellie Shiacke D0orddy 0

reactive hypos lycemia

|
o L
TI2) v amutative MEDCo T T3V €St Accumutotive I(I]H riwdic continue

Lost: o | OMA Cost: Roevivw Bewalt: 4/80
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(Blockf 1 through 17) R

Technigal Approach, continued:

secondjquestionnaire obtained at the end of the mcath. For a second i
month the alternate drug is administered and another 5-hr GTT and question- L\
naire {btained. The efrect of glucose, insulin, glucagon, growth hormone, i
cortisﬂl and prolactin levels during the S-hr GTT will be compared.

;ﬁ

Publicétions and Presentations: None f
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DEFARTMENT OF CLINICAL THVESTIGATION
FITZSIMONS ARMY MEDICAL LIDHLTLK
Aurora, Colorado 80044

§ ANNUAL PROGRESS REPQIT
(HSCRIL0-23, App. C.) (Delail Summary Shoet)

3
(1 i_pdw' 30 seP 8o \2)__Prot No.: 78/102 (37 States: on-going

-Zir-TlL]L

—3 —————

vPl incipai Investigator

COoL, MC

The Development of Speufu and Cross Sensitivity in the Tracheal

'u%s%nﬁ&ulmﬁ igs Treated with lsoproterenel
(b) Start Dare. 978 {

;.no]_)h)_ll__n U

by
[

(9) Facilioy:

_rw,jﬂLllidm__Qn&Ld Tipton, MD,
(9 .,,D_“Pf/”' Medicine/Allergy-I
(117} Key Words:

Sub%ensm:ivity

cyckic nucleotides

Beta adrenerch agnaist
AT

l’) . Ul ative o ’_11'}7 Ty Nccuing .

\,OJ[. L

I A A o
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S L ‘ Foosiew Kewuits: 4/80
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78/102

FUBLICATIONS for FY 80 Annual Progress Report (20d Part of Detail Summary
Shcet o)

SCRVICE _ Allergy-Immunology DEPARTMENT _Medicine _

(1) Tipton, W.R.: The Development of Specific and Cross Sensitivity in The
Tracheal Tissue of Guinea Pigs Treated with Isoproterenol and Amino-
phylline. (Accepted for Publication in Lung.)
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PRESENTATIONS for FY 80 Annua) Progress Report

SERVICE__Allergy-Immunology DEPARTMENT Medicine

(1) Tipton, W.R., Jacobson, K., Nelson, H.S., Morris, H., Souhrada, J.: []
Dynamics and Mechanism of Guinea Pig Trachea Subsensitivity to Iscpro- H
terenol. Present: 31st Annual Pulmonary Dicsease Symposium, Fitzsimons u

Army Medical Center, Aurora, CO, Sept, 1978

(2) Tipton, W.R., Jacobson, K., Nelson, H.S., Morris, H., Souhrada, J.:
Dynamics and Mechanism of Guinea Pig Trachea Subsensitivity to Isopro-
terenol. Presented: American Thoracic Society, Las Vegas, Nevada,
May, 1979,
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DEPARTMENT OF CLINICAL INVESTIGATION

FITZSIMONS ARMY MEDICAL CENTER ]

Aurora, Colorado 80045
i.i.

ANNUAL PROGRESS REPORT
(HSCR 40-22, App. C.) (Detail Summary Sheet) 4

(1) Date: 30 SEP 80 (2) Prot No.: 78/104 (3) Status: Terminated

&) Title: Study of Coagulation Parameters in Patients with Suspected -
Deep Vein Tnrombophlebitis Before and After Venography

(5) Start Date: 1978 (6) Est Comp Date: 1980 B

{7) Principal Investigator ) Facility: FAMC

Joseph R. Haskett, Jr., CPT, MC

(9)  Dept/scc: c&Ratpapss ‘U“ES§3€KOE5§01C 10)  Assoc Investigators:

(T1)  Key Words: , " .

clotting, coagulation parameters, John C. Michalak, LTC, MC
thrombophlebitis

Cost: OMA Cost: Review Results: 4/80
(15 Study Objective:

To determine if coagulation parameters which have been associated

with hvpercoagulable states are altered by lower extremity venography.

{T2) Accumulative MEDCK§EJ {13) Est Accumulative [(14) Periodic continue

(16) =Technical fproac i
Following informed consent all adult patients who are referred to the ;

Department of Radiology for venography are screened with a variety of 1
clotting studies to include: fibrinogen and {ibrin degradation products, P
protamine sulfate paracoagulation test, thrombin generation index, and ;
serum anti-thrombin 3 before venography and 24 hours after to determine ;
if there is a change in the patients coagulation parameters from the
0 pRocedure and dye. Funding (in thousands) FY 80: O
1 7) -5rogro 5
Study was revised prior to initiation; esscentially it has been H
replaced by 80/102

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMAONS ARMY MEDICAL CEKTIR
Aurora, Colorado 80047

ANRUAL PROGRESS REPORT

(HSCR 40-23, App. £.) {(Detail Summary Shee.)
‘77 _Daic: 30 SEP B0 (2) Prot No.: 787106 (37 Stetus:Completed
M) Title: gffects of the Evaluation cf the Frequency of Pollen

ooeeAllergen Injections During the Pollien Season. .

\J_,Jtt,!ﬁ te: . thxnaxywlSB<_,~_mm*_;ﬁ~4<ﬁ s July 1980
(/) Crincigal tnvestigator () F'Liiir;: f ol
o _i_mmw e B
,CD\ Depr/ocs, %g@JCIne[Aller‘I_ (i) AT Lentaigator s
(\ f ‘\L, [} 3.

H Pgﬁe;d william R. Tipton, Col MC

. . - . {arold 5. Nelson, Col MC
Hyposensitization injections ! ‘d. R ’
ragweed umuwotherapy | Brian J. Dantzler, Naj MC

ey e e e T
Vi Socunulative oot Sk (73) Est Accumul .tz i »Y feriedic continue

Cost: R OMA Cost: | INE /lt"l"\( ul').f/80
I5Y FStudy Ubiective:
To establlsh if the more frequent uce of hyposensitization
injections during the specific pellen season for which the
patients are recniving immunotherapy, is immunologicaily

or clinically better tham a less frecuent schedule,

i) foctmical fpproach: Nine patient:s werc involved in a double-
blinded crossover study. All were on maintenence ragweed
immunotherapy and were evaluated mcnthly for four months,
measuring tissue threshhold sensitivity t. ragweed (titratea

skin tests, conjunctival sensitivity, n:sal airway resistance).

For two months, the patients received rcgweed injections at
weekly intervals and for two monthe a:t monthly intervals.
SProgiens
This study has been completed ana is being written
for presentation and publication.
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/106
{Blocks | through 17) - -~

16 cont.

Blood was drawn at each visit and stored until completion
of the study at whieh time spesific serum IgG and Igk
antibody to ragweed was measured,

Publications: none

Presentations: none
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DEPARTMENT OF CLINICAL [NVESTIGATION
FITZSIMONS ARMY MEDICAL (FNTEH
Aurora, Colorade 8004,

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. t.) (Detail Summary Sheect)

m bage: 30 SEP 30 (2) Prot No.: 78/107 o Status: Ongoing
B} TicTe: AN EVALUATION OF THE BFFICACY OF 4Nl DANDER ALLERGY
~ IMMUNOTHE<{APY IN PERENNIAL RHINIT e
L1 Stert tate:  July 1979 T © 1 June 198L
T Piincioal favestigator e - Co T
"/ NG gat D
__Bbryant R. Fortner, J.., Maj, M L”“W*”“’ S
1oV Dept/sec: MbdlClne/lllergy e T
I Rey wWords: !
Animal dander , Harold 5. Helson, Ccl. MC
skin test | Alvin J., aubry, Ltc MC
antibody titers i Gary P. arpenter Maj MC
TaY T ative e LTI BT Aacmni o T T N T cont irae
OMA Coust: None i Hesodits: /80

LOJ;:iv‘ None L

Ty Study Joioctive:

To evaluate “he response to immunotherapy with commercial cat and
dog extracts in patients with marked skin tsst raactivity to these
nniaLl sympiome,

antigens and their respuonse in their pere:

ir\“r oohnieal [AEISA N oach:
Patlents markedly sensxtxve to dog or c¢al dan.er extract and raving
perennial symptoms are randomly platcer wa el e »yoor catb dander or
”f at lsast one 0. Durang this reriod

ulacebo extracts for 2 perisd o

of time the tissue threshhold is measured DY periccic titrated skin tests
and titrated nusal challenges Ponns Lepal response 15 measured
by specific RA:T and biccw y titers.

Sroate st Pywenty-three parw»n“r ore anprencly e#nrnlled in the
study, with seven havin

er are at maintensnce azng Lo one further visit for
measurement of tissue threanhoid 1o cat and dog dander
allergens., At the same time blood will be obtained and
stored until completion of this study at which time the

antibody levels will be determined.

Publications and Presentations: Nors
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DEPARTMENT OF CLINICAL INVESTIGATION
FiTZSIMONS ARMY MEDICAL CLUTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40~23, App. C.) {Detail Summary Sheet)
(1) Date: 30 SEP BC _(2) Prot No.: 78/108 _ _ (3] _Status: terminzted

(h) Title: Investigation into the Ceneration ot Antigen Specific Suppressor

Cells during Allergy Immunotherapy

{57 Start Date:

(8) vt Comp Date:

77V Principal Investigator
L.E. Mansfield, MD, G.L.Brown

(8) Facitity: FAMC

(9) Dept/Sec: Medicine/Allergy-Tmm./CI
(17)  Key Words:
Suppressor cells

(167 As<oc Investigators:

nene

(12Y Accumulative MEDCAsSE! [13) Est Accumulative

Cost: OMA Cost:

(0LY Periodic continue
Review Results: 6/80

(15)  #Study Objective:

To evaluate the development of antigen sperific regulatory cells during

allergy immunotherapy and to ascertiin w
formation of Igt.

(16) “Technicul Approach:
NA since no work ‘vas done on this study,

(17) *Progress:

Both of the principal investigutors have

protocol! is consequently terminated. A

a group of investigators from Itualy and 3o

Immunology in 1980.

Publications and Presentations:. None
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hether these cells suppress
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worted in the Journal of




DEPARTMENT OF CLINICAL INVESTIGATION s
FITZSIMONS ARMY MEDICAL CENTER 4
Aurora, Colorado 80045

ANHUAL PROGRESS REPORT

{
(HSCR 40-23, App. C.)  (betail Summary Sheet)
. ) . :
(1Y Date: 30 SEP 80 {2) Prot No.: 78/109 3) Status: Terminated '
(L) Title: Are Chirrhotic Patients at Increased Risk for Bacteremia

Following UG Endoscopy?

(5] Start Date: 30 Sep 73 (6) Est Comp Date: 1980 ;
Y Principal lInvestigator (8) Facility: FAMC ']
Hugh P. McElwee, MAJ, MC (cont'd) 1
9) Dept/Sec: Dept. of Med/Gastro (19) Assoc Investigators: R
(11)  Key Words: ‘ {
bacteremia, cirrhosis ' None
TT2)  Accumulative MEDCASE| (13) Est Accumulative |(14) Periodic Terminate i
Cost: OMA Cost: Review Results: 8/80 i}
{15)  *Study Objective: To determine if patients with cirrhosis have a Q
higher incidence of bacteremia following endoscopy than normal v
patients. ‘
1
(16) *Technical Approach: Control patients cnd patients with cirrhosis
have baseline and serial post procedural bluod cultures drawn. 8lood
cultures are collec-ed for both serobic and anaerobic organisms. !
Positive results are recorded and if necessary patients are notified
and treated. \
(17) #*Progress: This protocol was terminated due to Dr. McElwee's

leaving FAMC.




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT
(Blocks ! through 17)

7. continued -
James J. Damato, MAJ, MSC

Publications and Precentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado B00LS

ANNUAL PROGRESS REPORT
{HSCR 40-23, App. C.) (Detai) Summary Sheet)

(1Y Data: 30 SEP BD (2) Prot No.: 78/113 (3) Status: Ongoing
Y Tidle:

Effects of Salicylic Acid on Fatty Aclid Oxidation in Rat
Skeletal Muscle Mitochandria

{5) Start Date: ) Jenuary 1970 (6) Est Comp Date: gyupe 1982
?7) Principal lInvestigator (R} Facility: FANMC

Rohert F. Joges, CET, MC
(9) Dept/5ec: pndocrinology Service. DOM | 10) Assoc Investigators:
(T} Key Words: jerald S. Kidd, LTC, MC

mitochondriai fatty acid metabc™ *uom David T. 7olock, CPT, MC

long chain fatty acid:CoASH ligase (AMP) Fred D. Hofeldt, 0L, MC

salicylic acid
{T2) Accumulative MEDCASE] (13) Est Accumulative [(14) Periodic continue
Cost: OMA Cost: Review Results: 10/80
(15)  #Study Objective: The principal objective cf this protocol is to
determine the mechanism of saliecylate-induced stimulation of fatty acid
vxidation by stuiving the effects of sallieylic acid and other compounds
on the activation step of fatty acid oxidation, fatty acid:Co’’H ligase
(AMP)(E.C.6.2.1.73).

(16) =#Technical Approach: Hat skeletal muscle mitochondria are isclated
from the auadriceps femoris muscle group. Ligcase activity is determined
using a radio-ligand millipore filter proccdure. Jali-ylic acid, phosphate
and WaF are co-incubated with substrates tor tre lijfase seaction.
Otatistical analysis i: performed with a paired t tect on individual

data points or an unpaired t test on the slopes of the lines generated

by double-reciporical plots.

(17) #Progyress:

Salieylic weid enhances the rate of fatty acid:CoAlH ligase by lower-
ing the Michaelis constant (Km) of patmitic acid from 0.0030 mM in controls
to 0.0019 mM (p< 0.001) without effecting the maximal velocity of the re~
action. Dose response cuirves for salicylate are hyperbolic with maximal
stimulation (40% over eontrols) occurring at concentrations of 6.05 M or
greater. At half saturating concentrations of palmitate (preliminary
studies), phosphate (5 mM) and NaF (5 mM) both stimulate the ligase

€80




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/113

{Blocks 1 through 17)

reaction by approximately 50% (p¢ 0.005). The effects of salicylic acid
and phosphate are not additive which suggests a possible common mechanism
of action whereas the trend of the salicylate and fluoride data suggest
that fluoride inhibits ligase stimulation by salicylate. These observa-
tions are compatible with the possibility that salicylic acid mey in-
directly enhance the ligase reaction by facilitating the rate of
pyrophosphorolysis (e.g., inorganic pyrophosphatase). Additionally,

the fluoride enhancement of the ligase enzyme may imply the presence

of an additional controlling factor for mitochondrial fatty acid
activation such as & fluoride-sensitve protein kinase. Further studies
aimed at clarifying these interactions are being planned.
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FAMC WU Ne (Prot No) 73/21"

PRESENTATIONS for FY B0 Annual Progress Report (3rd Part of letail Summary

Sheet)

SERVICE =E=rdocrine DEPARTMENT Medicine

(1) Tomes, ©.%.: Sa.icylic Acid Stimulation of Palmitic Acid ‘xidatli~-n

by Zat ¢ etal “uscle Mitochondria. Presented: Hucsh Mihion Le~turechis

1
Award, FAMC, .Tune 1980.




FAMC WU No (Prot No) 78/113

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Summary
Sheet .)

SERVICE FEndocripe DEPARTMENT  Medicine L%

{1) Jomnes, R.E., Askew, E.W., Hecker, A.L., and Hofeldv, F.D.:
Salicylic Acid Stimulation of Palmitic Acid Oxidation by Rat
Skeletal Muscl: Mitochondria. Submitted to Biochim. Biophys. Acta.

(2) Jones, R.¥., and Hofeldt, F.D.: Stimulation of Mitochondrial Long
Chain Fatty Acid: oAl Ligase (AMP) by Salicyiic Acid. J. (oloradoe-
Wyoming Acad. Sci. (In press).
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DUPARTHENT OF CLINITCAL TILWISTIGAT IO
FITZSINONS ARMY MEDICAL LLITT@
Aurora, Coloraoo beLh!

INUAL PROGRESS REPORT
=3, . UL (Detail Summary Sticet)

S Ty (7] Prot No.: 78/114 >—f__f;j3;””~}ff};;hongglng
Treatument of Systemic 501eroderma with Minoxidil (U-1858)

Jun 79
csLiydtor
IS A‘-MLCOY M.D., LTC, MC

'y~:"ﬁfyéb 81

Dermatology DOM T e v etigators:

Y : JOHN L. AELING, M.D., COL.,MC
{ ROBERT G. CLAYPOOL, M.D,,COLMC
Systemic Scleroderma/Minoxidil [ STEVEN R, BAILEY, M.D.,CPT, MC
Y s T T i st T TR Est Acc Lo SeyToric continue

1
|
i

-‘;!\L_"

OMA Lost: ,j fevien Fencle: 10/79

To deitermine if Minoxidil is a useful, vasovactive drug for the control
of systemic scleroderma and the associated Raynaud's phenomena.

r ol ca s e
Patients with systcmic scleroderma re entercd into this double-blind
cross-over study, using Minoxidil in lew doscs and {ollowed at bi-weekly
and monthly intervals. Hospital admiss.ons as indicated for dosage iu-
crease and the jerformance of labovatory studies.

SR N ER TR

In June 1979 the first paticnt was ~dmwitted to the protocol; since
thuen a total of 8 patients have entered; five paticnts have completed
the study to date. Computenv analysis of objective data is pending,

no significant sidi 2f{fects necessitnting withdrawal from the study
have occured to date. All patients completing the study felt they
experienced subjective improvement during the six months they reccived
Minoxidil.

Publications and Presentations: None
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DEPARTHMENT OF CLINICAL INVESTIGATI
FITZSIMONS ARMY MEDICAL (100N
Aurcra, Colorado 8004,

ANNUAL PROGRESS REPQOuY

(H5CR 40-23, App. L) {(Dotail Summary Sheet)
7 i\ng :__ 30 SEP B0 (2] Prot No.: 78/116 iy fio rion-going
RN rxL . The Effect of Positive and Negative A.r lons on Pulmonary
‘_‘iﬂmgéfyffts with Bronchial Asthma

_Start ﬂy}:: ,LSZ&_,_, T{K.[5' R :_indcfini}e )
VT Princioal Tnveal igator I T

Harold S. Neison, MD, COL, MC o S
e : »Medlxxnc/Allergy Tmmunol . ! [ T N
SR !\w Wards: ;

Small air ions Surian bantzler

Bruce Martin

Y T T ative aee L E T Y TESU Accunul at v BT PGS continua
o tost: ) L OMA Cost: ’ Poeview Resulte: 10/79
X\ 1-\—“ - ~l-|]d- ) Jl‘\ ' ‘V"'L:;'“ o - ) ) oo V T -

To cxaluxtg thg short-term response of patients with bronchial asthma
to an increase in the ambient concentration ot positive or negative air

ions.
"y Technical nopioach:
Patients with bronchial asthma whose climical condition was stable will
hbe cxposed on two consecuctive days tfor pericd s of -7 hours to cither
an increased concentration of positive or nevative » o toair ions,  The 1

response will be monitored by pulmonary function -ialres,

Nine patients were studied in the room with man:priiotion of small air
ion concentration. ‘the results of this first probimioney study are
being analyzed and will be presentoed at the PMulmenary symposium at
Fitzsimons in Jaruary, 1981.

Publications and Presentations: None
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ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detai) Summary Sheet)

(1) Date: 30 SEP B0 (2] Prot No.: 787117 (3) Status: on-eoipng

h)  Title: The Effect of Parasitic Infestation on Immediate Skin Test
Reagtions —
(5) Start Date: 1939 {(8) Est Comp Date: 981 ‘
{7) Principal Investigatar (8) Faciltity: FANMC ;o
Harold S. Nelson, MD, COL, MC '
(9) Dept/Sec: Allergy, DOM (To) Ausoc [nvestigators: ‘
(T1) Key Words: [ .. Mansfield, MD, LTC ;
IgE parasites Praphan Phanupahak, MD, PhD '

(12) wAccumulative MEDCAsc, 13) Est Accumulative |(1L4) Periodic continue ’
Cost: J OMA Cost: Review Resuits: 10/80 y
(15) ~ “Study Ubjective:
To determine whether antiparasite antibodies of the IgE class present in
high concentratiors 1n paticnts with infestations are able to saturate
receptors in the mast cells and in so doing tlock mast cell sensitization ‘
by Igk antibody directed toward inhaled allergen.

{16) *Technical Approach: o
Evidence for mast cell IgE receptor saturation will be sought by com- .
paring the direct Immediate wheal and flare skin test to circulating .

levels of Igk specific for the same allergen. The clinical portion
of this study will be performed in Thailand by Dr. Phanuphak. The
laboratory portion will be performed at Fitzsimons.

(17) *=Progress: ‘

The c¢linical powrtion of this study is currently being performed in
Thailund.

Publications and Presentations: None




PrE

DRI AT

DEPARTMENT OF CLINICAL INVESTIGAT'ON
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ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.} (Detail Summary Sheet)

(1) _Date: 30 SEP 8¢ (2] Prot No.: 78/118 (3] Status: Qpagina

(&) Ticle: A Precision Measuremert of Anatomic Deadspace Usina MuTtiple
Inert Gas Analysis, Comparison with Fowler's Techrique and Application

157 "Siart Date: September, 1978 (&) Est Comp Date: 1982
173 Principal Investigator (87 Facility: FAMC
Michael E. Perry, LTC, MC L
19)  Dept/Sec: Medicine/Pulmonary (10) " Assoc Investigators:
(TT) Key Words: T vLal B, Kindig, PhD
Deadspace ;
Steady state diffusion

+

(T2) Accumulative MEDCASE] [13) Est Accumulative JUTE) Periodic continue
Cost: l OMA Cost: i Keview Results: 10/79

(15)" #Study Objective:  To experimentally confirm a proposed new
procedure for anatomic deadspace measurements which has important advantages
over conventional tachniques.

(16) =Tuchnical Approach: peadspace measurements are first performed

using the technique of Fowler, with carefuyl attention to insure a constant .
inspiratory volume and exporatery aic flow. This is followed by the

multiple inert gas technique whereby two breaths of specific mixtures

of argon, neon, and nitrogen are inhaled in a two breath sequence and the

exhaled gas from each sequence analyzed on a gas chromatograph. From changes

‘1§)cogﬁentrq§jqn of the inert gases deadspace is deduced. '

* Fegresss Extensyve modification was made concerning recording

techniques of both methods of deadspace determination. Data on normal

individuals has been collected and very precise measurements were made by \
both techniques, Consistent differences between the two techniques were

noted however. A theoreticai explanation ot these differences was worked

out and will be tested using a different sequence of the inert gas mixtures, ‘
using the same inert gases, h

(57
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(Blocks 1 tnrough 17) - T

(4) to Steady State Diffusion Estimates.

Publications:

{(1) Kinding, N.B., Martin, B., MOrgan, E. Filley, G.F.: Ventilation
Variations at Constant Load Exercise. Ffederation Proceedings

38:1050, 19879.

(2) Kindig, N.B., Zimmerer, R.W., Hazlett, D.R.: Automaticn and
Profile; Computer Simulation. Clinical Lmgi-c-1io. £:08-00 1478,

(3) Hazeltt, D.R., Zimmerer, R.W., Kinéig, N.B.: Ultran s

3o

Tissue Characterization. Medical Instrumznravion 1107 50

(4) Kindig, N.B., Edito-: Proceedings of rh: Y O R AR
Mountain Bioengineering Symposium and R A R RSP TER Y
Biomedical z.iences iInstrument ¢’ on o roosiu,  Biotericyl
Sciences lnstrumentaticn, 15, Instrument Sociely of Smerica,
Pittsburg, 1773

(5) Kindig, N.B., Perry, M.E., Filley, G.F.: G.c-Mixing Deadspace:
Measurement with Tracer Gases Unbound. (Anut)Max Planck
Institute for Experimental Medicine, Ju' 168C.

Presentations:

{1) Kindig, N.B.: Physiologic Deadspace: infiuencs of Pariern of
Breathing. Presented: 32nd Annual Polsens ov Turnasion, FAMC,
Aurora, C0, September 1979.

{2) Kindig, N.B., Perry, M.E., Fil'lay,K 5~ W0 lradspace
Measurement with Tracer Gases. Prasen . od: P . cotum on Gas
Exchange Function of Normal and Disesse (unas, Say Planck lostitute

for Experimental Medicine, Goettinge:n. bevnaay . toiy 9 11, 1980.




DEPARTMENT OF CLINICAL INVESTIGATION
FIT2SIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

‘) Date: 30 SEP 86 {2) Prot No.: 78/119 (37 Stetus: un-going
(1) Title: The Effect of Aspirin on Platelet Apgrogation in Aspirin
] Sensitive Asthmatics e
T6) Start Date: 1478 [8) _indefinite
{7) Principai Investigator )
tH.S. Nelsonr, MD, COL, MC o e
TﬁYNVDcpi/SU;ZMCdiCiDC/AllCTgY—Immun. r T e tigat s
(T1) Key words: CoUNL Gillham, L1C, USAE, MC
Aspirin sensitivity platelet aggre P R.OE. Danziper, CUDR, UsN, MC
gation P.T. O'arr, Phb, DAC

(02) “cumulative AEDCASEY [13) Est Accumulat.ive ITTT7 Foriadic continue
Cost: CMA Cost: ; Teview Results: 10/79
(15) “Stady Sbjoctiva:
To determine whether the intolerance to aspirin and other related sub-
stances manirested by some potients with bronchial csthee could be
diagnosed by an in vitro test.

(16) *#Technical Approach:
The plan is to utilize the plateler appre-i-ion s ol the thromboxane o
assay to compare the responsce of platelots “oom po tnowith aspirin
sensitivity and control patients.

{17) “*Progress:
The patient study portion of the protocel is conplotod. The rvesults
are presently being unalyzed and prepsred tor submission,

Publications and Presentations: None
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ANNUAL PROGRESS REPOR?
{HSCR 40-23, App. C.) (Detail Summary Sheet)

Por- S

{7 DBate: 30 SEP 80 (27 Prot No.: 78/120 (3) Status: Terminated |
) Title: Diabetic Tr=atment Study: Assessment of Metabolic Control and Changa
in\,%nm;ummmw 0t of Diabetic Paticnts with Tolaza-
(5) Start date: pvp i%) Eat Comp Date: Toruinated mide
7Y Principal Investigator (87 Facility: Fail :
Fred D. Hafeldt, COL, uC I :
9 DL'DL/S':C: _Endocrire Service l\! [ N R RVTPRE i{‘!LlL()l"JZ '
(TT)  Key Words: Coty L. Treece, LTC, MC !
Jta?ct;: antment oral ames irancis G. Henderson, MD, Upjohn Moni-
Tolinnoe J.T. Keene, Upjohn Medical Assoc.  tor
_ Tolazamige i Annic Shackelford, MT, DAC
(T2) Accumulative HEDC:\SLT 13) Est AccumuleQiaed FiiJamdens,ikP T, AC "o o
|

. Cost: | OMA Cost: Roeview Results: _1/79
UI5) % Study Ubjective: The objective of this double blind pilot study 1s to
determine if the methodology employed will adequarely determine whether maturity-
onset non-ketotic diabetic patients feel and function differently when their

hYlood sugars are controlled.

(16) #“Technica! Approach: Patients with moderate diabetes mellitus are in- L
. . . . ]

troduced into a double blind study where they will he treated with placebo or
.ith Tolazamide tablets. The dosc of the niaceno and the 1oinase is regulated ;

according to blood sugar determinations on frequent follow-up of patients.

In addition to controlling the metabolic parameters oi the disease as measured

by hemoglobin A1C, fasting blood glucose determinations and symptomatic state

of the patient, the patient will complete a questionnaire which will assess his
17) “Progress: quality ot life. |

Seven patients have entered the study and have comcleted their long-term

follow-up and termination of the study. The stud: has been terminated as patient

recruitment has been determined to be sufficient to mecit ihat data analysis by

the Upjohn Company.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 8004

ANNUAL PROGRESS REPORT
{HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP B0 (2) Prot No.: 787121 (37 Status: on poing
") Title: The Deturmination of Cross Allergenicity between Western Grass
Pollens and Common Nerthern Grass Pollens

{5) Start Date: 1978 {0Y Eot Comp Dute: 1981
17) Principal! Investigator BY Facility: FArC

H.S. Nelson, MD, COL, MC
(9) Dept/Sec: Medicine/Allergy-Immunol. (VO] Aico. tnvestigalors:
(TT)  Key Words:

Grass pollen and cross allergenicitv #.0. Martin, MAJ, USAF, MC

TTfjr Aucumu]ativgnhidﬁﬁftT (13) Est Accumulative [(14) Poeriodic continue

Cost: | OMA Cost: Review Results: 12779

(15)  *Study Objective: -
To study the cross allergenicity of extracts of common western prairie
grasses and to comparc them to the already well-studied northern pasture
grasses and Bermuda grass.

(16) *Technical Approach:

The approach is to cmploy a pooled allevgic scrmm s RAST inhibitions
with allergen disks manufactured in the allergy vescorch laboratory at
Fitzsimons and a variety of commercial allergy extracts.

(17} *Progress: 7 _
Extensive studies were performed under this protoce! duving the preceding
year. The data is currently being analyzed ana prepired for publication,

e s - = ———————
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FAMC WU No (Prot No)

78/121 {

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Summary
Sheet. }

SERVICE Allergy-Immurology DEPARTMENT _ Medicine

(1) Martin, B.G., Mansfield, L.E., Nelson, H.S., Patterns of (Cross Allergen- '
icity among Grasses (abstract), Journal Allergy-Clinical Immunology,
65:229;1980.




FAMC WU Ne (Pot No) 78/121

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary
Sheet)

SERVICE Allergy-Immunology DEPARTMENT Medicine

(1) Martin, B.G., Patterns of Cross Allergenicity among Grasses, presented
at the annual meeting of the American Academy of Allergy, Atlanta,
Georgia, 20 Feb 1980
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSYMONS ARMY MEDICAL CENTECR
Aurora, Colorado 80045

ANHUAL PROGRESS REPORT
{HSCR 40-~23, App. C.) {Detail Summary Sheet)

{1) Date: 30 SEF B3  (2) Prot No.: 78/122 _(3) _Status: gngoing

(B} Title: Effects of Dietary Fructose in Diabetes Mellitus.

{5) Srtart Dare: Y78 (6) Est Conp Date: }‘\;'_{fl -:

{7) Principal lnvescigator {8) Facility: FAMC

Loy me

(9) Dept/Sec: Endarrine (i7] Assoc [nvestigators:

(11} Key Words: ’th1iis A. Crapo, UCHSC, Denver, ¢O
fructose tiorrold M. Olefsky, MD, UCHSC, Denver,
diabetes mellitus Orville G. Kolterman, MD, UCHSC, Denver

Jon fInsel, MD, UCHSC, Denver, (O

(12} Accuamulative #eDCASE] (13) Est Accumulative [(1L) Periodic continue

Cost: OMA Cost: ~[ Review Results: 12779
(15) *Study Objective: To assess the post prandial response of simple carbe-
hydrates (fructose,glucose and sucrose) and ratural cooked foods (cake and ice
cream) which are prepared with either sucrose or fructose. The aim of this
study is to determine if fructose, a natural occurring nutrient, can substitute
as an artificial sweetener in diabetic patients. The plasma glucose insulin
responses to the various test meals will be assessed to determine which sub-
stapce is the most diabetogenic. Fructose plays an unimportant role in (cont)
(1o “Technical Approach:

Three groups of subjects will be studied to include 1) chemical diabetics,
2} adult onset, non-ketotic diabetics with significani fasting hyperalycemia
(plasma glucose levels greater than 140 mg” on three difterent occasions) and
3) age and weighi matched diabetic control patients. These patients will
undergo acute studies where their hormonal responses will be determined to
glucose, sucrose and fructose and chronic studies where the patient will be fed

(17)  *Pranress:

Only 2 patients have been referred to the nedical school for this study.
A number of cases have been studied at the medical school and preliminary data
suggests that fructose is not diahetogenic and can serve an important role as
an artificial sweetener for diabetic patients. The study is ongoing.

(94
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/122
(Blocks 1 through 17)

(15) Study Obiective (continued):
carbohydrate metabolism; its use as a food sweetener might have therapeutic
value in the management of the large diabetic population.

(16) Technical Approach (continued):

diets containing mixed test meals of varlous starches containing calories of
fructose or sucrose and glucose. Postprandial hormonal responsiveness again
will be measured. Ea:h cf the diets will be fed for a period of 3 weeks.

At the end of this time the postprandial plasma glucose, insulin and glucagon
responses will be determined following the ingestion of 50 grams of glucose,
sucrose and fructose. (As described above.) Likewise, each patient's
tolerance will be tested with a standard glucose to tolerance test before and
after the 3 weeks of the chronic dietary pericd. 7The influence of diet on
triglyceride metabolism will be determined by the measurement of VLDL-TG
production rate and fasting triglyceride levels, before and after the

dietary period.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION |
FITZSIMONS ARMY MEDICAL CENTER |
Aurora, Colorado 80045 !
ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)
(T Date: 30 SEP 80 (2) Prot No.: 78123 {3) Status: 0ngoing
Title: A Comparison of the Z1mmerer and Dubois Techniques of Airway
E ; Start Date: January isyg %b' £t Comy ?‘Iﬁ_jj?TBAM —
T7Y Principal Investigator (67 Facilice:  1apr T
Michael E. Perry, LTC, i1C
{(9) Dept/Sec: Medicine/Pulmonary (o T e Ui Gatars B
(T1) Key Words: “ohert W, Zimmerer, PhD

Alveolar Pressure ‘obert
Airway Resistance

Body Plethysmography

J. Browning, BS

{12) Accumulative MEDCASL] (13) Est Accumulative ﬂY)I\ Periodic continue
tost: OMA Cost: o Review Results:1/79
(I5)° “Study Objective: 14 compare a clinically untried measurement of
airway resistance with a standard technique.
(16) =Technlcal Approach: Forced expiratory manuevers ave performed with

the subject seated in a constant volume body iethvsmoar

mograph pressure and airfiow are monitored and recorded
computer. With this information and the previouc
patient, alveolar pressure is calculated throughout thu
Pressure flow relationships are then related to the pat
expiratory flow volume loop.
i17) *Progress: A heated screen pneumotach was

heat flux as much as possible.
venting just prior to ‘orced manuevers, which {uriher v
artifact. The computer program was modified Lo o

clec

account for pneumotach back pressure and to account for
airflow response.
intearation procedure discontinued because of prohlems

A significant relationship was found between qr

error.

.f‘J/ et

Valvi ng arranderioats wes
aow t

The computer program was altered and the

aph, while plethys-
~ith a DZC PDPI1/1N
wined FRC of the
exXpivatory manuever.
ient's maximal

ted o reduce uneven
© oadopted to allow
duced leak

nr box drift and to
nov-Jineer pneumotach
numer ical

with cumulative

cat fluctuations in
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#  CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 187123
(Blocks ! through 17)

(17) alveolar pressure at constant flow rates when flow maximums have been reached
on the flow volume envelope.
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(2)

(3)

" FAMC WU No (Prot No)  78/123

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Sunmary
Sheet. |

SERVICE Medicine DEPARTMENT Pulmonary

Perry, M.E., Zimmerer, R.W., Browning, R.J.: Non-Invasive Alveolar Pressure/
Flow Pattern Determination by Computerized Plethysmography (Abstract) Symposium
on Computers in Critical Cire in Pulmonary Medicine, Page 47, June 1980.

Parry, M.E., Zimmerer, R.k., Nelson, R.A., Browning, R.J.: Non-Invasive
Determination of Alveolar Pressure~Flow Relaticnship (Abstract) American Review
of Respiratory Disease, Volume 121, Page 389, April 1980.

Zimerer, R.W., Perry, M.E., Browning, R.J.: Expiratory Pressure/Flow

Assessment by Plathysmography (Abstract) AAMI 15th Annual Meeting, Page 246,
April 1980.
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FAMC WU Ne (Prot No) 78/123

PRESENTATIONS for FY 80 Annual Progress Report

SERVICE Medicine DEPARTMENT __ Pulmonary

(1) Perry, M.E., Zimmerer. R.W., Browning, R.J.: Non-Invasive Alveolar
Pressure/Flow Pattern Determination by Computerized Plethysmography,
presented at the annual Computers in Critical Care and Pulmonary
Medicine, Lund, Sweden, June 3-6, 1980.

(2) Zimmerer, R.W., Perry, M.E., Browning, R.J.: Expiratory Pressure/Flow

Assessment by Plethysmography, presented at the AAMI 15th Annual Meeting,
San Francisco, April 13-17, 1980.
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DEPARTMENT OF CLINICAL INVESTIGATICY
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORTY
{HSCR 40-23, App. C.) {Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: j8/124 (37 Status: Ongoing
h) "Title: A Self Consistent Method of Single Bveath DLCO Measuvement
(5) Start Datc: Sertember, 1978 (67 Eot Cory ute: j982
(7Y Princival Investigator B Facility: dban I
Michael E. Perry, LTC, MC
i9) Dept/Sec: Medicine/Pulmonary TR T g T T
{T1)  Key wWords: P heal B. Kindiag, PhD
Single breath diffusion . Robert J. Browning, 8S
Alveolar oas
Breathing patterns

(7T Periodic continue
Hkvvicw Results: 1/79

T72) Accumulative HEDCASE] {13) Est Accumulative |

Cost: OMA Cost: f

{15) FStudy Jujective:
ALCO measurement.

To experimentally confirm a proposed new method of

e 35 Tes - H 3 - . . . .
i16)  =Technical Approach: Data will be samblied during the single breath

NLCO determination at various breath holding fiwne and ¢! various exhaled
lung volumes. Data will be analyzed offline by compute hich will corvect
for volume averaging and effective breath holding fim:. if the theoretical
approach as outlined in the original protocol is <o¥fconcistent, the
calculated diffusion capacity should remain constant veaardicss of breathing
pattern or gas collection timing.

(17) #Progress: Snecial instrumentation was desioncd wpecifically Tor this
protocol by Fogg Systems, Inc. There were many unanticipated difficulties in
proper instrumentation d=2sign, but over the past year these have all been
corrected and the assembled control mechanism i< in nlace in the Pulmonary
Function Laboratory. A1l valving assembly is now complete. At this time the
actual computer program i35 being written by the computer spocialist. Much
delay was encountered Tate in the fiscal year because of failure of ADP eauip-
ment, which has since been corrected. We anticinate oporation of this system

o AT




CONTINUATION SHEET FOR FY BO ANNUAL PROGRESS REPORT

Proto No: 78/124
(Blocks 1 through 17)
(17) within sixty days at which time data collection fo~ the protocol itself can
begin.

Publications:

(1) Kindig, N.B., Hazlett, C.R., Filley, G.F.: ''Timing and Volume
Averaging in Single Breath DLCQO Measurement''. The Physiologist,
21:64, 1978.

Presentations:

(1) Zimmerer, R.W.: Simulated Diffusion Testing. Presented: 327

Py

Annual Pulmonary Symposium, FAMC, Aurora, CO, September 197G,
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DEPARTMENT OF CLINICAL INVESTIO A TI N
FITZSIMONS ARMY MEDICAL CEnTLR
Aurora, Colerado BOO4S

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. (L) (Detail Summary Sheet!

MY Late: 30 SEP 80 (2Y Prot No.: 78/125 bﬁw——?h.vskfv:hjavndted
T3V T 7o Adjuvant Theérapy of Premenopancar par ToeTm Wity - T}
Cancer with CMF alone versus CMF oius ity
%) Start Vate: March 1979 TR .
{77 Principal Investigator 372f‘?uf7if7WW7 . T
JOHN C. MICHALAK, MD, LTC, MC
T97  Dewvt/Seo: HEM-ONC, Medicine A Co
TTTY " Key «ords: )
Breast CA, chenotherapy Co. DIBELLA, MD. CGL, MC
o o !
(T2 Accumalative MEDCASEY 7037 €5t Accumuivt o T ,Cbhzrgusz
. _EBEE'_-» B OMA Cest: - e T 1 3/80
LTBW——?€Jtud, Ubjective: o ST
1. To¢ determine whether therapy with i antic-trocen ramosifen has
an additive cifect tn adiwrant chemothevany in nremenopausal patients
with FBP (4+) breast cancer wioo are abt high risk for recurreice.
2. To determine whether the resuits ol aud coemothernapy with OMF
can be dmproved by first aiving 0 i HE. ivb chemotbhorapy witl
. ddlldm\(]n and \1nxrlxt1wo in orees S R H N S 0 S S A (—g Creast
o) Technical Arpioac! © capeer.
This is a randomized clivical ~ruey ot o o b s beey Groub.
)Y AProgres, ‘$
Bix paLLent lave been oo 0k (SRR IR AR DA SELREE R TS R Y
mvelosuppres-ion bas been ob oo d N o b dee
reductions.  One paticet (Vi oo benc s Coan i b e sctien and Lad
to be taken oftf the studv.  Ablor, o vt v D iy snunest s i
the reaction was due to Mothotresate.  Fe o1 s poatients continne !
on study without evidence of diacnce. The civeh paticer redopsed (MW
after being off CMF for one month, witl bonyv metastasis.




CONT INUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78(]25
(8locks 1 through 17)

TITLE: Breast Cancer with CMF alone versus Adriamycin and Vincristine
followed by. CMF.

Publications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATION
F1TZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) TDate: 30 SEP BG__(2) Prot No.: 787126 73T Sraion terminated )
() Tille: The Systematic Evaluation of Urticarin. || Response
IT. Evaluation with Skin Biopsy.

to Therapy.

| (5T Start Dater 1978 (6] o T T i .
77) Principal lInvestigator (8) Facilie,: .1 i
H.S. Nelson, MD, COL , MC
(9) Dept/Sec: Medicine/Allergy-Immunol. DU o Toveutigators
11)  Key Words: | :
Chronic urticaria Cinetidine G.B., Carpenter r

(12} Accumulative MEDCASE[ {73) Est Accumulaiive 1114} Pericdic continue
Cost: o OMA Cost: ; Seview Results: 3/80
(15)  #Study Objective:
To ascertain the eifectiveness of Cimetidine combincd with an Hl blocker
in the treatment of chronic urticaria, and to examine the histologic
features of chronlc urticaria.

(16) *Technical Approach:
A double blind evaluation of the effectivencss ot cowb aed Nl oand 12
blockers together compared to HL blockers alone wos

pleonned.  In addition,
paticnts with chronic urticaria were to obéain “kin oopsices.

{(17) #Progress:
By the time permission had been ohtained to compicte the study and the
appropriate active and placebo drugs had been pertormed, the several
investigators had reported the results of similur studic:.

lheretore,
it did not appear appropriate to continue the protocotl.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detal! Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 78/127 (3) Status: Terminated
(%) Title: Does Meoplastic Disease Produce a Positive Secretin  Test? '
i
(5) Start Date: 30 Sep 79 (6) Est Comp Date: 1180
) Principal Investigator {8) Facility: FAMC
Hugh P. McElwee, M.D., MAJ, MC o
{9) Dept/Sec: Dept of Med/Gastro (t0Y Assco Investigators:
{I'l1) Key Words: I 9.via Joarvis, SPS
secretin '
{12) Accumulative ne2n2SET {13} Est Accumulative J(14) Periodic continue
Cost: { OMA Cost: Review Results: 4/80
(15) " *Study Objective: To determine if the secrctin test (s positive in
neoplastic disease.
(16) *Technical Approach: The secretin test is todll o bhe specific for
diagnosis of the Zollinger Ellison syndrome. We tave an index case
of one patient with oat cell carcinoeme ho bod - sitive secretin
test and no evidence of Z-E at auwopsy. W g Cretore testing
certain patients with hormonally active cancer. o see if they
produce positive secretin tests.
(17) *Progress: This protocol has been terminated due to Do Mebluee's

leaving FAMC.
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7. continued -

Nicholas J. DiPella, LTC, MC
Steven Bailey, CPT, MC

{ Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
{HSCR 40-23, App. C.) (betail Summary Sheet)

(1Y "Date: 30 SEP 30 __ (2) Prot No.: 787178 3] _Status: Completed
(B) " Title: pAssessment of Postprandial Plasma Glucose, Insulin and Glucagon
pQnse,LQ.DiiiﬂnenL_Qzallx.AdmlnlsLeLed_ﬁa%Rlex.ﬂa;boh%dzazes_ixpL&abe&ic Subj.
%%ﬁ Start Date: pyrg Est Comn Date: ) J
7Y Principal Investigator (8) Facilit.: FaMC
Fred D. Hofeldt, COL _MC _
{9) Dupt/See: Endocrine Service {T0) Asuoc Investigators:
TH) Key vWorda: Phyllis A. Crapo, RD, UCHSC, Denver,CO
i diabetes Jerrcld M. Olefsky, MD, UCHSC, Denver
complex carbohydrates Orville G. Kolterman, MD, UCHSC, Denver
e NOrmenal respouses - S
(12} Accunulative HEDCASE] (13) Est Accumulative [{14) Periodic complete
B Cost: ) OMA Cost: | Review Results: 5/80
(15} #study hicetive: To establish if feeding different simple and complex
carbohydrates suhctantially affect plasma glucose and insulin values. This
project wi'll u~. mild diecbetics, moderately severe diabetics and age and weigt-

matched, non-cdisbetic controls in a paired analysis of their response in plasma
glucose, plasma insulin and plasma glucagon to 50 grams of carbohydrate
presented as various meals.

(16) =Technical Approach: Selected diabetic patients suitable for the study
were studied at the University of Colorado Medical Center, General Clinical
Research Unit, where their plasma glucose, insulin and glucagon responses were
determined following the ingestion of glucose, potato, rice, corn and wheat
(breach starch). The test meals were given in a random order to these diabetic
subjects. Statistical analysis on data will be carried out by the use of the
paired t test for dependent means.

(17) “Progrese:

The study is ccmpleted. Approximately !, of the group of patients studied
were from Fitzsimons Army Medical Center. The major findings of the study were
that the postprandial glucose response to different starches is quantitatively
diff rent. In order of less carbohydrate intolerance to more carbohydrate
intolerance, the following ranking of starches was noted: rice, wheat bread,
corn, potatoes. Noteworthy, potatoes and glucose were equally diabetogenic in
this aroup of patients.

[N

Publications and Presentations: None
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DEFARTMENT OF CLINICAL INVESTICATION
FITZSIMONS ARMY MEDICAL C:MTER
Aurora, Colorado 8004,

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(ay Date: 30 S?P 89 (2). Prot No.: ]8/120 (3) Status: Completed

(L)  Title: Respiration During Sleep in Myxedema and Hypothyroidism

(?) Start Date: wy-g (6) Est Comp Date: FY8Q

(7) Principal Investigator (8) Facifity: FAMC

Leonard R. Sanders, CPT, MC

(97 TDept/Sec: Endncrine 1 I0) "Assoc Investigators: -

(1T)  Key Words: Fred D. Hofeldt, COL, MC
myxedema Clifford Zwillich, MD, Consultent
respiration
hypothyroidism

{(12)  Accumulative MEGCASE] (13) Est Accumulat:ive |{(1L) Periodic continue

Cost: OMA Cost: Review Results: 8/80
(15) *Study Objective: “"he objective of this study is to determine whether
patients with myxedema have abnormalities in respiration which occur during
sleep which in turn might explain the daytime symptoms of fatigue and
hypersomnolence.

(16) *Technical Approach: At least six uncomplicated, adult myxedema patients
will be studied after their myxedema is confirmed by clinical examination and
laboratory determiratinns. After myxedema is determined, the patient will
have his ventilatory drives to hypoxia and hypercapnia as well as normal venti-
lation studies determined. He will then go to the Cardiopulmonary Research
Unit at the University of Colorado where a sleep study will be performed. The
study will consist of two consecutive nights of sleep where the patient will
{17) #*Progress:

Eight patients have been studied with varying degrees of hypothyroidism
to profound myxedema. These patients have been noted to have a sleep zpnea
syndrome with marked cardio-pulmonary variations when monitored in the sleep
laboratory in the hypothyroid state. These abnormalities are reversed with
thyroid hormore.
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CONTINUATION SHEET FOR kY 80 ANNUAL PROGRESS REPORT Proto No: 28(122
{Blocks ) through 17)

(16) Technical Approach (continued):
have his EEG monitored, heart monitored with a. c'ectrocardiogram, respiratory

pattern monitored with a strain gauge attached to the patient's chest wall
and oxygen saturation determined by the means of an ear oximeter. The
patient will then be replaced with thyroid hormone and after there is
documentation that Lhe patient is euthyroid both by clinical examination
and laboratory values, the above sleep study w.1l be repeated.
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I,‘ - T FAMC WU Mo (Prot No)  78/129 1

(2nd Part of Detail Summary

PUBLICATIGNS for FY 80 Annual Progress Report
Sheet .

DEPARTMENT Medicine B
"

SERVICE Endocrine

(1) Zwillich, C., Sanders, L., Pickett, C., Hofeldt, F.D., and Weil, J.:
Prolonged Apnea and Hypoxemia During Sleep in Myxedema. (Abst.)
Clinical Research 28:86A, 1380.

Presentations; None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CINTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

{(HSCR 40-23, App. C.) (Detail Summary Sheet)

TIJ Date: 30 SEP B0 _(2) Prot No.: 797107 (3) Status: Completed
(Y Title: Investigation of the Tumor Reduction Effect of Combined -
\ _.Sodium—L-Ascorbate and 5-FU Chemotherapy in Transplanted B16 Melanoma of
{(5) “Start Datefebruary 1979 (6} Sut Comp Date: March 1980 Mice
T7Y Principal Investigator (8) Facilivty: FaMC -
N J. MARTIN, MD, MAJ, MC
(7) Oept/Sec:  HEM-ONC, Medicine (T0) Assoc Investigators:
{11) Key Words:
SFU, Ascorbic .cid WILSON €. BOURG, MD, MAJ, MC
112V ACcumulative MEDCASE]| (13) Est Accumulative |(14) Periodic continue
Cost: OMA Cost: keview Results: 2/80
(T5) " *Study Objective: -
To evaluate the possible synergism of 5-flvorouracil and sodium-L-
ascorbate against :umor cells in vivo.
(16) *Technical! Approach:
The Bl6 melanoma was transplanted into the LFDj Jackson Laboratory
male mouse hosts. An optimal tumor cell number was established to
provide and 18-22 day range of mouse death. This was 75,000 cell/
cu.mm. In addition to this, the maximum safe dose range for S5FU was
established in the BFDy hybrid Jackson mcuse and this maximum safe
dose of 5FU was found to be 20mg/kg. (See Centinuation Sheet)
{17y #Progress:

No additive or synergistic effect was observed with 5-FU and
ascorbic acid compared with 5-FU alone.
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Proto No:
(Blocks 1 through 17)

16. The mice were divided into five groups; groups 1 through 4 received
the Bl6 melanoma. Group 5 was a controlled group which received
only sodium chloride injections. Group 1 received only oral vitamin
C as therapy in a concentration of 0.1%. Group 2 received no ascorbate
but only 5FU given on Days 2 through 10 via intraperitoneal injection.
Group 3 received oval vitamin C in the previously mentioned concentration
and intraperitoneal S5FU in the previously mentioned dose and concen-
tration. Group 4 received Bl6 melanoma only. Group 5 received no Blé
melanoma but receivid vitamin C at 0.1% daily until death and 5 FU
at the previously mentioned concentration.

Publications and Fresentations: None
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DERARTHELT OF CLINICAL THVESTIGATION
FITZSINONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

AYNUAL PROGRESS REPORT

THSUR H0-23, Aup. (oo (Dutail Summary Sheet)
;,"L-Lt’“] 20 ST Ty TProt No.r 79/101 T ONGOTNG
it ) r[ r T T T T e
?hgugg}éﬁlonshlp of Grenuloma Annulare (GA) To Diabetcs Mellitis (DM).
ST Start Darer T Mar 79 (6] Est Comy Boto: yun 81
(/) “II‘IL,I,)\J} fave s (l,ut\’r T8) FaLl]lL‘y ﬂr/\ ,14 T
“_(_;Eil\{E E. GRAFF, D.0., MAJ, MC
) dept/Sec: L O0) Assol Invctigators:
1Y ke \-zgrdb; BERNARD F. DAVIES, M.D,, MAJ, MC
Granuloma Annularc JOHN L. AELING, M.D., COL, M&
Diabetes Mellitis gl.{ﬁl.) gTRHgFELﬁTD.M QRAMSOL Me
HLA Tvping - CEORGE L. BROWN, BhD., COL, MSC
T2Y Th L Cumutative MEDCASE] 13) Est Accumulative I(Il\ Periudic continue
L («>¢: B OMA Cost: BN B pe‘U]LJ. 5/80
Cla )T sudy ot e AR -

To determine if an association exists between GA and DM by special laboratory
procedures, including P'LA typing.

b dechnical Approacn:

Patients with biapsy proven GA are studied for concurrent OM historically,
clinically, and following oral and intravencus giucose challenge. HLA typing

is also done. Baseline studies include: Complete physical exam, CBC, cedimen-
tation rate, SMA-18, triglyc~rides, cholesterol, HLDL, two-hour pc blood glucose,
TSN, T-3, T-4, ReSLn uptake T-3, EKG if indicated. Parameters monitorea follow-
ing nlucose challengo include: Serum insulin, glucose, glucagon, growth
‘hormone, cortlsol.

¢ince the beglnnlng of this study eleven patients have been identified and
included in this study. Ten have been completely studied (except for HLA
typing, which will be done terminally). Thus far, two patients have been

shown to be diabetic and cne has idiopathic reactive hypoglycemia. There

has been a paucity of cases identified over this past year.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

Zj) Dare: 30 SEP 80 (2, Prot No.: 79/102 (3) Status: Comaié}ed
4, Title: Mechanism{s) of Insulin Resistance in “besity {Cocperative .tudy

iﬁ}i"t Date:  Fy7g (6) Est Comp Date: mevmijnateqd
{7} Principal Investigator (8) Facitity: FAMC
v oury L. Treece, MD, I7C, MC
(3b Dept/Sec: (10} Assoc [nvestigators:
{ry Key wWords: one.
abesity
insulin resistence
2)  Accumulative MEDCASE] (13) Est Accumulative [flhj Periodic continue

,,,,, _Lost: OMA Cost:
BT EStudy Dbjective: Tnsulin resistance i: « characteristic feature ot
terity and has loon casually impliecated in many o7 the olinlcal complications

©oton slese stute.  However, the mechanisms responsible for insulin resistance
‘r. . teoity 4re not kuown., The plan is to develop ia vivo insulin dose responce
ieves i obese human subjects in order to delineate the mechaniems of inculin
P e in sbese humans and o assess the relationshiy tetween In vitro

tindioe ail in v%vo insulin action.
“fechnical Approach:

) Review Results: 7/80

v« rutl rlan will be te utilize the glucose olup technique to elucidate
st 1L wivo insulin-plucose uptake dose response curves in insulin resistant

wincd in all studies to quantitate the centributlion of this variabie b
1aeccse turnover, and to assess the ability of JdifTerent steady state

('7) “Progress:

e patient in this study was referred to the University of "oloradc for
stoodt. he stiady has subsequently been completed by U nsing their own
subjects trom their own patient population. Analysls of data is pendin:,
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{Blocks 1 through 17) LA

(16) Technical Approach (cont):

plasma insulin levels to suppress the liver's capecity to secrete glucose.
Finally, in vitro measurements of adipocyte insulin receptors wil? =~
performed so that the relationships between overall in vivo ins qei-
tivity and insulin receptors can be assessed.

.
M | e o el

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTEPR
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR ko-23, App. C.) (betail Summary Sheet)

(1) Date: 30 SEP 80  [2) Prot No.: 79/103 (3] Status: on-going
(WY "Title: An Evaluation of Combined HI and Ii2 Receptor Blocking Agents in
the Treatment of Seasonal Allergic Rhinitis

75 Start Date: 1979 {6) E.t Comp Date: 1981 _;:
{77 Principal Investigator (8Y Facility: FAMC

Harold S. Nelson, MD, COL, MC
[3Y Dept/Sec: Medicine/Allergy-Immunol. T0) Asscc investigators:
(TT) Key Words: R

Histamine receptor blocking agents C.B. Carpenter, MAJ, MC

A. Bunker-Soler, MAJ, MC
12) T Adcumulative MEDCASE] (13) Est Accumulative JUILV Periodic continue
Cost: OMA Cost: Review Results: 7/80

{75 #Study Objec- ive:
To determine whether the addition of a blocker of the H2 receptor would
provide grecater symptomatic relief in patients with allergic rhinitis
than was provided by an Hl blocking agent aione.

{16) “Technical Approach:
A double blind cross over study was performed during the weed season of
1979, In this study patients continuously received an H1 blocker
{Chlorpheniramine) aid alternately for two week periods received either
a placebo or Cimetidine, an H2 blocker. FPatients recorded symptoms
twice daily throughout the weed season.

{17) #*Progress: i
The clinical study was performed during the weed secason of 1979,  The

data is still in preparation for final publication.
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FAMC WU WNo (Prot No)

Fonry

79/103

PUBLICATIONS for FY 83 Annual Progress Report (2nd Part of Detail Summary
Sheet. ) 4

SERVICE _Allergy-Immunology DEPARTMENT _ Medicine - ’

(1) Carpenter, G.B., Bunker, A.L., Nelson, H.S., An Evaluation of Combiaed f
Hl and H2 Antagonists in the Treatment of Seasonal Allergic Rhinitis
(abstract), Journal of Allergy and Clinical Immunology, 65:187;1980
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FAMC WU No (Prot No) 79/103

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary

Sheet)

SERVICE Allergy-Immunology DEPARTMENT Medicine

(1) carpenter, G.B., An Evaluation of Combined Hl and H2 Antagonists in
the Treatment of Seasonal Allergic Rhinitis, Annual Meeting of Amcrican
Academy of Allergy, Atlanta, Georgia, 18 Feb 80.
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DFEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CLNTER
Aurora, Colorado 8C045

ANNUAL PROGRESS REFORT

{HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP BO (2 Prot No.: 79/104 {3) Status: Ongoing
(&) Title: . .
Vindesine in the Treatment of Cancer
(5) Start Date: Sep 1979 (6) Est Comp Date: 1981
’ i i i n 8‘ Fe -.‘I. Y. '/'MC
)i e iPAdeove W ST, me (85 Faciiivy: Ta
(9)  Dept/Sec: - (701 Assoc Investigators:
{T1)  Key Words: None
Chemotherapy
(12)  Accumulative MEDCASE] (13) Est Accumulative ](IUercriodic continue
] Cost: OMA Cost: Review Results: 9/80
(15) *Study Objective:
To test the efficacy of this agent in melanoma, CA of the esophagus,
CA of the breast and 1ymphoma
(16) =Technical Aprroazh:

(7

Cltinical study

“Progress:

Four patients have been treated with this agent. One patient with
1ymphoma has experienced a complete resporse, but the other three

have progression ¢f disease. Neurotoxicity and marrow suppression
have been observed.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMCNS ARMY MEDICAL CENTER
Asrora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. €.) (Derai} Summary Sheet)

TIY Date: 30 SEP 80 (23 Prot No.: 79,105 73] Status: Ongoing
%) Title: Breathing Pattern E¥fects on Steady State BDLCO Measurement.
T5Y Start Dare: November 1979 {6) E<t Corp Date: 1987

17) Principal !nvestigator Y Fecility: FAMC

Michael E. Perry, LTC, MC
(97 Oept/Sec: WMedicine/Pulmonary U1Seas¢ (10) Assoc Investigators:
{71} Key Wards: Neal B, Kindig, PhD

Steady state DLCO

Breathing pattern

T2) Accumulative MEDGASE] (13) Est Accumulative J{10) Perivdic continue
Cost: | OMA Cest: Review Results: 30/79

(15} "#Study Objective: Tn experimentally confirm thegretically determined
corrections for breathing patterns during steady state diffusion studies.

(6} #Technical Approach: yarigys breathing patterns consisting of a

normal pattern with end expiratory breath hold, similar pattern without end
expiratory breath hold, a square rated breathing pattern with breath hold
after inspiration, and a =quare rated breathing pattern at end exniration will
be performed while the subject performs the standard steady state diffusion
protocol.

70 #Progress: pecayse of other priorities with other protocols very
Jittle progress was made this past year except for establishing the response
time of the carbon monoxide sampling head. However, a theovetical analysis
was worked out which allows us to correct for back pressure occurring in
the pulmonary capilli.ries as carbon monoxide slowly accumulates during the
manuevers,
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FAMC vv o No (Prot No) 79/15

PUBLICATIONS for FY B0 Annual Progress Report (2nd Part of Detail Summary

Sheet.)

SERVICE Medicine DEPARTMENT Pulmonary Disease

Kindig, N.B., Perry, M.E., Browning, R.J.: DLCOgs Correction Using PaCO
Back Pressure Predicted From Venous Blood (Abstract) Page 107, April 1980.
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FAMC WU No (Pat Ne) 79/105
PRESENTATIONS for FY 80 Annual Progress Report
service Medicine DEPARTMENT Pulmonary Disease

(1) Kindig, N.B., Perry, M.E., Browning, R.J.: DLCOss Correction Using PaCO
Back Pressure Predicted From Venous Blood, AAMI 15th Annual Meeting, San
Francisco, April 13-17, 1980.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 79/106 (37 Status: Ongoing
(&) Title: Measuremert of Lung Compliance Utilizing Pulmonary Capillaty
Wedge Pressures.

(5) _Start Date: January 1979 {6) Est Comp Date: Dec, 1981
(/) Principal Investigator {8) Facility: FAMC
Michael E. Perry, LTC, MC
(9) Dept/Sec: Medicine/Pulmonary {10)  Assoc Investigators:
(11) Key Words: Robert Zimmerer, PhD

Wedge pressure

1

(12)  Accunulative HEDZﬁ€~: (13) Est Accumulative [(I1L4) Periodic continue
Cost: . 1 OMA Cost: Review Results:10/79
{(15)  *Study Objective: . . . s
Validation of lung conpliance measurement using

pulmonary capillary wedge pressure by simultaneous comparison with esophageal
pressure.

(16) #Technical Apuroach: sing simultaneous measurements of intrathoracic
pressure via Swan Ganz Catheter and intraesophageal balloon, as well as
irhaled Tung volume using a pneumotachograph, and airway pressure with
pressure transducer attached to the endotracheal he. Relationships
between wedge pressure, esophageal pressure, airway pressure and lung volume
will be sought and attempts at correlation made. The monitoring of these
various parameters and their correlation with each other will require special
(17) #Progress: The design of this special unic has been completed and
most of the necessary parts have been ordered and received. Actual construction
of the apparatus is in progress at this time.
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CONTINUATION SHEET £OR FY 80 ANNUAL PROGRESS RE™ORT
{(Blocks | through 17)

\16) equipment to record and correlate data.

Publications and Presentations: None
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DEPANTMENT OF CLINICAL [INVESTIGATION
FITZSIMAONS ARMY MED!CAL CENTCR
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Petall Summary Sheet)

(1Y Date: 30 SEP 30 (2) Prot No.: 99/1n7 (3) Status: anwipa
(B) Title:he Effects of Fructose on Reactive Hypoglycemia o
{57 Start Date: wy7q (6) Est Comp Date: pyaq
{7) Principal Investigator (8) Facility: FAMC
Elsd—ﬂ.-ﬂofeldty—ﬁﬂLrJﬂ?
9 Dept/Sec: Endacrine {10) Assoc Investigator.:

(TT) Key Words: None..

reactive hypoglycemia

fructose

(12) Accumulative MEDCASE] {13) Est Accumulative [{1L4) Periodic continue

Fost: . OMA Cost: | Peview Results:3/80
(15)  *Study Objective: The objective of this study is to determine whether
patients with reactive hypoglycemia will experience alterations in their
glucose, insulin and counter-regulatory hormones following testing of glucose,
fructose solutions and fructose meals. Patients with bonafide reactive nypo-
glycemia previously identified as having this disorder at Fitzsimons Army
Medical Center will be further studied under Clinical Research Unit,

(16) =Technical Approach: Patients with standard dietary intake will undergo
the glucose tolerance test with measurements of insulin, glucagon and counter-
regulatory hormones in response to either glucose, sucrose or fructose as a
test solution or meal. Glucose clamp study to determine insulin sensitivity
will be performed in an adipose tissue biopsy for measurement of in vitro
insulin sensitivity in insolated adipose sites. It will be performed on
each subject.

(17) *Progress: Approximately 7 patients have entered the protocol.

The preliminary findings in this group indeed support the hypothesis

that reactive hypoglycemia has not beern observed in individuals when

exposed to either fructose solution or fructose cakes. This has been

an observation in patients with diabetic reactive hypoglycemia, idiopathic
reactive hypoglycemia and alimentary reactive hypoglvycemia. tnasmuch as
patients with reactive hypoglycemia have been shown to be food abusers, it
may well be that fructose food substitution may be an important (cont)
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(Blocks 1 through 17)

(15) Study Objective (continued): .

University of Colorado Health Sciences Center. Each patient will be studied
with varying test meais consisting of simple carbohydrates (glucose, sucrose,
fructose), or natural foods in a chocolate cake containing either sucrose

or fructose. Patients will be monitored for 5 hours post prandially with
measurements of plasma giucose, insulin and counter-regulatory hormones.

1t is hypothesized that fructose inasmuch as it is not metabolized along
traditional glucose pathways will serve as an artificial sweetener for
patients with reactive hypoglycemia as this food substance will not be a
potent glycemic stimulus and will not cause a marked release in insulin
discharge.

(17) Progress (continued):
therapeutic modality in this group of patients.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTZR
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Letail Summary Sheet)

(1Y Date: 30 SEP 80 (2) Prot No.: 79/108 (3) Status: on-going
Th) Title: The Effect of Beta Adrenergic Bronchodilators on Serum Immuno-
globulin-G Levels
(6} Start Date: 1981 (6) Est Comp Date: 1981
{7} Principal Investigator (8) Facility: FAMC
H.S. Nelson, MD, COL, MC
(9)Y Dept/Sec: Medicine/Allergy-Immunol (10) Assoc Investigators:

{11)  Key Words:

Immunoglobulin bronchodilators
bronchial asthma

none

(12) Accumulative MEDCASE] [13) Est Accumulative | l4) Periodic continue
Cost: OMA Cost:

Review Results: 1,80
(T5) *Study Objective:

To determine whether chronic administration of Jeta adrenergic agonists
depressed serum levels >f immunoglobulin-G.

(16) *Technical Approach:
To study the immunoglobulin-G levels of patients with bronchial asthma

prior to their beginning therapy with beta agonists and periodically
while they continue on the drugs.

(17) +*Progress:
This study has not yet been started.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTICATION
FITZSiMONS ARMY MEDICAL CENTER
AL rora, Colorado 80045

i

ANNUAL PROGRESS REPORT
{HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2] Prot No,: 797109 (3] Status: Unmgoing
{47 Title: Control of Nausea and Vomiting with Delta-9-retrahydro~cannabinol

. (THC) Cambined_Jazixh,.S.Landa.r:l_A.%J.e.me.r_J.r.s_LA_.P_ha.sL_IJ_AI.ud.yJ.~
(57 Start Date: Jume 1980 ) Est Comp Date: 1981 _

7Y Principal Investigator (8Y Facility: FaMC
NICHOLAS J. DiBELLA, M.D., COL, MC -
19) Dept/Scc: C, Hematology/Oncology Sve | (ID) Assoc Investigators:

(1) Key Words: RICHARD A. ARTIM, M.D., CPT,USAF,MC
Chemotherapy, nausea, and vomiting MICHAEL L. LANGIN, CPT, MSC,
control. Pharmacist

T2) Accumulative MEDCASE] [13) Est Accumulative ](I4) Periodic continue
Cost: OMA Cost: { Review Results: 2/80
(157  #Study Objective: B
1) To determine if THC has a useful antiemetic effect when added to
standard antiemetic regimen.
2) To determine if the antiemetic effect is additive or potentiating.
3) To determine if THC reduces nausea and vomiting in those patients
who do not respond to standard antiemetics.

(t6) “Technical Approach:
Clinical study

(17} =Progress:
Twenty three (23) patients have been entered on this protocol,

approximately 1/3 double blinded. Four (4) patients have died from
their disease. Two (2) patients wer2 renoved from the study due to
mild CNS changes at their request. The rest of the paticents tolerated
the THC very well with good contrel of their nausea and vomiting.

Publications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) {Detail Summary Sheet)

{17 Date: 30 SEP 80 {2) Prot No.: 797110 {3) Status: on-going
(4] Title: Evaluation of Local Anesthetic Skin Testing and Progressive
Challenge in Patients with a History of an Adverse Reaction to Local Anesthetic

(5) Start Date: 1979 (6) Est Comp Date: indefinite
(77 Principal lavestigator () Facility: FanMC

H.S. Nelson, MD, COL., MC

(9) Dept/Sec: Medici _ o (10)  Assoc Investigators:
{(1T) ~ Key Words:

Local anesthetic adverse drug reaction | multiple

(12)  Accumulative MEDCASE| (13) Est Accumulative P}b) Periodic continue
Cost: OMA Cost: Review Results: 1/80
{15)  *Study Objective: -
to confirm the safety and usefulness of the progressive challenge in a
large number of patients with histories of previous suspected adverse
reactions to local anesthetics.

(16) “=Technical Approach:

Patients with a history of an adverse reaction to local anesthetics will
undergo progressive challenge with these drugs as has been practiced
over the last eight years in the Fitzsimens Allergy Clinic. The histor-
ical data and results of challenge will be accumulated tor future corre-
lations.

{17) *Progress:

Patients are being studied under this protocel at several instillations.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER ;
Aurora, Colorado 80045 -1

ANNUAL PROGRESS REPORT
{HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 82 (2) Prot No.: 797111 (3} Status: on-going

{&) Title: A Comparison of the Development of Sensitivity to Penicillin
in Normal and Atopic Individuals

7§) Start Date: 1980 {6) Est Comp Date: 1981

(7) Principal Investigator (8Y Faciltizy: FAMC

H.S. Nelson, MD. COL, MC
{9) Dept/Sec: Medicine/Allergy-Immunol. 1 {10) Asscc Investigators:
(11)  Key Words:

Penicillin allergy A. Bunker-Soler
C. Wagner

(12) Accumulative HEDCASE]| (13) Est Accumulative |(I&) Periodic continue
Cost: OMA Cost: Review Results: 2/80
(15)  Study Objective:
To determine the frequency with which norma: and atopic individuals
develop positive immediate wheal and flare skin test to Penicillin
following a course of therapy with the drug.

(16) *Technical Approach:

Children scheduled to receive a course of Penicillin therapy will be

skin tested prior to receiving the course of therapy to both Penicillin

and several pollen allergens. They will return for follow-up skin

testing several weeks after completing the course of therapy. Data

will be analyzed in terms of the frequency w.th which patients have

unexpected positive skin test to Penicillin that they develop positive--cont.
(17}  *Progress:

Patients are currently being studied under this protocol.




(Blocks 1 through 17)

16 skin test following a course of therapy and the relation of this to
the evidence of allergy as demonstrated by positive skin test to
inhalant allergens.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP B0 (Z) Prot No.: 797112 —[3) status: QOngoing

(4) “Title: Use of Sodium Salt of Allopurinol to Control Hyperuricemia in
Patients with No Therapeutic Alternative. A Pilot Study.

(5) Start Date: March 1980 (6) Est Comp Date: 1983
{7) Principal Investigator 8) Facility: FAMC
N. J. DIBELLA, MD, COL, MC
{9) Dept/Sec: HEM-ONC. Medicine {(T0) Assoc Investigators:
{11) Key Words:
Hyperuricemia, allopurinol MICHAEL LANGIN, CPT, MSC

(12)  Accumulative MEDCASE] (13) Est Accumulative |(14) Periodic continue
Cost: OMA Cost: Review Results: 3/80
(15)  *Study Objective:

To provide a parenteral form of allapurinel to control hyperuricemia
when the patient is unable to take the tablet form (commercially
available).

(16) ~Technical Approach:
Clinical study.

(17) +*Progress:

One patient nas been treated successfully and without ill-effects.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 8004%

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

1) Date: 30 ScP 80  (2) Prot No.: 79/113 (3) Status: Terminated
&Y Titte: . . .
) Ticie Vindesine in the Treatment of Metastatic Adenocarcinomas
(5) Start Date: June 1980 (6) Est Comp Date: Japuary 1981
;) Principal Investigator (8) Facility: FAMC
N. J. DIBELLA, MD, COL., MC
(9) Dept/Sec: Hem-Onc, DOM (1C) Assuc lnvestigators:
(T1) Key Words:
CA colon, chemotherapy MICHAEL LANGIN, CPT, MSC
{12) Accumulative MEDCASE! [13) Est Accumulative [{IL) Periodic continue
Cost: OMA Cost: Review Results: 6/80
(15)  “Study Objective:
To determine the efficacy of vindesine given by infusion in
recurrent or metastatic CA of the colon.
(16) #*Technical Approach:
Clinical study.
{17) +“Progress:

One patient was treated with this regimen and failed to respond;
no significant toxicity was observed.

Publications and Presentations: None




DEPAKTMENT OF CLINICAL INVESTIGATICN
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Letail Summary Sheet)

(1) Date: 30 SEP 80  (2) Prot No.: 79/114 (3) Status: Ongoing
{4) Title: Vindesine and Cis-platinum in the Treatment of Unresectable
Carcinoma of the Lung
{5) Start Date: Jun 1980 (6] Est Comp Date: 1981
. . . \ . - N
i) PI‘{.m\f.’%’Bﬁr\_\ﬁsﬁ“ll[?,at(?dl, MC 8) Facility: FaMC
(9) Dept/Sec: Hematologqy-Oncology 10)  Assoc Investigators:
(T1)  Key Words:
CA lung, chemutherapy
{12} Accumulative MEDCASE 13} Est Accumulartive [(1L4) Periodic continue
Cost: OMA Cost: | Review Results:6/80
(15)  *Study Objective:
To test the efficacy of these drugs in two different schedules in
advanced CA of the lung.
(16) *Technical Approach:
Clinical study.
(17) *Progress:

Three patienlts have been treated with this protocol. One partial
response has been observed. One patient had progression of tumor
and the third patient is too early to evaluate.

Publications and Presentations: None
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(HSCR 40-23, App. C.) (Detail Summary Sheet)
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DEPARTMENT OF CLINICAL INVEST GATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT 4

(I) Date: 30 SEP 80 (2) Prot No.: 79/T15 (3) Status: Terminated [
(4) Ticle: The Effect of SpTit-Tourse, Continuous Infusions of ‘
5-Fluorouracil on Metastatic Colo-Rectal Cancer
{57 Start Date: Jun 1980 (6) Est Comp Date: Mar 1980
{7} Principal Investigator (8) Facility: FAMC
N. J. DIBELLA, MD, COL, MC Hematology-Oncclogy
(9) Dept/Sec: Medicine 10) Assoc Investigators:
() Key Words:
Colon CA, 5-Flf, chemotherapy ! None
(12) Accumulative MEDCASE] {13) Est Accumulative |{14) Periodic continue

Cost: OMA Cost: Review Results: 6/80

(s)

“Study Objective:

To test the eificacy of 5-FU given by this schedule for metastatic
adenocarcinoma of the colon.

“Technical Approach:
Clinical study.

|
1‘.
g
|
%
|
|
|

“Progress:

Three patients received this treatment All tolerated it well.
One patient had a partial response (JS), but the other two pa-
tients experienced progressive disease.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CCNTER
Ayrora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) ‘Detai) Summary Sheet)

P

(T) Date: 30 SEP 80 _ (2) Prot No.: 797116 (3) Status: Terminated
(&) Title: Adiamycin, CycTophosphamide, and Cis-Platinum in the Treatment of
iffuse Pleural and Peritonal Mesothelioma. Phase II: Combination Chemotherapy

(5) Start Date: June 1980 {6) Est Comp Date: March 1980 Program.
(7Y Principal lnvestigator (8) Facility: FAMC
N. J. DIBELLA, MD, COL, MC
(9) Dept/Sec: HEM-ONC, Medicine {10) Assoc Investigators:
(TT4 Key Words:
Mesothelioma, chemotherapy MICHALL LANGIN, CPT, MSC

(12} Accumulative MEDCASE] (13) Est Accumulative |{1L) Periodic continue
Cost: OMA Cost: Review Results: 6/80

(15) *Study Objective:
To determine the efficacy of this drug combination in patients
with recurrent or advanced mesothelioma.

(16) *Technical Approach:

Clinical study.

(i7) #Progress:

No patients were seen with this rare tumor who were eligible for
this protocol.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVEST:GATION
FITZSIHONS ARMY MEDICAL CEINTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPOKT
(HSCR 40=-23, App. C.) (Detail Summary Sheet)

(i) Date: 30 stP B0 (2Y Prot No.: 79/117 73Y Status: Terminated

) Tidle: 5~Fluorouracil, Cytoxan, and Aldactone in Advanced (Stage D)
Carcinoma of the Prostate

{57 Start Date: {6) Est Comp Dete: 1980

(7) Principal Investigator (B) Facility: FaMC

) NICHOLAS J. DiBELLA, M.D., COL, MC
() bept/Scc Hematology/Oncology Service | (I0) Asuoc [nvestigators:
(11) Key Words:Dept ol Medicine None

Chemotherapy, Ca. prostate

(12} ccumulative MEDCASE] (13) Est Accumulative }Tlh) Periodic continue

) Lost: OMA Cost: : Keview Renults: 6/80

T15) % Study Objective: ) o -
To determine the efficacy of this drug combination in patients with
cancer of the prostate.

e

{16) =Technical Apprcach:
Clinical study

T o

7)) #Progress:
One patient received this combination but experienced progression of
disease after two courses.

Publications and Presentations: None
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DEPAKTHENT OF CLINICAL THVISTIGATION
FITZSIMONS ARMY MEDICAL CLnTER
1 Aurora, Colorado €304,

AHRUAL PROGRESS REPORT

Vs 03, A, CL) (Dectai) Summary Sheet)
VJ?C::{ftﬁ 30 =P B2 (2) Prot No.: 79/118 EEY R ﬂ;ifﬁaééglh;
(W] IR
-,_Ireanmgnn.nf_Seuera 4¢Lth_3xszem;c_SLexuids S
pLiiwr Dhrel 15 Sep 1080 e cl Conn Dot ) qul 1983
v crircipal tnvestigator |ﬂ8\ bacrbrgy s B

. IAM%b L.-EIIZRAIRICK*_M‘n.;_ﬁll¢_ﬂﬁ_.___J e ey e e
b dvilss3220 Medicine/Devmatology o p bl et Doew tinatoroo

ti s wed ! DENNIS L. MAY, M.D., LTC, MC
Erythema Multiforme, Stevens-Johrson, JOHN L. AELING, M.U., COL, MC
Steroids

i
f
. g v';‘.'\,rn v‘L_,'-/ —:_E “ j) Est Ac Cu;’uhi _—“—?"- 'lvw)'ﬁ.‘-«‘;—.—':r,', ‘7cont|nue

OMA Cost: Caiel te 10 8/80

To determine if Systemic Steroids are useful in the treatment of severe
ervthema multiforme.

RN SRS . [

Patients with scvere erythema multiforme will be admitted as an inpatient
and randomized to placebc or Predniscne treated proups and treated for threc
wecks. Various parameters, including photographs of lesions, duration of
fever, duration of arthralgias and complications secondary to systemic steroid
will be followed.

Since the inception of the protocol, one patient had becn entered and
completed the protocol. The protocol has been given to the Dermatoloyy
Servicves at Walter Reed Army Medical Center, Letterman Army Medical Center,
and Breoke Army Medical Center but has not yet been locally approved.

Publications and Presentations: None




DEPAKTMENT OF CLINICAL INVESTIGATION
‘ FITZSIMONS ARMY MEDICAL CENTER
' , Aurora, Colorado 80045

ANNUAL PROGRESS REPORT "
(HSCR 40-23, App. C.)  (betall Summary Sheet)

e aeea

(1) Date: 30 SEP BO  (2) Prot No.: 79/119 (3] _Status:onooing
(8] "Title: Captorpril Far Refractery Hypertension )
75) Start Date: 1979 (6) E<t Comp Date: 1982
177 Principal trvestigator (8) Facility: FAMC

Lawrence G. ith D
19) Dept/Sec: Medicine/Nephpelesy [{10)  Assoc [nvestigators:
{T1)  Key Words: | Nore

Captopril.

Hypertension

{12) Accumulative MEDCASE| (13) Est Accumulative |(ILh) Periodic continue
Cost: OMA Cost: Review Results: 10/79
(15)  #Study Object.ve:
To test the use of Captopril in patients with severe hypertension,
refractory to standard medication therapy. '

(16) “Technical Approach:
The patient qualifying for study has hypertension medications tanered,

f
is placed on increasing doses of Captopril to a maximm dose of 400 le
rg./day. In a set seauence, beta blockade, diuretics, and vasodilators L
are added to the regimen until no more tension is achieved. The natient e

is monitored for all petential side effects.

(17) *Progress:
The patient has received Captopril since the initiation of the pro-
tocol and his bloed pressure has not retumed to the normotensive
range, but it has been under better control than under anv prior
medication regimen.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (betail Summary Sheet)

(1) Date: 3Q SEP B0 (2) Prot No.: 807100 (3) Status:on-going

L e e A T

(5) Start Date: 8 Dec 80 {6) Est Comp Date: | Apr 81

«7) Principal Investigator (8) Facility: FAMC
Harry S. Spaulding, MD, COL, MD

{9) Dept/Sec:Medicine/All-Imm (10) Assoc I[nvestigators:

(11} Key Words: Nigel Smith, SP6, Technician
reflex mechanism in bronchoconstric- | Richard E. Danziger, MD, CDR, USN
tion Joseph S. Rice, MD, MAJ, MC

{12) Accumulative MEDCASE] {13) Est Accumulative J{(14) Periodic continue
Cost: OMA Cost: l Review Results2/80

(15) #Study Objective:
To determine it the previously demonstrated recflex-mediated broncho-
constriction secondary to stimulation of hte lower infiamed esophagus
can he ablated by trecatment and resolution of the chemical esophagitis.

(16) =*Technical Approach:
A recent protccol demonstrated bronchoconstriction in a group of dogs
who had a chemical esophagitis. This study is designed to firm up
this carlier investigation after healing of the lesion. Pulmonary
function studies will be done pre- and post esophagitis and confirmed
with biopsy.

(17) =*Progress:
The project will bezin on 8 Dec 80. To date only the techniques of
the esophageal biopsy have been perfected.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANKUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detall Summary Sheet)

(1) _Date: 30 SEP 80 {2) Prot No.: 86/101 (3) Status:Terminated
(4) Title: The Evaluvation of Stool Hemoccult Positivity in Patients on
Coumadin—-type Anticoagqulants.
{5) Start Date: 3 Nov 79 {6) Est Comp Date: 1980
T7) Principal Investigator (8Y Facility: FAMC
F.M. Moses, CPT, MC
{9) Dept/Sec: Dept of Med/Gastro (T0) Assoc [nvestigators:
{T1) Key Words: none
carcinoma, guaiac testing,
lesions
(T2) Accumulative MEDCASE] (13) Est Accumulative [(I3) Periodic continued
Cost: OMA Cost: Review Results: L/80
(T5] *Study Obj=zctive: To determine the frequency of hemoccult positive
stool in patients anticoagulated on Coumadin and evaluate the cause
of this blood loss.
(16) *Technical Approach: A control group consisting of 100 patients will

an

undergo serial stcol guaiac monitoring. All patients identified as
occult blood pesitive will undergo proctoscopy and upper and lower
G| series. Appropriate medical care will te obtained for all iden-
tified lesions. Those patients with negative evaluation and hem-
occult positivity will be referred to the Gastroenterology Clinic,
FAMC. Results will be forwarded to investigators. According to
*Progress: This protocol has been terminated due to the transfer of
the Principal Investigator.

11
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REFORT Proto No. 80/10)
(Blocks 1 through 17) 2

7. continued -
H.P. McElwee, MAJ, MC

16. continued -
to the results of these tests, additional studies could include

upper and lower endoscopy and angiography.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION °
FITZSIMONS ARMY MEDICAL CERTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detall Summary Sheet)

(1) Date: 30 SEP B0 (2) Prot No.: 807102 (3) Status: Ongoing
{4) Title: Study of Coagulation Parameters Prior [o and Following
Intravenous Injection of Radiographic Coatrast Media.

(5) Start Date: 20 March 1979 {6) Est Comp Date: 1 December 1980
{7) Principal Invec<tigator (8) Facility: FAMC

STEPHEN G. OSWALD, CPT, MC
! e o S :
(??) Diz;/jgidgfpt f Hematology/Oncology (B%HN %ﬁs%%Cﬁl{iiEl %E?r§ﬁ
DAVOR A. LUKETIC; CPT, MC

Radiographic contrast media,
PATRICIA STRANA MAJ, MC
Hypercoagulation JUDY BARBER A.géng?Q

i _PATRICIA RuSH (A.S.C.P.)
{12) Accumulative MEDCASE| (13) Est Accumulative 14) Periodic continue

Cost: OMA Cost: Review Results: 4,80
(15)  “Study Objective:

To determine if coagulation parameters which have been associated

with hypercoagulable states are altered by injection of contrast media.

(16) *Technical Approach:
Prior to the administration of radiographic countrast media, baseline
coagulation parameters are drawn. 24 hours following contrast
injection repeat studies are drawn and compared with the baseline
results, i.e., each patient serves as his own control.

{17) *Progress:
At present 14 patients have been studied. Thus far there has been
no significant coagulation abnormalities from the baseline studies.

Publications and Presentations: None
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DZFARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CEHNTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1)

Date: 30 SEP B0 (2) Prot No.: 807103 {3) Status: Ongoing

)

Title: Etoposide (VP-16-213) Single Agent Chemotherapy in Small Cell
Lung Cancer Patients Refractory to First Line Chemotherapy

(5) Start Date: Jyp 1980 {6) Est Comp Dute: 7982
{7) Principal Investigator (8) Facility: FAMC
N. J. DIBELLA, MD, COL, MC
(9) lept/Src: pepartment of Medicine (10)  Assoc Investigators:
(T1}  Key Words:
Chemotherapy pratocol Michael langin
Small cell lung cancer
(12)  Accumulative MEDCASE, (13) Est Accumulative |{1L4) Pericdic continue
Cost: i OMA Cost: Review Results: 6/80
{15} #Study Objective:
To test the efficacy of VP-16-213 in patients with recurrent or
metastatic small cell CA of the lung.
{16) #Tcechnica! Approach:
Clinical study.
(17} *Progress:

Three patients have been entered on the study. Two patients have
experienced a partial respanse and one patient has had stable disease
for five months. No serious toxicities have been observed.

Publications and Presen.ations: None
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DEPARTMENT OF CLINICAL [NVESTIGATION
FITZSIMAONS ARMY MEDICAL CENTER
Aurora, Colorado 8004t

ANNUAL PROGRESS REPORT
[HSCR 40-23, App. C.) (Detail Summary Sheet)

_T* Date: 30 SEP 80( {Z) Prot No. B0/T04 (3] Status: Ongoing

RO S - C‘f n S i cristine

et} 3z oot 18 Ep  EbgaFatle ot T 5{he RORCPHAR FineRyecYARCEAS
P w7 Start Date:  June 1Y80 6) Est Conp Date: 1983
"7 Principal Investigator (8) Facility: FAMC

N. J. DIBELLA. MD, COL, MC

TGV Jont/Sec . REM-URT, Medicine
T7) Key words:

10) Assoc [nvestigators:

Small cell CA, chemotherapy

12V Accumu'ative MEDCASE
Cost:

(13) Est Accumulative

(T4) Periodic continue

OMA Cost: Review Results: /80
ths) “Study Cbjective: To compare the response, duration of response and
survival of small cell lung cancer patients initially treated with either
(a) Etoposide (VP-16-213) plus vincristine plus cyclophosphamide or (b)
Doxorubicin plus cyclophosphamide or {c) Cyclophosphamide plus vincristine.

To compare the qualitative and quantitative toxicities of the above 3
regimens. \
6T tTechnical Approach:

Clinical study.

17) *Progress:
No patients entered to date.

Publications and Presentations: None
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DEPARTHMENT OF CLINICAL INVESTIGATIUN

FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80044

ANNUAL PROGRESS REPORT

{HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80  (2) Prot No.: 80/105 (3) Status: Ongoing
4) Title: DibromoduTcitoT in Stage IV Metastafic
Malignant Melanoma.

(5) Start Date: June T9B0 {6) Est Comp Date: 1982
7 N e 2L 8 ility: FA
U0 g e, WS L, me 8 Facilivy: Fanc
{9) Dept/Sec: Hem-Onc, DOM (10) A~soc Investigators:
{T1)  Key Words:

Melanoma, chemotherapy MICHAEL LANGIN, CPT MSC
(T2) Accumulative MEDCASE| {13) Est Accumulative |(1L4) Periodic continue

Cost: OMA Cost: Review Results:6/80C
(15) *Study Objective:

To determine the efficacy, duration of response and toxicity of

08D in melanoma.

(16) =*Technical Approach:

Clinical study.

“Progress:
No patients have been entered.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
F1TZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40=-23, App. C.) (Petail Summary Sheet)

(1Y Date: 30 SEP Ao (2) Prot No.: 80/107 (3) Status:on-going

4, Title: Cross Allergenicity among Grasses Determined by Tissue Threashold
Changes

{5) Start Date: 1980 [6) Est Comp Date: 1981
(7) Principal Investigator (8) Facility: FAMC
H.S. Nelson, MD, COL, MC
(9) Dept/Sec:Medicine/Allergy-TImmunol. 10) Assoc Investigators:
{11)  Key Words:
Immunotherapy cross allergenicity B.G. Martin, MAJ, USA, FAMC
R. Renard, CPT, MC

(12} Accumulative MEDCASE| (13) Est Accumulative |(14) Periodic continue
Cost: | OMA Cost: Review Results: 6/80
(15) #Study Objective:
To determine if the cross allergenicity of the western grasses demonstrated
by RAST inhibition can be confirmed in vivo using the tissue threashold
technique.

(16) *Technical Approach:
Patients with broad reactivity to grasses who are beginning immunotherapy
will have titrated sensitivity to the various grasses determined. Separ-
ate groups will ther receive immunotherapy either with all the grasses
to which they are seasitive or only Timothy and Bermuda. It will be
determined whethec therapy with only Timothy and Bermuda suppresses cutanc-

ous SST713¥V%E¥ to .the entire rouqlof grasses as well as does immunotherapy

individual graSs allerg

1t
(1 7"5 I:1~ProgreSs:
Patients have been enrolled in this study and are currently receiving
one year of immunotherapy.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detall Summary Shecet)

(1) Date: 30 SEP B0 (2) Prot No.: BU/TU8 (3) Status: Onaping
) Title: Topical Cocaine for the Relief of Stomatitis in Patients with
Malignancies: A Double-Blind Study.
(5) Start Date: Cctober 1980 (6) Est Comp Date: 1987
(7) Principal Investigator (B) Facility: FAMC
N. J. DIBELLA, MD, CCL, MC
(9) Dept/Sec: HEM-ONC, Medicine {10) Assoc I[nvestigators:
(11) Key Words:
Chemotherapy, Cocaine RICHARD A. ARTIM, MD, CPT, MC

(12) Accumulative MEDCASE] {13) Est Accumulative J(14) Periodic continuve
~ Cost: OMA Cost: Review Results: 9/80
{15)  Study Objective:
A. To determine whether topical cocaine is better than Viscous Xiylo-
caine in the treatment of stomatitis.

B. To determine which concentration uf cocaine affords optimal reiief
and the fewest side effects in the treatment of stomatitis.

(16) *Technical Approacn:
Clinical study - Three different concentrations of cocaine combined

with Viscous Xylocaine will be tested against Viscous Xylocaine alone
in the relief of pain due to stomatitis.

(17} *Progress:
No patients have been entered to date.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 8¢ (2) Prot No.: 71/202 (3) Status: DOpgoing
&) Title:
Evaluation of Peripheral Nerve Injuries at FAMC
{5) Start Date: (6) Est Comp Date:
(7) Principal lInvestigator (BY Facility: FAMC
William W, Eversmann, Jr., COL, MC
(9) _Dept/Sec: (It) Assoc Investigators:

{(TT) Key Words:

neurorrhapy, peripheral nerve Bertram Goldberg, COL, MC

{(12) Accumulative MEDCASE| (13) Est Accumulative J{1L) Periodic continue
Cost: OMA Cost: Review Results: 7/80
(15)  *Study Objective:
To establish a pattern of peripheral nerve repair and recovery
following injuries to pheripheral nerves and in most cases following
neurorrhapy of the peripheral nerve.

(16) =*Technical Approach: Detailed questionnaire follow-up of patients with
peripheral nerve injuries who have undergone repair are followed by detailed

outpatient physical examination and evaluation supplemented by questionnaires.

The questionnaires ire devided into specific detailed questions and are
customized for the level and type of nerve injury.

(17) *Progress: During FY 1980 we have continued the ongoing clinical
data mostly by quescionnaires supplemented with an occasional outpatient
visit and continue to accumulate data for this important nerve injury
evaluation.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) {Detail Summary Sheet)

(17 Date: 30 SEP 80 (2) Prot No.:73/219 (3) Status: gngoing
) Title:

Treatment of Urinary Tract Trauma in the Laboraztory Animal

(5) Start Date: May 1373 (b) Est Comp Date: Indefirnite

T7) Principal investigator (8) Facility: FAMC

Major John A. Vaccaro, M.D., MC

(9) Dept/Sec: Surgery-Yrology Service {10} Assoc Investigators:

{11)  Key Words: Major Mary L. Osborne, M.D., MC

Captain John H. Mani, M.D., MC
Colenel Edward G. Buck, M.D., MC
Colonel Howard E. Fauver, M.D., MC

Trauma-Renal transpiantation

{(12) Accumulative MEJOCASE] (13) Est Accumulative [/14) Periodic continue
Cost: OMA Cost: Review Results: 6/80

{15) “Study Objective:

Investigation of and comparison of various modes of treatment of urological
trauma with emphasis on newer surgical techniques to include renal vascular
repair, Bench surgery and autotransplantation.

(16) #*Technical Approach:
Various techniques of vascular reanastomosis and autotransplantution will be

performed.  This will be followed by IVPs 2-4 weeks postuperatively to
ascertain success ol failure.
Manpower (in prcfessional man years): 24 hours
Funding (in thousands) FY 79: 1.3

FY 80: 2.5
(}7) *Progress:
Continuing experimentation with various techniquer of autolransplantation
continue. Lt is anticipated that this particular protocol witl enjoy increaseun
use in the coming yenr as various compounds such as Inosine are used cxperi-
mentally to prolong warm ischemia time. In additicn to the invaluable
experience gained with vascular anastomoses, Lhis protocol represoents a potential
source ot experimental data of great use in the military sctting where renal
traume 1o Lo be anticipated.
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(1)

(2)

PUBLICATIONS for FY 80 ANNUAL PROGRESS REPORT FAMC WU No 73/219

{Prot No)

Levisay, G.L.: Renal Autotransplantation in the Dog. Proc. of
the Kimbrough Urological Seminar, January (974

Jackson, J.E.: Renal Autotransplantation with Partial Nephrectomy
in the Dog. Proc. of the South Central Section, AUA, Denver, CO,
15-19 September 1974, (Published)

Page, M.E.: Renal Autotransplantation wiith Venal Caval Occlusion,
Proc. of the Kimbrough Urological Seminar, Seattle, Washington,
5 October 1975.
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PRESENTATIONS for FY 80 ANNUAL PROGRESS REPORT AMC WU No 73/219
(Proto No

(1) Levisay, G.L.: Renal Autotransplantation in the Dog. Presented:
Kimbrough Urolfogical Seminar, Washington, v.C., January 1974,

(2) Levisay, G.L.: Renal Autotransplantation in the Dog. Presented:
South Central Section Meeting of the AUA, Denver, Colorado,
September 1974.

(3) Jackson, J.E.: Renal Autotransplantation with Partial Nephrectomy
in the Dog. Presented: South Central Section of the AUA, Denver,
Colorado, 15-19 September 1974.

(4) Jackson, J.E.: FRenal Autotransplantation with Partial Nephrectomy.
in the Dog. Presented: Kimbrough Urological Seminar, San Antonio,
Texas, t4-19 November 1974,

(5) Page, M.E.: Renal Autotransplantation with Venal Caval Occlusion,
Washington, Octobar 1975,

(6) Page, M.E., and Weigel, J.W.: Exhibit-Renal Transplantation with

Proximal Vena Caval. Presented: South Central Section Meeting
in Urolegy, September 1975.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTCR |
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1Y Date: 30 SEP 80 (2) Prot No.: 76720% (3) Status: Ongoing
) Title: Screening Program for Military Children at High Risk for

Hearing Loss -
{5) Start Date: 17 Oct 76 (6) Est Comp Date: yndefined
{7} Principal Investigator (8) Facility: FAMC

Susan T. Slibeck,M.S.,DAC
(9) DCPC/SCC3sgg}?tI/Oto1at1q;glggzié¥g§;}l?ﬂ Assoc lnvestigators:
{11) Key Words: None

Parent Interview

Chart Review

{12) Accumulative MEDCASE] (13) Est Accumulative [{(lL) Periodic continue
Cost: OMA Cost: Review Results: 1/80

(15)  *Study ObLjective:To screen infants and children for information in-
dicating high risk for hearing loss so that early identification and
treatment can Le enhanced,

(16) *Technical Approach: Trained Red Cross volunteers will screen the
medical and family histories of all newborns, pediatric ward patients
(0-6 years of uge), and one-year old Well Baby Clinic patients through
parent interviewv and medical chart reviews. The investigator wil !
review the gathered data for indications of high risk for hearing loss !
and designate children as AT RISK or NOT AT RISK. AT RISK children will i
be tested or until hearing status is definitely established. i

(17) *Progress:The value of other High Risk Registers is well-documented in 1
the literature. Reports of some other registers indicate that 1 out of
57 AT RISK children will be hearing impaired, The registry procedures
used in this protocol have yielded r more economical result: 1 out of
19 AT RISK children were hearing ;. * .red, Once again, it 18 reported
that the effectiveness of th! ,rc¢ ... ds reduced by a shortage of Red
Cross.Voluntears. ' Alternat!- anta . nering techniques may be tried
in the future.
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT

Publications: none
Presentations:

(1) Slibeck, Susan T.: High Risk Factors for Hearing Loss.
Pediatric Department, Fort Carson, CO, December 1976.
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DEFARTMENT OF CLINICAL INVEST!GATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1Y Date: 30 SEP 80 (2} Prot No.: 77/204 {3) Status: Ongoing
%) Title: The Anatomical and Physiological Development of the Flexor
Tendon Sheaths in the Human Fetus.

T5) Start date: September 1979 {6) Est Comp Date: indef.
{7) Principal lInvestigator (8) Facility: FAMO

William W. Eversmann, Jr., COL, MC
T9) Dept/Sec: Orthopedic Ser, Dept of Surg{(10)}) Assoc Investigators:
(17)  Key Words: none

Flexor Anatomical Development Flexor Tendoh

{12) nccumulative MEDCASE] (13) Est Accumulative J(1L) Periodic continue
Cost: - OMA Cost: - Review Results: 12/79

(15) “Study Objective: The objective of this study is to detail the ana-
tomical developmeut embryologically of the flexor tendon sheaths of the
human fetus to 20 weeks of age and to corrulate this development with bio-
chemical chanbes within the flexor muscle mass which are indicative of
developing contractility.

(16) *Technical Approach: Collection of human fetal specimens to 20 weeks
of age gestation and combined anatomical and corre.ative biochemical studies
of the flexor muscle mass.

{17} *Progress: The commerce of the United States has continued to delete
funding for interruption of pregnancy on military personnel and their
dependents. Obtaining specimens for this study has been extemely difficult
or impossible during the past fiscal year. Should this policy by the con~
gress continue consideration is currently being given to convert this study
to a primate study rather than a human use study.

Publications and Presentations: None
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DEPARYMENT OF CLINICAL INVEST.GAT!ION
FITZSIHONS ARMY MEDICAL CENTER
. Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(H3CR 40-23, App. C.)  (Detail Summary Sheet)

(VY Date: 30 SEP 80 (2) Prot No.: 78/200 {3) Status: Ongoing
&) Title:
Anastomosis of the Dog Vas Deferens Using Microsurigcal Technique
(5) Start Date: Anril 1978 (6) Est Comp Date: Indefinite
{7) Principal Investigator (8) Facility: FAMC
Col Howard E. Fauver, M.D., MC
(9) Dept/Sec: Dept of Surgery, Urology SvE (10} Assoc Investigators:
{(11) Key Words: Col Edward G. Buck, M.[T.,MC
Microsurgery-vasovasostomy Maj Jotn A. Vaccaro, M.D., MC
Maj Mar:s L. OUsborne, M.D., MU
. Maj Daniel W. Horne, dM.D., MC
(I2) Accumulative MEDCASE[ (13) Est Accumulative T(fLT'Per;odsc continue
Cost: OMA Cost: Review Results: 4/80
{15} " *Study Cbhjective:

To master the microsurgical anastosis of the vas deferens.

[16) *Technical Approach:

Standard bilateral vasectomy performed on mongrel male dogs. Three weeks:
Saler g two layel microsurgical anastomosis asing 10-0 nyion iz completed.
Three weeks later the dog is sacrificed and bilateral vasograms completed.

{17) *Progress: ' ‘ '
Thirty vasovasotomies weee performed using a variety o suture and micro-

curgical technigues,  Investigators have mastoered the rudimentis of micro-
curgseail vasovasostomy and Colonel Buck, Coloned Fauver and Major Vacoard
have developed cuatticient skill to perform the procedure on human subjects,

Continued experimentation with various sutures and microsurglicar fechmiqgue:s

is being poeotormed.  Since 1t is felt that a minimum of thirty hewes ot micror-

cope Lime s cosential betore this procedure can be pevtormed Do bmmags cubje
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/200
{Blocks | through 17)

(17) Progress, Continued:

this current protocol represents an indispensipble tool for training new
staff and residents. Due to the expertise gained in this area, referrals
are now being obtained not only throunghout CONUS but also Europe.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANHUAL PROGRESS REPORT

VR U ST DO (Detail Summary Sheet)
C o sewes 50 5eP §3 - (2] Prot No.: 787201 (3] Status: Ongoiag
T e o L
(Yinical Studv for Intraocular Lenses
T G e s Seatember 1976 {6) Est Coump Date: Unknown
) Drlocl ol dnvestigator (B) Facility: FiaMC
ootottingbar, Jr., M.D,
Jer t %o Dept ot Sursery T]D3 Assuc lnvestigators:
' ey "ers:(at-ract Richard A. Manson, M.D., COL, MC
e Lar 1 tLance P. Steahlv, M.D., LTC, MC N
Intraocular Lens Kevin 4. Chismire, M.D., Major, MC
Pucr fapharos Craip A: getersmn: Q.g.: ép%, MC
] ' Thomas H. Mader, M.D., Major, MC
L2 ecunulative BEOCASCE (13) Est Accumulative ]fqu Periodic continue
Cust: OMA Cost: | Ruview Results: 4780
t15) wStudy Sheotive:
1), To determine postoperative visual acuitv of patients receiving an

1

intraoccular lens . oand to compare those results with those »f a control group

af patients wheo underge cataract surgery but do not receive an intraocular lens.
2Y. To describe the occarrence and time course of jostoperative vcular
complications and adverse reactions both for intraoccular lens implant subjects
and for control subjects. (cont)

16)  =Technical Approach:

After didactic courses, observations, laboratory practice and assistance with an
experienced implant ~urgeon, a surgeon who can perform ar accomplished cataract
extraction, is then allowed to perform intraocular lens surgery under proper
tutorage. Postoperative examinations include: pachvometry, keratemetry. and
specular microscopy. Contraindications to surgecy include: patients with good
visual potential in only oue eye, proliferative diabetic retinopathy (cont)

17} “Progress:

Due to the initial 25 implants between Septemher 1976 and February 1978 the
implantation of intraocular lenses at FAMC was expanded. We now have

implanted over 200 intravcular lenses.

As a result of the past four vears experilence, we have evolved better puide-~
"in.« for patient selection, better surgical techniques and improved quidance

© v« stopcrative care. Our study includes tabulations of operative (cont)
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/201

(Blocks | through 17}
(10) William G, Carey, M.)., Cpt, MC

(15)

3). To compare the occurence of adverse reactions and ocular complicatiomns
in the implant group and in the control group, in order to delineate any
significant differences.

4). To describe the occurrence of postoperative lens complications for the
implant group, and their relationship to ocular r~omplications.

5). To identify subgroups within the implant study population that are at
"high risk" of particular complications as compared to the control group.

(16) :

rubeosis irides, high axial myopia, and inadequately controlled glaucoma,
Fuch's endothelial dystrophy, and a history of previous retinial detachments
or uveitis.

(17

complicatior.,, postoperative complications, visual results, endothelial
cell loss, corneal thickness changes, changes in corneal astigmatism, and
residual refractive error.

The results of every ophthalmologist implanting intraocular lenses in the
United States addi%ionally compiled by computer in Washington, D.C. bv the
FDA, our results are a small part of this overall study. Final data fronm
this massive studv ic to be completed in the future.
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FAMC WU No (Prot No)  75/201

PUBLICATIONS for fY 80 Annual Progress Report (2nd Part of Detail Summary
Sheet.)
SERVICE_ Ophthalmology DEPARTMENT Dept of Surgery F

(1). Cottingham, Jr., A.J: The initial Fifty Intraocular Lens Implantations
in an Ophthalmology Residency Training Program. Submitted for publication
to the American Journal of Ophthalmology.
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FAMC WU No (Pret No)  78/201

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary

SERVICE

Sheet)

Ophthalmology Dept of Surgery

DEPARTMENT

(1)

(2)

(3)

(4)

()

(6h)

Cottingham, Jr., A.J.: Keratoplasty. Presented: Optometry
Meeting, FAMC, October 1978.

Cottingham, Jr., A.J.: Endopthalmitis - Cause and Treatment.
Presented: University of Colorado Healtnh Sciences Center,
January 1979,

Cottingham, Jr.A.J.: Corneal Keratomycoses. Presented: Universit,

of Colorado Health Sciences Center, January 1979,

Cottingham, Jr., A.J.: Bacterial Corneal Ulcers. Presented:
University of Colorado Health Sciences Center, January 1979,

Cottingham, Jr., A.J.: The Use of Vitrectomy Instrumentation in
Anterior Segment Reconstruction. Presented: Scheie Institute
Trauma Symposia Philadelphia, Pennsylvania, September 1679,

Cottingham, Jr., A.J.: An Analysis of the lnitial Twenty-Five
Intraocular lens Implantations in an Ophthalmologyv Residencwy
'raining Program. Presented: 7th Biennial, Walter Reed
Ophthalmologv Prst (fraduate Course and Alumni Meeting, April 197X,

Cottingham, Jr., A.J.: An Analysis of the Initial Twenty-Five

Intraocular Lens Implantations in an Ophtha’mology Training Program,

Presented: Bascom “almer Eye Institute Annual Resident Alumni
Meeting, June 1978,

Cottingham, Ir,, A.J.: Residual Astigmatism - Postoperative

Keratoplastv, Presented: American Academy of Ophthalmolopy
Chicago, I'linois, 7 Nov 1980.
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DEPARTMENT OF CLINICAL INVESTIGATICN
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-~23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP B0 (2) Prot No.:78/202 — (3) Status: gnening
(L) Titie: Evaluation of the Nitroblue Tetrazolium Test (NBT) in Pyogenic

Arthritis Using Sypoyial Elﬂiq .
{5) Start Date: Septembexr 1979 ESt Comp Date: jndefinire

{7) Principal Investigator (@) Facility: FAMC
Robert M. Campbell, Ir,, CPT MC
{9) Dept/Sec: Orthopedic Service, FAMC {10} Assoc Investigators:
(11)  Key Words: Thomas G. Fry, III, CPT, MC
NBT Test Pyogenic Arthritis

(127 fccumulative F_DCASE] (13) Est Accumulative ]71177Pcr?ndic continue
Cosut: OMA Cost: i Feview Results:12/79
1) “Stadv hiective:
To correlate the NBT test performed on synovial fluid with culture
proven progenic arthritis in the knee joirt.

Y Technical Approach: The coordinated eifort to evaluate the use of
NBT test to predict pvogenic arthritis of the knee joirnt and correlation of
this rest with proven bi culture pyogenic ar.hritis,

7 Progress: A small series of patients have been completed are in
this protocal, A gredater number is needed to determine the useful lness
of this method as an adjunct to the diagnosis and consequently institu-
tional in pvogenic arthritis.

Publications and Presentations: None
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DEPARTMENT OF CLiNICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1)

Date: 30 SEP 80 (2) Prot No.: 76/203 13) Status: Terminated

&)

Title' The Effects of Heterotopic Lymph Node Transplantation on
_Surgically Induced Lymphedema

T5) Start Date: 130 sap 79 {6) Est Comp Dute: 30 Sep 8!
{7) Principal investigator ) Facility: FAMC

Viktor Gottlieb, Major, MC

{9)

Dept/Sec: plasric Surgery {10)  #nssuc lnvestigators:

(T1) Key Words: John D. Rich, Colonel, MC
lymphedema
lymph node tissue
}ymphadnectomy

127 nccumulative MELCASE] (13) Est Accumulative [(14] Periodic continue

N Cont: L L OMA Cost: Peview Results: 12/79

50 Study Injentives The objective is to study the ettect of transplantod
lymph nudes to surgically induced lymphedema in rats.

(16) Tecnhnical Avproach: Five groups treated in various wavs will be
examined tollowing translocation of lvmph tode tissucs  Anocnitial
group of .ix Fisher rats underwent reses tion of ipsilateral popitoal
and inguinal lymph nodes.  The long term demonstration of Dvmphoedoma
in the operated leg will be observed.  Following the oroaren ot
IVmPh"""”M the vartons rescarch groups will be developed.

L/ Progress.

Ten patient's were studied. The protocol was terminated due t¢ ETS
of Principal Investigator.
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FAMC WU No (Prot No)  78/203

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Summary
Sheet.)

SERVICE Plastic Surgery DEPARTMENY of Surgery .

(1) Shesol, B.F., Viktor, Gottlieb: Preliminary Data and Technique for

| The Effects of Hetetotopic Lymph Node Transplantation on Surgically
Induced Lymphedema. J of Plastic & Reconstructive Surgery, Vol 63:6,
June 1979.

Presentations:

- —— e

(1) Shesol B.F.: Heterotopic Lymph Node Transplantation. Presented:
lvy Society Resident's Competition, Hershey, Penna., 1978.

(2) shesol, B.F.: Heterotopic Lymph Node Transplantation. Presented:
Chief Resident's Meeting, Hershey, Penna., 1978.
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DEPARTMENT OF CLINICAL INVESTIGATION
~1TZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
L0-23, App. C.) (Detai) Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.39/200 (3) Status: Terminated
(8) Title: Alterations of Hematostatic Mechanisms in Patients Undergoi: g
Cardi 1 S,
{57 Start gate: 1979 (6) Est Comp Date: 1980
{7) Principal Investiqgator {8) Facility: FAMC
Douglas D, Pritchard, MAJ., MC (cont'

(9) Dept/Sec: Surgery {10) Assoc Investigators:

1) Key Words: Donald G. Corby, COL, MC
cardiopulmonary bypass Judy A. Barber, MT, DAC
hemolysis

) . platelet fungtion .

(T2 iccumulative MEDCASL] (130 Est Accumu]azivng(]E)l%wﬁodic continue
Cust: OMA Cost- i fteview Results: 2/80

(1) TStudy object ive:

1. To evaluate platelet function in patients underqoing cardiopulmonary
by pass procedures.

2. To evaluate the effect of red cell hemolysis on circulating
platelets.

Technrcal A proach:

Twenty adult patients scheduled to underqo cardiopulmonary bypass
procedures will be evaluated. Al) patients taking drugs: aspirin,
persantin, (dipyridamole) or other agents known to alter platelet
function, will be excluded from the study. Platelet function will

be evaluated pre-operatively, in the operating room aftei anesthesia
is induced and chest opened, hourly during the pump procedure, 10 niin
HProGre

S~

This study has been terminated due to the ETS of the Principal
fnvestigator, A similar study evaluating platelet furction in
patients undergoing Cardiopulmonary bypass has recently been
published in Blood, November 1980.

g
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CONTINUATION SHEET FOR FY 30 ANNUAL PROGRESS REPORT Proto No: /3/200

(Blocks | through 17)

(7

(15)

(16)

continued -
John Samuel Clark, COL, MC

continued -~

3. To investigate the cause of platelet dysfunction in patients under-
going cardiopulmorary bypass - platelet activation vs. platelet refrac-
toriness secondary to release of red blood <ell ADP.

4. To attempt to correlate the degree of hemolysis with alterations of
platelet function and clinical hemorrhage post-operatively.

continued -
post protamine administration, and 1,4, and 24 hours post-operatively.

The following laboratory procedures will be done, prothrombin time (PT),
activated partial thromboplastin time (APTT), thrombin time (TT) after
heparin reversal, fibrinogen, and aggregatior to adensine diphosphate
(ADP), (2 and 5 um), collagen, epinephrine, (5.5 um) evaluation of
circulating platelet aggregates according to method of Wu, evaluation
of spontaneous aggregation of platelets in PRP, platelet counts, shape
change estimated Ly electron microscopy, plasma hemoglobin, and RIA
measurements of thromboxane B,, and nucleotide content of platelets

and plasma. Pl'atelets Cyclic“AMP (cAMP) and adeny! cyclase measurements
will be performed on selected samples. All blood will be obtained
through a central venous line which is normally placed in these

patients at the time of surgery for clirical reasons.

Estimates of plood loss will be charted and compared with plasma
hemoglobin leveis. Alterations of platelet function tests vs. time
will be analyzed using analysis of variance with intergroup comparisons.

Ten surgical patients meeting same criteria not undergoing cardio-
pulmonary bypass will also be studied.

Publications and “resentations: None
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DEPARTMENT OF CLINICAL {NVESTIGATION
FITZSIMONS ARMY MEOICAL CENTER
Aurora, Colorado 80045
ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)
(1) Date: 30 stP 80 (2) Prot No.: 797201 (3) Status: Oppoing
(k) Title:
Platelet Furction in Disease States.
(5] Start Date: 5 ... 49 {6) Est Comp Date:  y... g9
{77 Principal lnvestigator (8) Facility: FAMC
Victor Ferraris, M.D., Ph. D, Aurora, CO. 80045
{9) Dept/Sec: DOS/Gepn Surg Sve {10) Assoc Investigators:
{T1)  Key Words:
Prostaglandins Thromboxane T. P. O'Barr E. Swanson
Arachidonic Acid Prostacyclin D. Corby
Platelets J, B, Smith
(12) Accumulative MEDCASE| (13) Est Accumulative |(l14) Periodic continue
Cost: OMA Cost: Review Results: 8/80
{(15) *Study Objective:

a. To develop and assess methods of measuring in vitro platelet function.
b. To investigate the importance of arachindonic acid (AA) metabolism in

platelet function.

¢. To use the TXB,  radicimmunoassay to measure platelet survival.
d. TG use the above described tests of platelet function to screen patients with
various clinical illnesses for disturbed platelet function. (Contd Tacl 1)

(16)

“Technical Approach:

To use tests of platelet function to screen surgical patients for platelet

related abnormalities.

t7)

fProgress:

Aspirin irreverciblv inhibits platelet arachidanic acid metabolism.

The

Thromhaxne radicassay can reliably measure the degree of this inhibition

(see fig. 1).

using tests of platelet function (including TXB,

Patients requiring emergency operation are being screened

levels in serum & bleeding

time) in order to detect the presence of ASA-like effect on platelets in

these preoperative patients.

167

The auestion being asked is,

"Noes the presence
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CONTINUATION SHEET FOR FY B0 ANNUAL PROGRESS ﬁEPORT Proto No: 29/201
(Blocks 1 through 17)

Objectives Continued:
e. To 1nvestigate‘in vivo platelet function using an animal model and

the above described platelet function tests.

f. To propose and test new clinical therapeutic modalities to treat
disease of altered platelet function. These modalities will be based
on the results oprained from pursuing objectives a,b,c,d, and e.

17. *Progress Continued:

of ASA platelet inhibicion cause increased bleeding problems in patients requlring
emergency operation'? Preliminary results indicate that ASA is commonly taken
prior to emergency operation and there 18 no majcr increase in bleeding complica~
tions in patients who have taken ASA preoperatively.
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(1

(2)

FAMC WU No (Frot No) 797201
PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Summary
Sheet.)
SERVICE General Surgery Service DEPARTMENT of Surgery B

Eiseman, B.:
Prognosis of Surgical Disease:
W. B. Saunders Company, 1980

The following chapters were contributed by our staff doctors:

Carcinoma of the Oral Cavity by Richard M. Hirata, M. D.
Reflux Esophagitis by Ross S. Davies, M. D.
Varicose Veins by Lewis Mologne, M. D.

Ferraris, V.A., and Sube, Jenis:

Retrospective Study of the Surgical Management of Reflux Esophagitis Surgery,
Obstetrics and Gynecology, 1980 (in Press).
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FAMC WU No (Pret No) 79/201

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary
Sheet)

SERVICE__ Geperal Surgery DEPARTMENT ¢ SuLrgery

(1) Ferraris, V. A., Suba, Janis:
Retrospective Study of the Surgical Management of Reflux Esophagitis,

Presented:
William Beaumont Army Medical Center, El Paso, Texas, March, 1980.
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DEPARTMENT OF CLINICAL
FITZSIMONS ARMY MEDICA(L CENTER
Aurora, Colorado 80045

INVESTIGATION

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Shect)

Prot No.: 727307 (37 Status: Ongoing

iﬁ Date: 30 SEP 80 {2)
(4]

Platelet Function.

Title: Comparison of Metabolic and Functlonal Changes in Defects of

{5V Start Date: 1972

{G) Est Comp Date: T98I]

7Y Principal Investigator , (8) Facility: FAMC
Donald G. Corby, M.D., COL, MC

(3) Dept/Sec: Cllnical Tnvestigation (10} Assoc Investigators:

T1)  Key Words: John W. Harbell, Ph.D., CPT, MSC
cyclic nucleotides, platelet Thomas P. O'Barr, Ph.D., DAC

function, prostag'andins,
prostacyclins

{127 Accumulative MEDCASE] (13) Est Accumulative (14) Periodic continue
Cost: OMA Cost: Review Results: 11/79

(15) “Study Objective:
To correlate biochemical and functional parameters to gain a better
understanding of the pathophysiology of the disorders of platelet
function.

{(16) =Technical Approach:
Subjects: In most part, this study will deal with the further investi-
gation of the platelet '"defect’ found in the normal newborn infant.
However, since the techniques of studying the biochemical aspects of
platelet function developed in previous studies permit the thorough
evaluation of qualitative platelet disordeis in older children a.ad
adults, the protocol is also Intended to cover the diagnostic

(i7} #*Progress:

Durfng the past fiscal year, three manuscripts have been accepted
for publication. The newborn platelet "affect' now most certainly
appears to be a ''transient membrane phenomenon''.

The original protocol has recently been revised. Future work will
concentrate on ‘breaking down'' membrane activation. Procedures are
now being developed to quantitate platelet membrane glycoproteins,
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 72/302
{Blocks 1 through 17)

(16) Technical Approach - continued 3
evaluation of patients with functional platelet syndromes associated with @1
the "hemorrhagic state'', "

Blood Collection: Samples of cord blood willl be taken from the umbiiical
veln as follows: Immedliately after dellvery, the umblilical cord will be
clamped and an 18 gauge disposable needle will be inserted into the umbilical
veln. Blood will be 4rawn into a plastic syringe and immediately transferred
to a plastic centrifuge tube contalning elther (1) 10% by volume of

0.1 M buffered citrate anticoagulant or (2) a purple-topped tube contain-

ing EDTA, Samples from the mother which will serve as controls will be taken
either prior to or at the time of delivery using a two-syringe technique
where a butterfly-type needle is Inserted into the antecubital vein. A

small amount of blood (0.5-1 ml) is drawn into this syringe at this time ;
then a second syringe containing the appropriate anticoagulant is connected
to the end of the butterfly needle and the desired sample is drawn directly
into this syringe, mixed well by inversion, and transferred to a plastic
centrifuge tube. Samples from patients or normal 3dult volunteers will be
collected in the same manner when needed.

Platelet Function Studies:

When Indicated clinically, platelet counts, bleeding times, platelet adhesion,
and platelet aggregation In response to ADP, collagen, epinephrine, or
ristocetin will be performed in the Coagulation Section, Department of
Pathology or the Biochemistry Service, Department of Clinical Investigation.

Biochemical Studies:

PSSR NIA g

e

Assessment of the content and release of the conter.t of the platelet's sub-
cellular storage organeiles (alpha and dense granules) and evaluation of
the platelet membrane will include, but not be limited to the following:

pibevdadunis /st

a) content and releuse of adenonine nucleotides and serotonin in the
dense granules.

b) assessment of cyclooxygenase activity by measuring Thromboxane
and malondialdehyde formation.

c) electron microscopy and mepacrine staining of dense granules.

d) content of platelet factor 4 and B-thromboglobulin activity in the
alpha granules.

e) production of platelet-derived growth factor by 3H-thymidine in-
corporation in 373 mouse fibroblasts by platelet lysates.

t) measurement of secretable acid hydrolases (B-glucuronidase, B-
galacvosidase, and membrane P-nitrophenyl phosphatase) activities.

g) membrane glycoprotein and phospholipid content.

h) release of arachidonate from membrane phospholipids by phospho-~
lipase C and diglyceride |lpase.

i) mobilization of Ca++,

J) other studies as they become available.

2
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:72/302

(Blocks ) through 17)

(16) Technical Approach -~ continued

Other studies to be conducted include the measurements of ADP receptors
and alpha-adrenergic receptors, adhesion of platelets to deendothelialized
rabbit aortic subendothelium and prostacyclin activity in umbilical veins,
Procedures already available in the Blochemistry Service, Department of
Clinical Investigation, are designated by an asterisk. Other procedures
are readily available in the literature and will be developed as needed.
Statistical Analysis:

Differences between the platelets of new Infants and their mothers will be
compared using the unpalred Student's t-test. Clinically oriented studies
will be performed and compared with normal adult volunteers as controls.
(17) Progress - contlinued

formation of diglyceride and arachlidonate from membrane phospholipids

will also be assessed. Other studfes planned include assessment of alpha
granules content (B-thromboglobulin and platelets factor 4).
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" FAMC WU No (Prot No)  72/302

PUBLICATIONS for FY 80 Annual Progress Report {2nd Part of Detail! Summary
Sheet.)

SERVICE DEPARTMENT of Clinical Investigation

(1) Corby, D.G., Shigeta, F.H., Greene, H.L., and Stifel, F.B.:
. Platelet Dysfunction in Glycogen Storage Disease Type | (GSDI):
Reversal with Total Parenteral Allmentation (T A). (Abst.) Clin.
Res. 21:304, 1973.

(2) Corby, D.G.,-Preston, K.A., Shigeta, F.H., Q0'Barr, T.P., and
Zuck, T.F.: Adverse Effect of Gel Filtration on the Adenine

Nucleotides of Human Platelets. ({Abst., P. 107), Il Congress,
Internatlonal Soclety on Thrombosis Hemostasis (Vienna, Austria),
June 1973.

(3) Corby, D.G., (intr. by Wm. E. Hathaway): Mechanism of Platelet
Dysfunction in Newborn Infants. J. Ped. Res., Vol. 8, No. 4,
April 1974,

(4) Corby, D.G., Preston, K.A., O0!Barr, T.P.: Adverse Effect of
Gel Filtration on the Function of Human Platelets. Proceedings
of the Society for Experimental Biology and Medicine, 146:96-98,
1974,

(5) Corby, D.G., Putnam, C.W., Greene, H.L.: Impaired Platelet
.Function in Glucose-é-Phosphatase Deficiency. The J. Ped.,
85:71-76, July 1974,

(6) Corby, D.G., and Zuck, T.F.: Newborn Platelet Dysfunction: A
Storage Pool and Release Defect. Thrombosis and Haemostasis,

36:200-207, 1976.

(7) corby, D.G., Goad, W.C., Barber, J., and O'Barr, T¢ t: Evaluation
of Cyclo-Oxygerase Pathway in Platelets of the Newborn, Thrombosis
and Haemostasis (Stuttgart), 38:35, 1977 (Abstract).

(8) Corby, D.G., 9'Bar-, T: L: Decrease in =-Adrenergic Binding
Sites in Newborn Platelets: Cause of Abnorma' Response to
Epinephrine? Blood, 52:161, 1978.

(9) Corby, D.G.: Aspirin in Pregnancy: Maternal and Fetal Effects.
Pediatrics, 62:930, 1978.

(10) Corby, D.G., O'Barr, T.P.: Decreased Alpha-Adrenergic Receptors in
Newborn Platelets: Cause of Abnormal Response to Epinephrine.
Dev Pharmacol & Ther, In Press.

(11) corby, D.G., 0'Barr, T.P.: Neonatal Platelet Function: A Membrane-
Related Phenomenon. Haemostasis, In Press.
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Publicatlons for FY 80 Annual Progress Report (72/302) - continued

| (12) Corby, D.G., O'Barr, T.P.: Newborn Platelet Function. Chapter in L
' Book '"Acquired Bleeding Disorders In Childhood'". Masson Publ, In Press. ‘

Presentations:

(1) Corbv, D.G., Shigeta, F.H., Greene, H.L., and Stifel, F.B.:
Platelet Dysfunction in Glycogen Storage Lisease Type | (GSDI):
Reversal with Total Parenteral Alimentation (TPA). Presented:
Western Society for Pedlatrlc Research, Carmel, California,
February 1973.

(2) Corby, D.G., Pres.on, K.A., Shlgeta, F.H., O'Barr, T.P., and
Zuck, T.F.: Adverse Effect of Gel Filtration on the Adenine
Nucleotides of Human Platelets. Presented: [{I Congress,
International Society on Thrombosis and Hemostasis, Vienna, !
Austria, June 1973.

(3) Corby, D.G.: Mechanism of Platelet Dysfunction in Newborn 1S
Infants, Society for Pedfatric Research, APS-SPR, Washington, 4
D.C., May 1974.

(4) Corby, D.G., Goad, W.C., Barber, J., and 0'Barr, T.P.: Evaluation

of Cyclo-Oxygenase Pathway In Platelets of the Newborn. Presented: k
Vith international Congress on Thrombosis and Haemostasis,
Phijladelphia, Pennsylvania, June 1977. k

(5) Corby, D.G. and 0'Barr, T.P.: Decreased - Adrenergic Receptors
In Newborn Platelets: Cause of Abnormal Response to Epinephrine?
Presented: ViIlth Congress International Society of Thrombosis
and Haemostasis, lLondor, England, 1979.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, app. C.} (Detail Summary Sheet)

(1) Date: 30 SEP B0 (2y Prot No.: 73/305 (3)_Status: Terminated
{4) Title: Computer Storage and Analyses of Mycnbacteriologic Laboratory
Data from Tuberculosis Patients.
(5) Start Date: 1968 {6) Est Comp Date: Nov 1980
{7) Principal Investiga%or (8) Facility: FAMC
G.L. Brown, Pn.D., COL, MSC (cont'd)
(9) Dept/Sec: Clinical Investigation {10} Assoc Investigators:
(11) Key Words: Mary V. Rothlauf, M.S., DAC
Computer Storage
Mycobacteria
Tuberculosis

(12) Accumulative MEDCASE 13) Est Accumulative 14) Periodic continue
Cost: OMA Cost: Review Results: 9/80
(15)  =Study Objective:
To establish and maintain an indepth data base of mycobacteriological
data on FAMC tuberculosis service patients.

(16) *Technical Approach:
Since 1968, all mycobacteriologic results on FAMC tuberculosis patients
have been stored in a computer file. Presently 2641 patient records
encompassing 59,269 messages have been accumulated in the computer file.
Patient datz include: smear and culture results, drug susceptibilities
of mycobacterial isolates, initial drug therapy data, serum tests,
data on special study patients, and experimental data on methodology
(17) *Progress: studies.
No data has been added during FY 1980 due to the fact that no positive
patients have bzen admitted during this period. Due to the rarity of
positive patients, this protocol has been administratively terminated.
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(Blocks 1 thr: 7}

(7) continued-
J.J. Damato, MAJ, MSC

Publications: None

Presentations:

(1) Brown, G.L., and Rothlauf, M.V.: Laboratory Management of the Tuber-
culosis Patient. Computer File Analyses of Six Year Data. Presented:

Society of Armed Forces Laboratory Officers, San Antonio, Texas,
September 1976.

(2) 8rown, G.L., and Rothlauf, M.V.: Computer Utilization in the Laboratory.

Presented: Colorado State University, Ft. Collins, CO, April 1977.
(3) Brown, G.L., and Rothlauf, M.V.: Computer File Analyses and Utilization

of Mycobacteriology Laboratory Data. Presented: Colorado State
University, May 1378.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

{17 Date: 30 SEP 80 {2) Prot Ne.: J7h4/300 (3) Status: Terminated
(L) Title: Microbiological Research in Tuberculosis.
{5) Start Date: 197k {6) Est Comp Date: 1980
(7) Principal Investigator (B) Facility: FAMC
G.L. Brown, Ph.D., COL, MSC (cont'd)
{9) Dept/Sec: Clinical lInvestigation {10) Assoc Investigators:
{11) Key Words: Mary V. Rothlauf, M.S., DAC
Tuberculosis Research Donald D. Paine, B.S., DAC
(12) Ccunulative MEOCASE] (13) Est Accumulative J(154) Periodic continue
Cost: OMA Cost: Review Results: 4/80
(15)  “studv Objective: -
To evaluate and/or design new methods for improving diagnostic
laboratory procedures in mycobacteriology and to maintain an in-
depth data base of laboratory results on tuberculous patients.
(16) +*Technical Approach:
1. Comparison of Middlebrook 7H11 CA Agar with modifications thereof.
2. Tests for identification of mycobacterial species.
3. Evaluation of drug susceptibility tast media.
L4, Characterization of non-mycobacterium tuherculosis species isolated
from experimental media.
5. Characterization of contaminants growing on experimental media. (cont'd)
ii7) “Progress:

Administratively terminated and rewritten as protocol 80/301.
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CONTINUATION SHEET FOR FY B0 ANNUAL PROGRESS REPORT Proto No: 74/300
(Blocks 1 through 17) . L2208

(7) continued - James J. Damato, MAJ, MSC
{(16) continued-

6. Comparison of smears before and after decontamination to determine
possible loss of staining characteristics and viability.
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FAMC WU No (Prot No) 74/300

PUBLICATIONS for FY 80 Annual Progress Report

SERVICE Microbiology DEPARTMENT of Clinical Investigation

(1) Xolb, J.G., Rothlauf, M.V., and Brown, G.L.: 'solation of Mycobacterium
kansasii on Mitchison's Selective 7H11 medium. (Abst.) American
Society for Microbiology, C-69:47, 1977.

(2) Rothlauf, M.V., Brown, G.L., and Blair, E.B.: Isolation of Mycobacteria
from Undecontaminated Specimens with Selective 7HI0 Medium. (!n Press)

Presentations:

(1) Kolb, J.G., Rothlauf, M.V., and Brown, G.L.: Isolation of Mycobacterium
kansasii on Mitchison's Selective 7JHI1 Medium. Presented: American
Society for Microbiology, New Orleans, LA, May 1977.

(2) Brown, G.L., and Rothlauf, M.V.: Effects of Aloha-tocapheral and/or
Altitude Stress on BCG Vaccinated Mice. Presented: National Jewish
Hospital, Denver, CO, June 1978.

(3) Damato, James J.: Rapid Methods for Differentiative Mycobacterial
Species. Presented: University of Northern Colorado, Greely, CO,
October 1979.

(4) Damato, J.J.: Biochemical Methods for Differentiating Mycotacteria.
Presented: Co'orade State University, Ft. Collins, CO, May 1980.
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DEP+# RTMENT OF CLINICAL INVESTICGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPOPT
(HSCR 40-23, App. C.) (Detall Summary Sheet)

{1) Date: 30 SEP 80 {(2) Frot No.: /67307 (3) Status: Ongoing *
&) Title: Pancreatic lslet Transplantation in Diabetic Aninals.
{5} Start Date: }976 {6) Est Comp Date: 1982
T{7) Principal Investigator (8) Facility: FAMC
Qayic} I. Zolock, Ph.D., CPT(P), MSC
9 Dept/Sec: c1ipnical lnvestigation 10) Assoc Investigators: -
(17) Key Words: Donald G. Corby, M.D., COL, MC
Diabetic, Pancreatic Islets,
Transplantation

(T2} Accumulative MEDCASE| (13) Est Accumulative |(I4) Periodic continue

'. Cost: OMA Cost: Review Results: 10/79
(15)  #Study Objective:
Informat on derived from islet transplantation experiments indicates
that diabetes mellitus can be effectively treated in animals. For

this treatment anproach to become practical in humans it appears

obligatory to achieve effective animal allograft islet transplants.

This goal has not been realized and thus the current protocol directlv

attempts to perform allogeneic islet transplantation in diabetic animals.
(16) *Technical Approach:

Pancreatic :slets are isolated and purified from donor strain rats and

under various conditions are transplanted to Lewis recipient rats. Tne

assessment of transplantation success is made by measurement of daily

urine volumes and 24 hr urine glucose excretion in addition to serum

glucose values.

{(17) =Progress:
Isograph trarsplantations are approximately 95/ successful. Allografts
have been unsuccessful. Culturing the islets for 7 days may help to
alleviate this problem by destroying the lymphocytes. An lsograft
transplantation of frozen islets in a glycerol medium was partially
successful since the animal was partially cured before reverting back
to diabetic.

2%This study was inadvertently shown as completed in the last FY reporc.
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FAMC WU No (Prot No)  76/301

PUBLICATICONS for FY 80 Arnual Progress Report (2nd Part of Detail Summary
Sheet.)
SERVICE __ Biochemistry _ DEPARTMENT _ of Clinical Investigation

1t) Charles, A., Noble, S., Ownbey, J., Brown, G.L., and O0'Barr, T.P.:
Mechanisms of islet Allograft Rejection. (Abs*.) Journal of the
American Diabetes Association, 1979.

(2) Charles, M.A.: Islet Allograft Transplantation in Diabetic Rats.
Diabetes 26: 1978.

Presentations:

(1) <Charles, M.A.: lIslet Allograft Transplartation in Diabetic Rats.
Presented: American Diabetes Association National Meeting, 1978.




DZPARTMENT OF CLINICAL INVESTIGATION
FITZS'MONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.)  (Detail Summary Sheet)

{1) Date: 30 SEP 80 (2) Prot No.: 77/300 (3) Status: 0Ongoing
(&) Title: [mmunologic Disorders in Children and Adults: 1. Correlation

of Impune Fuynctions in the lmmunodeficiency State. 11, Correlation(cont'd)
{5) Start Date: | Qctober 1977 (6) Est Comp Date:  Open ended

{7) Princlpal Investigator (8) Faciiity: FAMC

Ph.D., COL, MSC
(9) Dept/%ec: Clinical Investigation J (10} Assoc Investigators:
Corby, M.D., (OL, MC

(11) Key Words: Donald G.
Immunologic Disorders R. Stephen Whiteaker, Ph.D.,
CPT, MSC

[12) Accumulative MEDCASE| (13) Est Accumulative |(14) Periodic continue

Cost: OMA Cost: Review Results: 4/80
(15)  *Study Objective:
Existing specialized immuno-chemical procedures will be consolidated

into a registered protocol for use, on 3 consultative basis, by the
hospital staff.

e -
™. Ll L

(16) *Technical Ap,roach:
A clinical laboratory immunology consultation service has been estab-

lished. Main emphasis is performance and evaluation of specialized
immuno-chemical *ests, for training house-staff personnel and con-
sultative support of hospital. The major areas of studies include
humoral and cellular immunity and leukocyte function evaluation.
Patients are selected on the basis of severity of recurrent infections,
(17) #*Progress:
A total of 267 patients were evaluated on consultative basis for
immunologic disorders. During this period ten physician housestaff
personnel were alco trained in laboratory clinical immunology pro-
cedures (humoral and cellular). Patients studied: 159 in the area
of serum protein gammapathies and 108 for special studies of cellular
Subjects with indicated major findings were as !
immunologic disorders-serum protein profile

—— e

immunologic problems.
follows: 1) Humoral
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CONTINUATION SHEET FOh FY 80 ANNUAL PROGRESS REPORT Proto No:_77/300

(Blocks 1 through 17)

(4) continued - of immure Functions of Leukemia and other Childhood Malignancies.

(16) continued -

clinical immuncdeficiencv state, lack of response to medical management
and availability of clinical Investlgation service for laboratory evaluations
for patient care.

(17) continued -

evaluations: 13 cryoglnbulinemias, 89 serum protein gammapathies, 39 immuno-
globulin disorders (heavy and light chain and b?nign spike), 18 hypogamma-
globulinermias, 18 hypergammaglobulinemias, 4 (  complement abnormalities;
11) Cellular immunologic disorders-lymphocyte evaluations: 108 lymphocyte
blast transformations (PHA, Con A, Pokeweed Mitoger), 10) T-lymphocyte
enumeratives, of these »C, 10, and 6 patients were recorded suppressed

post PHA, PWM and candida stimulations, respectivefy. I11) Miscellaneous
evaluations: 20 B-cell flourescent taggings, 26 NBT evaluations, 13 meutro-
phil chemotactic studies, 7 monocyte chemiluminescence evaluations.

Publications: None

Presentations:

(1) Brown, G.L. and Heggers, J.: Medical Mycology: Assessment of
bacteriologic and seroligic parameters of clinically-important
mycoses normal and immunologic comprised host. Presented:

American Medical! Tecanologist Educational Seminars, Denver, CO,
July 1979.
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DEFARTMENT OF CLINICAL INVESTIGATI 2N
FITZ5IMONS ARMY MEDICAL CrHTLE
Aurora, Colorado 8004

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(") Daro: 30 StP 50 (2) Prot No.: 78/30] 2 _Statut: Completed
\’T‘T Tivle: H

Radiometric Methods for the Rapid Detection, identification and

oy —2Msceptibili tx_'[es.ting_gf_.ﬂy_ch.a.c_tﬁLLuP épen
/

U;hASLal[ Jdare: 1978 ] o Q_l;i_Amg_lSBQ,‘,.

TV Princical Invest fgator - (3 FuLlllty: i AMC

_.._J.J. Damato, MAJ, MSC (cont'd) e

4«7‘; '\_»[/.kj'. of Clinical |nve5tlgation (]O) AS S (..(_JLJ(‘U‘(M\:

1T Key words: Mary V. Rothlauf, M.S., DAC
Mycobacteria Kenneth McClatchy, Ph.D., NJH
Radiometric testing

R \fu~iul111Va‘F;EETE3? 137 Est Accumulative Jilh4) Pericdic

o Cowt: 1 OMA Cost: L Feview Resultn:

ahy BT l“ OI}J:’_th\/C: )
To develop radiometric methodology for rapid detection, identification

and susceptibility testing of mycobacteria isolate from patients!'
specimens.

ey Technical dyproach:

C]h substrates are emplioyed to detect the early growth of mycobacteria
in various medium bases. In addition. various chemical agents are
heing evaluated and incorporated in these bases in order to attempt to
differentiate the various mycobacterial species and provide early
susceptibility data.

7 'l[\)("';"
Eighty nine smear positive sputum specimens were evaluated using
radiometric and standard plate isolation procedures to determine the
methodology which would provide the earliest detection and maximum
sensitivity. Rapid detection and maximum recovery may be expected by
inoculating a combination of radiometric broth and plate media.
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/301
(Blocks } through 17) —

(7) continued -
G.L. Brown, Ph.D., COL, MSC

Publications: None

Presentations:

(1) Damato, J.J. Rapicd Methods for Differentiating Mycobacterium Species.
Presented: University of Northern Colorado, Greely, CO, October 1979.

(2) Damato, J.J., Rothlauf, M.V., and McClatchy, J.K.: Differentiation of
Tubercle Baci!li and Nontuberculous Mycobacteria by a Radiometric
Method. Presented: Annual Meeting of The American Society for |
Microbiology, Miami Beach, FL, May 1980.

(3) Damato, J.J., Rothlauf, M.V., and McClatchy, J.K.: Differentiation of
Tubercle Bacilli and Nontuberculous Mycobactaria by a Radiometric
Method. Presented: Nationa)l Jewish Hospital and Research Center,
Denver, CO, June !980.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER 4
Aurora, Colorado 80045 f}

ANNUAL PROGRESS REPORT
(HSCR L40-23, App. C.) (Detail Summary Sheet)

(T) Date: 30 SEP 80 (2) Prot No.: 78/302 (3} Status: Completed
(&) Title: Adsorbtion of Propoxyphene by Activated Charcoal
(5) Start Date: Jan 1978 {6) Est Comp Date: ) July 1980
17) Principal Inve:tigator {8) Facility: FaMC
W.Nicholas Glab, SP6, B.S. ___
{9) Dept/Sec: Clinical Investigation (10}  Assuc [nvestigators:
(11)  Key Words: Fropoxyphene Donald G. Corby, M.D., COL, MC
Activated Charcoal Walter J. Decker, Ph.D.
Toxicity Virginia R. Coldiron, M.S.

{12) Accumulative MEDCASE] (13) Est Accumulative 1Y117 Periodic continue
Cost: OMA Cost: i Review Result«: 11/79

(15) #Study Objective: To determine the efficacy of activated charcoal in
the emergency management of propoxyphene overdosage.

(16) =Technical Approach: Holtzman rats (120-150 g) were adminicsteied 4
propoxyphene hydrochloride (P-HC1, 350 mg/Kg) or propoxyphene naysy-
late (P-N, 825 mg/Kg) dissolved or suspended in 5« acacia in H,O.
After 20 minuvtes, the rats were administered either AC at 10 times
the drug dose or water. Surviving rats were sacrificed at 1,2,4,9,;
12 and 24 hr; the brain, liver and both kidneys were removed intart, t
weighed, and stored at -70°C. After lyophilization, the tissues were

{17) *Progress: Tnere were significantly less deaths in rats who received
P-HC1+AC or P-N - AC than rats who received either P-HCl or P-N alone
(9vs19, p 0.C1 and 5vs10, p 0.05 respectively). Tissue levels of pro-
poxyphene and norpropoxyphene were similarly significantly reduced.
These studies provide further evidence of the efficacy of AC in pro-
poryphene overdosage.

A

188




(16)

CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:
(Blocks 1 through 17) v

continued-
analyzed for propoxyphene and its metabolite, norpropoxyphene

by GLC.

78/302




(To all C's, Depts/Svcs)

PUB- ICATIONS occuring during FY 80

SERVICE _ Surgical Research Laboratories DEPARTMENT _of Clinical lnvestigation

(1) Glab, W.N., Corby, [.G., Decker, W.J., and Coldiron, V.R.:
Prevention of Propoxypbhene Absorption by Activated Charcoal in
Rats: Clinical and Pharmacological Correlations. Vet & Human
Toxicol (in press).

(2) Glab, W.N., Corby, D.G., Decker, W.J. and Coldiron, V.R.:
Decreased Absorption of Propoxyphene by Activated Charcoal.
Submitted for publication to J of Fundamental and Applied
Toxicology.

PRESENTATIONS:

(1) Glab, W.N., Corby. D.G., Decker, W.J., and Coldiron, V.R.:
Prevention of Propoxyphene Absorption by Activated Charcoal
in Rats: Clinical and Pharmacological Correlations. Presented:
AACT/AAPCC/CACAT Meeting '"Clinical Toxicology '80", Minneapolis,
Minnesota, 6 Aug 1980.
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iONTlNUATlON SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:
Blocks ! through 17) e——
78/303

. g
(7) continued - . 3
T.P. 0'Barr, Ph.D., DAC r1

Walter J. Decker, Ph.D., Department of Pharmacologv/Toxicology, University j
of Texas Medical Branch, Galveston, TX 4

(16) continued -
chloroquine. quinidine, quinine, ferrous sulfate, iodine phenal,
methylsalilcylote, 2,4-D(20%), malathion (50%), dDT, N-methyl carbamate,

basic acid (3%), d-propoxyphene hydrochloride, mineral acids, sodium and
potassium hydroxide, sodium metasilicate, and talbutanide.

(V7) continued -

being conducted in order to determine the optimum conditions for binding
of iron and other harmful drugs to humic acid.

Publi~>stions and Preseniations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPQRT

(HSCR 40-23, App. C.) {(Detail Summary Sheet)

(1) Date: 30 SEF 80 (2] Prot No.: 78/30h (3] _Status: Ongoing

(4) Title: Treatment of lron-deficiency Anemia 1: Comparison of Hematologic
Parameters following Treatment with Carbonyl lron of Ferrous Sulfate(cont'd)

(5) Start Date: 1978 (6) Est Comp Date: 1981

(7) Principal Investigator (®) Facility: FAMC
Donald G. Corby, M.D., COL, MC

(9) Dept/Sec: Clinical Investigation {(10)  Assoc Investigators:

(17)  Key Words: Waltar J. Decker, Ph.D.
Iron-deficiency Anemia Director, Dept. of Pharmacology/
Carbonyl iron, Ferrous Sulfate Toxicology, Univ. of Texas Med.
hematocrit values Br., Galveston, TX.

(12)  Accumulative MEDCASE| (13) Est Accumulative |[[14) Periodic continue
Cost: OMA Cost: Review Results: 12/79

(15 *Study Ubjective.

To evaluate carbonyl iron in the treatment of experimentally induced
iron deficiency in the rat.

(i6) #Technical Approach:

This will be a comparative study of hematocrit values using an aninal
model. In addition, this study will evaluate CBS indices, serum iron,
unsaturated iron-tinding capacity, free erythrocyte protoporphvrin
levels, ferritin levels, and stainable bone marrow iron. This experi-
ment will be conducted in three phases in which the first two phases
will be identical due to time, space, and personnel limitations to
“Progress:

Delays in initiating this project have occurred because of require-
ments for animal housing for other registered research projects.
Carbonyl iron and iron-free diets have been received. Animals are

on order; study expected to begin within the next month.
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CONTINUATION SHEET FOR FY B0 ANNUAL PROGRESS REPORT Proto No: 78/304
(Blocks 1 through 17) 187304

(4) continued - in Wistar Rats.

(10) continued -

Penelope Rich Glese, B.S., SSG X
Lawrence E. Jones, M.T., DAC
Troy Engle, SFC

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C., (Detail Summary Sheet)

(1) Date: 30 SEFP 80 (2) Prot No.: 79/300 (3) Status: Ongoing
{4) Title: A Study of the Hormone-Dependent Growth of Human
Mammary tumors In Vitro

15) Start Date: 1979 . {6) Est Comp Date: opn going
{7) Principal Investigator (8) Facility: FAMC

John W. Harbell PhD, Cpt, MSC

(9) Dept/Sec: DCi/SRLS 10) Assoc Investigators:
(11)  Key Words: Donald Mercill, BS DAC
Breast Tumors Lesie XKramer, BS, Sp5

TT2) Accumulative MEDCASE] [(13) Est Accumulative |(14) Periodic continue
Cost: OMA Cost: Review Results: 3/80

(15)  “Study Objective:

To examine the hormone requirements for the growth of human

mammary tumors using explant organ culture.

(16) =*Technical Approach:

Tissue samples are obtained from biopsy or mastcctomy spucinmens.
Each sample is cut into many small pieces and distributed, for
culture, in a battery of hormone combinations. Replicate samples
from each hormone combination are subjected to the appropriate
radiolabelled precursor to determine DNA,RNA, and protcin
synthesis. Histology and macromolectlar synthesis measurce response.
{17} *Progress:

To date, over 50 samples of normal, hyperplastic and malignant
human breast tissue have been studied. The interaction of in-
sulin with ovarian and pituitary hormones has been the major
thrust thus far. As expected from rodent studies, normal hu-

man mammary epithelium required insulin to undergo maximum
proliferation when stimulated by other mammatrophic hormoncs.
However, even malignant epithelium which was apparently in-
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/300 ’
(Blocks 1 through 17) .

sensitive to the other mammatrophic hormones also showed a
marked insulin dependence. Due to the small number of human
carcinomas available, corollary experiments with rodent tissue
were completed to characterize the biochemistry of this de-
pendence. Normal, benign, and malignant murine mammary epi-
thelia were studied. Each required insulin while only the normal
and benign required ovarian and pituitary hormones. Assess-
ment of DNA,RNA,and protein synthesis as well as glucose
utilization demonstrated that DNA synthesis was the most sen-
sitive to the insulin concentration with the other parameters
markedly less so.




FAMC WU No (Prot No) _ 79/300

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Sumrary
Sheet. )

SERVICE Surgical Research Lab's DEPARTMENT of Clinical Investigation

1. Harbell, J.W.: Insulin Action on Normal and Transformed GR/A

Strain Mouse Mammary Tissues. (Abst) Ann Tissue Culture Assoc, 1980.

Harbell, J.W.: Insulin Action on Normal and Transformed GR/A
Strain Mouse Mammary Tissues. In Vitro 16(3):247, 1980.
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FAMC WU Ne (Pret No)  79/300

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary
Sheet)

SERVICE Surgical Research Lab's DEPARTMENT _of Clinical Investigation

1. Harbell, J.W.: Insulin Action on Normal and Transformed GR/A Mouse
Mammary Tissues. Presented: 3lst Annual Meeting, Tissue Culture
Association, St. Louis, MO, June &, 1980
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DEPARTMENT OF CLINICAL {NVESTIGATION
( ) FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detall Summary Sheet)

(1) Date: 30 SEP BO (2] Prot No.: 79/301 (3) _Status: Ongoing
(4) Title: Bacic Studies to Hasten Recovery from or Help Prevent
Bone Injury

(5) Start Date: February 1979 (6) Est Comp Date: OQctcober 1982

{7) Principal Investigator (B) Facility: FAMC
David T. Zologck. Ph.D., CPT(P), MSC

(9) _Dept/Sec: Clinical Investigation | {10) Assoc Investigators:

(I'1)  Key Words: Daniel D. Bikle, M.D., Ph.D.
Vitamin D, Caicium, Bone, Intestine, Veterans Administration Med.Ctr.
Calcium Binding Protein San Francisco, CA

(12) Accumulative MEDCASE| (13) Est Accumulative |{l4) Periodic continue
Cost: OMA Cost: Review Results: 3/80
(15)  *Study Objective:
To reduce the inc:dence of fracture wounds and to reduce the time in-
volved to heal fracture wounds by increasing the absorption and re-
tention of calciun and phosphorus through nutritional and medical
therapeutic improvements.

(16) *Technical Approach:
Since bone mineralization is indirectly regulated by intestinal absorp-
tion, the bone as well as the intestinal responses to various therapeutic
measures, will be studied. In general the animal of choice will be
chicks, which will be fed a vitamin D deficient diet containing 0.43%
phosphorus for approximately three weeks.

(17) +*Progress:
The initial vitamin D mediated calclum transport across the lumen and
the mediated mucosal calcium accumulation in 1,25-dihydroxycholeciferol
repleted rachitic chicks do not depend on the synthesis of the vitamin
D dependent intestinal calcium binding protein or other protein synthesis.
However, protein synthesis is necessary for the vitamin D mediated
calcium uptake in bone. The homogeneous purification of calcium binding
protein is almost complete. This preparation will be used to determine




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:_79/301
(Blocks 1 through 17)

(17) continued -

if calcium binding protein, injected intraveneously, will affect calcium
uptake in the bone and calé¢ium transport and accumulation in the intestine
in rachitic and vitamin D repleted chicks which have blocked protein
synthesis.
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FAMC WU No (Prot No)  79/301

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Detail Summary

SERVICE Biochemistry

(1)

(2)

(3)

(&)

(5)

Sheet.)

DEPARTMENT cf Clinical Investigation

Zolock, David T., Morrissey, Robert L., and Bikle, Daniel D.:

"Meaning of Non-parallel I,ZS(OH)5 D, Mediated Response Relationships

in Intestine and Bone to Dose and Tfme in Vitamin D; Biochemical,
Chemical and Clinical Aspects Related to Calcium Metabolism.
Walter DeGruyter, Inc., New York, 1979.

Bikle, D.D., Morrissey, R.L., Zolock, D.T. and Herman, R.H.: Stimulation
of Chick Gut Alkaline Phosphatase Activity by Actinomycin 0 and 1,25~
dihyroxyvitamin D,: Evidence for Independent Mechanisms. J tab Clin

Med 94:88-94, 1979.

Bikle, D.D., Morrissey, R.L., and Zolock, D.T. The Mechanism of
Action of Vitamin D in the Intestine. Am J Clin Nutr 32:2322-2338, 1979.

Morrissey, R.L., Zolock, D.T., Mellick, P.W., and Bikle, D.D.: Influence
cf Cycloheximide and 1,25-dihydroxyvitamin D, on Mitochondrial and
Vesicle Mineralization in the Intestine. Cefl Calcium 1:69-79, 1980.

Bikle, D.D., Askew, E.W., Zolock, D.T.,, Morrissey, R.H. and Herman, R.H.:
Calcium Accumulation by Chick Intestinal Mituchondria: Regulation by
Vitamin D, and 1,25-dihydroxyvitamin D,. Biochem, Biophys Acta 598:
561-574, 1980. 3

Presentations:

(1)

Zolock, David T., Morrissey, Robert L., and Bikle, Daniel D.: Meaning

of Non-parallel 1,25 (OH)ZD Mediated Response Relationships in Intestine
and Bone to Dose and Time. 3Presented: Berlin (West), Germany,

February 1979.

201

P U U U S



DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 4o-23, App. C.) (Detall Summary Sheet)

{T) Date: 30 SEP 40  (2) Prot No.: 79/304 (3) Status:Ongoing
(&) Title: Quautitation of Steroid Hormone Receptors in Tissus

Sections Usin W&%dmmhy____
Start Date: 1979 Est Comp Date: opngoing

{7) Principal Investigator (8) Facility: FAMC

John W. Harbell PhD,Cpt, MSC
(9) Dept/Sec: DCI/SRLS (10) Assoc Investigators:
(T1) Key Words:

Steroid Receptors none

(12) Accumulative MEDCASE] (13) Est Accumulative |[(14) Periodic continue
Cost: OMA Cost: Review Results: 12/79

(15)  *Study Objective:

To provide a means *o quantify cellular steroid receptors

(estrogen, progesterone and glucocorticoids)on a cell by cell

basis in both normal and transformed tissue samples.

(16) *Technical Approach: 3
Viable tissue samples are pulse-labelled, in vitro, with “H-
labelled stercids, extensively washed with culture medium and
gquick frozen. Frozen sections are placed on emulsion-coated
slides and exposed at -15C. Microscope quantitation of spe-
cific(total-background) silver grain number over the cell
nucleus is used to indicate a resporsive cell.

(17) *Progress:

The basic steroid autoradiography technique using in vitro
steroid exposure is now available and is used:1l) to provide
nuclear translocation controls for more rapid but nongquantitative
fluorescent steroid receptor localizing techniques especially
applicable for very small clinical samples and 2)to study
steroid recepters in cells of the growing murine and human
mammary end-buds and mesenchyme.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL [NVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 79/305 (3) _Status: Terminated
{4) Title: Field Trial of New Techniques for Isolation, ldentification and
Susceptibility Testing of Mycobacteria.
(5) Start Date: 1979 (6) Est Comp Date: Nov 1980
{7) Principal Investigator (8) Facility: FAMC
James L. Owmby, MAJ, MSC (cont'd)
(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators: -
(11} Key Words: J.J. Damato, MAJ, MSC
Mycobacteria J. Kenneth McClatchy, Ph.D. ,NJH
Isolation, ldentification
Susceptibility testing

(I'2) Accumulative MEDCASE] (13) Est Accumulative [(l14) Periodic continue

Cost: OMA Cost: Review Results: 4/80

(15)  *Study Objective:

1. To set up a field trial of Mitchison's sclective medium.

2., To develop and evaluate the use of a transport medium for clinical
specimens for mycobacteriology sent to raference laboratories for
processing. ,

3. To determine primary antituberculosis drug resistance of TB infected '
personnel stationed in Korea. )

(16) =Technical Approzch: E,

The 121st Evacuation Hospitai, Korea, will collect TB sputum specimens,
prepare smears, inoculate S7HI0 directly and split remaining specimens. U

They will process on aliquot as usual and, after adding an equal volume

to holding medium to the remaining portion, send that portion to Myco- f

bacteriology, Department of Clinical Investigation, FAMC, for isnlation

and susceptibiiity testing. Drug susceptibility of M. tuberculosis
(17) *Progress:

No progress during FY BO. Therefore, this protocol has been admin- !

istratively terminated.

Publications and Presentations: None
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(Blocks 1 through 17) ' 13/305

(7) continued-

Mary V. Rothlauf, M;S., DAC
James D. Hakes, DAC

g
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DEPARTMENT OF CLINICAL INVESTIGATION
FIT2ZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT -
(HSCR 40-23, App. C.) {Detail Summary Sheet)

1Y Date: 30 SEP 80 (2) Prot No.: 797306 {3 Status: Ongoing
(k) Title: Adenohypophyseal-thyroid Tnterrelationships in Dehydration. [l
(5) Start Date: June 1979 (6) Est Comp Date: December 1380 »
{7) Principal Investigator (8) Facility: FAMC !
W. Nicholas Glab, B.S., SP6
(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators:
(11}  Key Words: John W. Harbell, Ph.D., CPT, MSC
Adenohypophysis
Thyroid
Dehydration
(12) Accumulative MEDCASE| (13) Est Accumulative (L) Periodic continue
Cost: OMA Cost: Review Results: 6/80

(15) ~ *Study Objective:
To examine the activity of the thyroid and thyroid stimulating hormone
(TSH) producing cells of the anterior pituitary gland during dehydra-
tion, utilizing light and electron microscopy.

(16) =Technical Approach:
Sacrifice periods, totaling 8 days, will include members of two aroups

of rats: controlled and water-deprived, and body weights and urine
output monitered. Upon pituitary, thyroid, and adrenals will be pro-
cessed for light and electron microscopy. C(ell morphology, counts of
both TSH cell numbers, and secretion granule size versus number per
cell will be evaluated.

(17) #*Progress:
The animal phase has been completed and samples collected. Tissues
are being evaluated, with preliminary results showing a decrease in
thyroid cell height in dehydration.

Putlications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.}  (Detail Summary Sheet)

(T) Date: 30 SEP 80 (2) Prot No.: 79/308 (3) Status: Terminated
(k) Title: Quantification of Alpha Adrenergic Receptors (Alpha AR) and
Platelets of Adults Demonstrating Decreased Response to Epinephrine.
(5) Start Date: 1979 {6) Est Comp Date: 1980
7)Y Principal Investigator {§) Facility: FAMC
Donald G. Corby, M.D., COL, MC
19) Dep:/Sec: Clinical Investigation (10) Assoc tnvestigators:
(T1) Key Words: Judy Barber, M.T., DAC
platelet aggregation Pat Rush, M.T., DAC
epinephrine Ellen Swanson, B.S., DAC
T.P. 0'Barr, Ph.D., DAC

(12) Accumulative MEDCASE] (13} Est Accumulative [{1&) Pariodic continue
Cost: OMA Cost: Review Results: 10/79
{15) *Study Objective:
To determine whether adults who demonstrate decreased platelet aggre-
gation in response to the inducing agent, epinephrine, have decreased
numbers of platelet Alpha AR. .

(i6) *Technical Approaci:
Patients who have previously been evaluated in the Coagulation Section
of the Department of Pathology for minor bleeding disorders as well 2as
some normal adults known to have decreased secondary aggregation re-
sponses to epirephrine will be studied. All patients will abstain
from aspirin and other drugs known to affect secondary aggregation
and release (i.e., aspirin) for ten days prior to study. Approximately
(17) *Progress:
During the year since this study was initiated, no patients have been
found that fit the criteria for evaluation, i e.. Their platelets
failed to undergo secondary phase of aggregation in response to epine-
phrine. The reasons for this are unclear but may be relative to the
acquisition of new equipment for measuring in vitro platelet aggre-
gation. The study will be terminated, however, if patients fitting
study criteria become available they will he evaluated for adrenergic

A
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CONTINUATION SHEET FOR FY 80.ANNUAL PROGRESS REPORT Proto No: 22(308
(Blocks 1 through 17)

(16) continued -

10 to 15 patients in each group will be studied. The following studies
will be performed.

Platelet aggregation studies will be performed by standard photometric
techniques in response to epinephrine, (2 and 20 uM) soluble collagen,
epinephrine (5.5 and 55 uM), thrombin and ristocetin at standard con-

centrations. :

Thromboxan (TxB,) levels will be obtained on samples of platelet-rich
plasma clotted with 0.5 units of thrombin. Patients with decreased throm-
boxane B,levels will be presumed to have taken aspirin and will be ex-
cluded %rom the study.

)
i

Other studies to be performed will be: Platelet count, PT, PTT, and
fibrinogen. Coagulation studies such as bleeding time as well as other more
sophisticated studies will be done as needed.

(17) continued -

receptor deficiency as part of their clinical workup.

Publications and Presentations: None
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(Blocks 1 through 17) Proto No.

80/300

(17) continued -

parameters (i.e. pH, time, and temperature). An assay has been developed
which is able to differentiate between normal serum and normal serum with
12.5 ug/ml AHG.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) {Detall Summary Sheet)

(1) Date: 30 SEP 80 (<) Prot No.: 80/300 (3} Status: Ongoing

{B) Title: Evaluation of Laser Nephelometry for Cetecting and Quantitating
Circulating Imnune-complexes in Cancer Patients.

(5) Start Date: 1 March 1980 (&) Est Comp Date: ) March 1982

7) Principal Investigator (8) Facitity: FAMC
George L. Brown, Ph.D., COL, MSC

(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators:

(I'l)  Key Words: Nicholas J. DiBella, M.D., COL,MC
Laser Nephelometry Wiison C. Bourg, M.D., MAJ ,MC
Circulating Immune Complexes
Cancer Patients

(12) Accumulative MEDCASE] (13) Est Accumulative |{(14) Periodic continue
Cost: OMA Cost: Review Results: 3/80
(15) ~#Study Objective:
To evaluate iaser nephelometry as a means of efficient and rapid detec-
tion and quantitation of circulating immune complexes in cancer patients.
To correlate the levels of circulating immune complexes with disease

status.

(16) *Technical Approach: K
The known ability of polyethylene glycol to precipitate immune complexes ]
will be combined with the ability of later nephelometry to detect small *

quantities of precipitates to produce a rapid, simple, efficient assay

for detecting circulating immune complexes (CIC). This assay will

then be used to yuantitate the levels of CIC in the serum from cancer

patients and determine the correlation between CIC levels and disease
(17) *Progress: status.

The initial laser nephelometry a=say conditions (i.e. 4% polyethylene

glycol, 60 min incubation at room temp.) were able to differentiate

between normal serum and normal serum containing 125 ug/ml heat

aggregated lgG (AHG). This failure to achieve greater sensitivity

was eventually found to be due to a concentration of polyethylene

glycol which precipitated monomeric 1gG in addition to AHG. By lowering

the polyethylene alycol concentration and chana’ng the other incubation E
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorade 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

(T) Date: 30 SEP B0  (2) Prot No.: 80/301 {3) Status: Ongoing
Th) Title: Microbiological Research in Tuberculosis
(5) Start Date: .lune 1980 {6) Est Comp Date: 1982
(7) Principal Investigator (8) Farility: FaMC
J.J. Damato, MAJ, MS" (cont'd)
{9) Dept/Sec: Clinical Investigation {10} Assoc I[nvestigators:
(T1)  Key vords: Donald D. Paine, B.S., DAC
Tuberculesis Resesarch J. Kenneth McClatchy, Ph.D., NJH
Philip J. Kessens, SP5, USA
James D. Hakes, DAC
{12) Accumulative MEDCASE] {13) Est Accumulative |(14) Periodic continue
Cost: OMA Cost: Review Results: 6/80
(15)  *Study Objective:
To evaluate ard/or design new methods for improving diagnostic laboratory
procedures in mycobacteriology and to maintain an in-depth data base and
reference cultures on all patient isolates for future ccrrelation with
patient data, treatment results and laboratory quality control.
(16) *Technical Approach:
1. Evaluation and comparison of mucolytic agents.
2. Evaluation and comparison of growth media.
3. Tests for identification of Mycobacterial species.
L, Evaluation of drug susceptibility test media.
5. Characterization of Mycobacteria other than Tuberculosis (MOTT)
isolated from experimental media. {cont'd)
(17) *Progress:

""'SPUTOLYSIN" has been evaluated and has been found to be an effective
mucolytic agent. No further evaluation or formal report of these

studies is contemplated. Bi-phasic chromogenicity, arylsulfatase,

miacin, nitirate reductase, and pyrazinamide studies have been success-
fully completed and the results are being written by MAJ James J. Damato,
MSC. Evaluation of Mitchison's selective D0A medium (S7H10) has been
completed, aid a paper has been accepted by the Journal of Clinical(cont'd)
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CONTINUATION SHEET FOR fY 80 ANNUAL PROGRESS REPORT Proto No: 80/301
(Blocks 1 through 17)

(7) continued ~ Mary V. Rothlauf, M.S., DAC

(16) continued-

6. Comparison of smears before and after decontamination to determine
possible loss of staining characteristics and viability.

{(17) continued-

Microbiology. Evaluation of STHI0 medium for direct susceptibility testing
is continuing, as are studies indlcating the frequency with which casual
isolates of mycobacteria are recovered from undecontaminated specimens.
Studies concerning a simplified method fpr determining growth temperature
range or mycobacteria have been completed and is currently being written.

211




i

¢

TN i e

s FARL wWd e (Fruf 1vo . .
80/301
"UBLICATIONS 80 Annual Progress Report (Ind ot o Letadl Suita g
Sheet .,
SERVILL MICKOBIQLOGY ODEPARTMLNT  DCI

(1Y Rothlauf, M.V., Brown, G.L., and Blair, E.B.: Isolation of Mycobtacteria
from Undecontamirated Specimens With Selective 7H10 lNecdiwm., Accepted
for publication in the Journal of Clinical Microbiology. (in Press)




FAMC WU No (Prot No) £C/301

PRESENTATIONS for FY +. 1nual Progress Report (3rd Part of Petail Summary

Sheet)

SERVICE__ MICROBIQLOGY DEPARTMENT el

(1) Damato,J.J.: Biochemical Methods for Differentiating Mycobacteria,
Presented: Cclorado State University, Ft. Collins, Colorado, hay 1%€C,
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DEPARTHENT OF CLINICAL INVESTIGATION

Surgical Research Laboratorles Service

Training Support Summary

During the year, 109 students received tralning in suturing techniques.
Seventy-two were students in the practical nurse (91C) course; 12 were per-
sonnel assigned to Emergency Treatment Service, FAMC, eight were Colorado
Air National Guardsmen from the 140th TAC Hospital; 12 were reservists from
the 361st Med Lab and 5502 US Army Hospital; and five were from the US

Air Force Clinic, Lowry. Tralning was conducted on 27 days, using 27 dogs,
and consisted of a slide lecture and movie, introduction to the operating
room, including aseptic technlique, scrub, gowning and gloving, and hands-
on experience in the dry and wet labs. Three hundred and twenty=-four hours
was expended by Surgical Research Labs personnel in providing this training.

The Department of Pediatrics tralned &4 nurses arnd medical students in the
placement of endotracheal and chest tubes, using 20 cats in eight visits
of approximately three hours duration. Sixty-four hours was required of
Surglcal Research Labs personnel for Initlal anesthetic induction, mainte-
nance and monitoring.

Orthopedic Service, Depar-ment of Surgery, utilizec 32 rabbits and seven
rats in 39 visits to train one staff surgecn and seven residents in micro-
vascular surgery using the operation microscope. A total of 117 hours

was spent to accompllish thls training, requiring 195 hours of support by
Surgical Research Lsbs perscnnel in pre-operative anesthetic induction,
surgical preps, anesthesia monitoring, post-operative recovery and angi-
ography.

Neurosurgery Service, Department of Surgery, used five rabbits in eight
visits to train one staff surgeon and one resident in microvascular sur-
gery techniques using the operation microscope. Twenty-four hours was spent
in this training, requicing 40 hours of support by Surgical Research Labs
personnel.

Thoracic Surgery Service, Department of Surgery, used six dogs in the training
and evaluation of cardiopulmonary bypass methods. Two staff surgeons spent

66 hours in training, requirlng 72 hours of support by Surgical Research Labs
personnel in pre-operative anesthetlc induction, surgical preps, anesthesia
monitoring and purp operation.

General Surgery Service, Department of Surgery, used four dogs in training i6
surgeons in the use of staple guns. A total of 80 hours of training was re-
ceived, requiring 24 hours of support by Surcical Research Labs personnel in
pre-operatlive anesthetic Induction, surgical preps, anesthesia monitoring,
circulating and clean-up.

Urology Service, Department of Surgery, used two dogs in training three staff
surgeons, four residents and two Interns in the use of staple guns. Forty-
five hours of training was received, requiring 12 hours of support by Surgical
Research Labs personnel.

<14




Research Labs.

Cost of Training

Suturing Techniques:
Pediatric Nurses:
Rabbit Microsurgery:
Rat Microsurgery:
Thoracic Surgery:

Staple Gun Exercises:

DCI-SRLS Training Support Summary = continued

$90.6L4/session x 27 sessions =
14.35/animal  x 20 cats

79.19/session x
61.94/animal x 7 rats
143.75/case x 6 cases
76.11/animal x 6 dogs

40 sessions =

]

In addition, two high school seniors from Aurora Public Schools Technical
Center received on-the-job vocational tralning ac veterinary aides and one
senior was given training as a clinclal
of Agreement. A total of 358 hours of training was received, requiring
537 hours of supervision and instruction by personnel of the Surgical

laboratory aide under Memorandum

$2,447.28
287.00
3,167.60
433.58
862.50
456.66

(57,65L.62)
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DEPARTMENT OF CLINICAL 'HVESTIGATION
FITZSIMONS ARMY MEDICAL CEHTFR
Aurora, Colorado 800%5

ANHUAL PROGRESS REPORT
(HSCR 40-23, App. L.) (Detail Summary Sheet)

(17 Date: 30 SEP 80 (2) Prot No.: 76/35C (3) Status: Terminated
B Tidle! pualyation of Ibuprofen (Motrin) in treatment of dysmenorrhea
(5) Start Date: September 1979 (6) Es+ Coup Date: June 1980
{7) Principal Investigator (8) Facility: FaMC

Gordon S. Park, M.D., CPT, MC Department of ObstetricssCynecology
(9) Dept/Sec: GYN Section 10) Assuc Investigators: -
1) Key Words: None

Treatment of dysmenorrhea

(12) Accumulative MEDCAS {13) Est Accumulative J(I4) Periodic  continue
cost: None OMA Cost: None feview Results: 5780

(157 “study Ubjectiver:
To compare the effectiveness of Ibuprofen (Motrin) in the treatment of

primaryv dysmenorrhea.

(16) “Technical Apvroach:
Patients to be randomly treated with either aspirin, placchbo, or
Motrin for three consecutive cycles and comparison of subjective

TR T

relief.

17 sProgress:
Study terminated as of June 1980. No presentations or plans for
publication have been formulated at this time.

Publications and Presentations: None




DEPARTMENT OF CLINICAL IRVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR L40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 787350 (3) Status: Terminated

L) Title:
Inhibition of Premature Labor With Terbutaline

{5) Start Date: B T6) Est Comp Date: June 1979-terminated

{7) Principal Investigator (8Y Facility: FAMC
J.R. Bobitt, MD, Col, MC

(9) Dept/Sec: OB-GYN - OB Service (10) Assoc Investigators:

TIT) Key Words: D.D. Riston, MD;CPT,MC
Inhibition of Prematuire Labor with
Terbutaline

(12) Accumulative MEDCASE] (13) Est Accumulative J(1L) Periodic terminate
Cost: OMA Cost: ’ Review Results:5/80

5 Fstudy Objective:
To study inhibitory effects of Terbutaline on premature labor.

(16) *Technical Approach:

Patients at less than 35 weeks of gestation, with no contraindicating
condition such as ruptured BOW, intrauterine sepsis, or abruptio placentis,
will be treated for premature labor with either Terbutaline or a placebo.
The presence of labor and absence of fetal distress will be confirmed by
electronic monitor. Entrance to the study will be approved by a member

of the attending staff prior to obtaining permission from the hospital.
(17) *Progress:

The project was terminated in June 1979 as ordered by the Office of the
Surgeon General who ordered discontinuance of the 1.V. administration of

Terbutaline.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPQORT
(Hsch 40o~23, App. C.) (Detail Summary Sheet)

(1) Dare: 30 SEP 80 (2) Prot No.: 78/351 (3] Status: Completed
) Title: An Evaluation of the Effect of Suction Drainage on Infectious
Morbiditv in Patients Undergoing Cesarean Section.

(%) Start Date: (6) Est Curp Date: Terminated

{7) Principal Investigator ) Facility: FaAMC o
Bobitt, J.R., M.D., Col, MC

(9) Dept/Scc:0B-GYN - OB Service 10) Assuc Investigators:

1) Key Words: Effect of suction W.D. Smith, M.D., Cpt, MC
drainage on cesarean section patients. J.J. Mancuso, M.D., Cpt, MC

t12) Accumulative MEDCASE] (13) Est Accumulative ((1L) Periodic continue
Cost: . OMA Cost: Review Results: 5/80

(15} #“Study Objective:

To determine if the incidence and severity of pelvic infections in patients

undergoing cesarean section is significantly decreased through the use of

retroperitoneal suction drainage of the uterine operative site.

{16) =Technical Approach:

We plan to compar2 the frequency and severity of pelvic infections among 50
patients undergoing cesarean section with suction drainage of the operative
site, with a similar group of 50 patients without drainage. Patients considered
infected at the time of cesarean section will not be included in the studv.
Patients on antibiotic medications will also be excluded. Any patient who

will have had to hours of labor at the time of cesarean section or has ruptured

{17} +“Progress: (Cont'd)
This study was completed after 100 patients had been studied. There was
found to be no difference in infectious morbidity among the two proups ot
patients. It has therefore been concluded that the routine use of suction
drainage to decrease infectious morbidity in patients undergoing cesarcan
section is not indicated.

218




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/351
(Blocks 1 through 17) RS

Cont'd from #(16)

membranes at the time of cesarean section is a candidate for the

study. The study group will be drained by a hemovac suction apparatus
whereas this technique will not be available to those patients in the
control group. The suction catheter will be placed beneath the vesico-
uterine fold and brought out through the lower abdomen remaining extra-
peritoneal. Study and control patients will be selected by a table of
random numbers prepared prior to the study.

Publications and Presentations: None

<19
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DEPARTMENT OF CLINICAL INVESTIGATION j
FIT7SIMONS ARMY MEDICAL CENTER
\urora, Colorado 8C045 .

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Dare: 30 SEP 80 {2) Prot No.: 78/352 73] Status: Completed
‘L) Title: Amniotic Fluid Infection in Premature Labor Patients with Intact

Membranes: As Determined by Transabdomiral Anniocentesis

T5) Start Date: {6) Est Comp Date: Completed
7Y Principal Investigator (8) Facility: FAMC
Bobitt, J.R., M.D., Col, MC
(9) Dept/Sec: OB-CYN - OB Service (10) Assoc Investigators:
{1T)  Key Words: Amniotic Fluid Infection Clifford C. Hayslip, CPT, MC
transavuominai anniocentesis James J. Damato, MAJ, MSC

(12)  Accumulative MEDCASE] {13) Est Accumulative |(IL) Periodic complete

Cost: OMA Cost: Review Results: 8/80
{15} “Study Objective: -
To determine the presence, number and frequency of bacteria in the ammiotic
fluid of patients in premature labor with intact membranes.

T

(16) =Technical Approach:

Patients in premature labor with intact membranes will have an amniocentesis
if they consent to participate in the studv. Amniotic fluid will be analyzed
for the following infectious parameters: 1) Quantative cultures, 2) Viral
cultures, 3) Polvmorphonuclear count, 4) Lactic dehvdrogenase, and 5) Cram
stain.

s A =
-

17y “Progress:

Project completed.
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(Znd Part of Detail Summary

PUBLICATIONS for FY 80 Annual Progress Report
Sheet )

DEPARTMENT  OB-GYN o

SERVICE Obstetrics

Bobitt, J.R., Damato, J.J., Hayslip, C.C.: Amniotic Fluid Infection in
Premature Labor Patients with Intact Membranes: As Determined by
Transabdominal Amniocentesis. Submitted for publication. (C)

Presentations: None




DEFARTHENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 8004%Y

ANNHUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 {(2) Prot No.: 78/353 (3) Status: ongoing
(%) Title: Prenatal Evaluation of Quantitative Cervical and Vaginal Cultures
for the Group B Streptococcus and Their Relationship to Maternal ¢ Neonatal

(5] Start Date: {(6) Est Comp Dute:Mar 80-terminated

(77 Principal Investigator (8) Facility: FaMC -
J.R. Bobitt, M.D., Col, MC

7?77 Dept/Sec: (OB~GYN - OB Service {7 Assoc Investigators:

(T1) Key Words: Prenatal Evaluation

for Group B Streptococcus G.L. Brown, Ph.D., Col, MSC

J.J. Damato, MAJ, MSC

(12) Accumulative MEDCASE
Cost:

~(13) Est Accumulative [(14) Perivdic continue

OMA Cost:

feview Result @ 12/79

50 “Study Onjective:

To determine the incidence and clinical significance of Group B Streptococcus

colonization in the cervix and vagina of prenatal women after 24 weeks

gestation.

{(16)  “Technica! Approach:
Antepartum vaginal cultures are collected by the clinical personnel in the
Department of OB-GYN at weekly intervals and at delivery. Plates are
streaked and growth quantitated by the Clinical iavestigation Service,
Department of Microbiology. Results are blinded. Mother and newborn
records arc reviewed for infectious morbidity.

(17} =Progress:

This study was completed 1in March 1980 after approximately 700 patients had
been studied. Maternal and Neonatal clinical charts are currently being
reviewed to establish the infectious morbidity among the entire population.
No data presently available for evaluation. Microbiologic cultures and
antepartum evaluation - completed Compiling data - ongoing.

L
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CONTINUATION SHEET FOR . FY 80.ANNUAL PROGRESS REPORT Proto No: 78/353
(Blocks 1 through 17)

#4 Infectious Morbidity. .

Publications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80044

ANNUAL PROGRESS REPORT
CSCR 40-22, App. CL) (Detail Summary Sheet)

; oate: 30 SEP 60  (2) Prot No.: 79-350 (3] Status:Ongoing
Y Title: A prospective study of endometrial changes with exogenous _*
hormonal therapy

5T Stert Date: June 1979 (C) €st Comp Date: June 1981
T Princival Investigator (8) Facility: FamMC
Steven R. Shirts, M.D., CPT, MC
T Deat/Sec: OB/GYN 10)  /ssoc Investigators:
) Key words:
Exogenous hormore use in postmeno- Donald A. Simsen, M.D., COL, MC
pausal females.

120 accumulative MEDCASE| (13) Est Accumulative |(1h4) Pericdic continue
. Coozn OMA Cost: Review Results: 11/79

1o, “Study Jdbiective:

To determine by tissue diagnosis, the incidence of various forms of

endometrial pattologic changes in women who use exogenous hormonal

therapy in relief of perimenopausal and postmenopausal symptoms. }

& “Technical Approach: i
We do yearly endometrial sampling on unopposed postmenopausal

estrogen users, either by in office endometrial biopsies or formal
D&C. The rate of abnormal biopsy results was tabulated.

- . !

7' “Progress: i
Our results have been tabulated and prepared for publication. The
attached article has been accepted for print in The Journal of
Cynecologic Oncology.

Tt has been reported that women on both estrogen and progesterone
postmenopausally have a decreased incidence of atypical endometrial
pathologic changes. We will now look at the incidence of hyper-
plasia in this aroup of patients.




oz

{To all C's, Depts/Svcs)

PUB_ICATIONS occuring daring FY 80

SERVICE Obstetrics DEPARTMENT Obstetrics/Gynocoloagy

(1) Simsen, D.A., Shirts, S.R., Howard, F.M., Sims, J., Hill, J.M.,:
Endometrial Findings in Asymptomatic Postmenopausal Women on
Exogenous Estrogens - A Preliminary Report. (Submitted to Journal
of Gynecological Oncology for publication - In Press)

Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIHMONS ARMY MEDICAL CELNTLR
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR %40-23, App. (.} (Detail Summary Sheet)

(TY Date: 30 SEP 80 (2) Prot No.: 75/401 3) Status:iOngoing
{§) Title: Effect of Prophylactic Antibiotic Therapv on Cravid Group B
Beta Hemolytic Streptococcus Carriers.
{(5) Start Date: September 1975 —  —— |(6) Est Comp Date: 1982
{7V Principal (nvestigator 8) Facilit,: FiMC
Gerald B. Merenstein, Col, MC
(9) Dept/Scc: Pediatrics/Newborn {I0) AssOl lnive . tigators:
(11)  Key Words: John R. Plerce, LTC, MC

(12)

Group B Strep, Prophylactic Penicillin

Accumulative MEDCASE] (13) Est Accumulative (147 Pericdic continue
Cost: OMA Cost: Ceviea Results: 8/80

(15)

(18)

*Study Objective: T
To evaluate the use of prophvlactic antibiotic therapv in antepartum
GBHS carriers with regard to colonization of the infant.

“Technical Approach:

Gravid Females are evaluated for the presecne of Group BHS using selective

broth and are then considered candidates for prophvlactic antibioties
or control. The infants are evaluated for coleonization with GBHS.

“Progress:

We are currently reviewing the literature and otherwise evaluating methods
of more rapidly identifying GBHS carriers. The rapid identification will
then permit random evaluation of preterm deliveries.

C p——




FAMC V/J No (Frot No)  75/401

PUBLIVATIUNS tus 1Y 80 Annual Progress Report (20d Part of Detail Surrar
Shegt

;

STRVICL Newborn DEPARTHMINT Pediatrics

1. Yost, C. C., Cilcagno, J. V., Merenstein, G. B., Todd, W. A., Dashow, E. E.,
Brown, . L., Tull, A. H. and Kile, D. E. Croup B Beta Hemolvtic
Streptococcus: Improved Culture Detection and a Controlled Treatment Trial.
Clinical Research 24, 186A, 1976.

2. Luzier, T. L., Merenstein, G. B., Todd, W. A., Yost, C, C., Brown, 4. L.
The Treatment of Gravid Females at Term Colonized with Group B Strepto-
coccus A Randomized Controlled Study. Clinical Research 26, 200A, 1978,

3. Pierce, J. R., Merenstein, G. B. Streptococcal Sudden Unexpected Death
Syndrome. Clin Res. 27, 128A, 1979.

4. Merenstein, G. B., Todd, W. A., Brown, G., Yost, C. C.,, Luzier, T. L.
Group B Hemolytie Streptococcus: Randomized Controlled Treatment Studyv
at Term. OB-GYN 55, 315-318, 1980.
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FAMC WU Ne (Prot No) __ 75/401

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary
Sheet)

SERVICE Newborn DEPARTMENT Pediatrics

1. Calcagno, J. V., Brown, G. L., Tull, A. H. et al. Evaluation of Three
Collection-Transport Systems for the Isolation of Group B Streptococcus

from PrePartum Women and Neonates. Presented: American Society fro
1 Microbhiology, Atlantic City, N. J. 1976.

2. Luzier, T. L.. The Treatment of Gravid Females at Term Colonized with i
Group B Beta Hemolytic Streptococcus: A Randomized Controlled Study.
Presented: Military Section, American Academy of Pediatrics, New York,
New York, NOvember 1977.

[P

3. Luzier, T. L. The Treatment of Gravid Females at Term Colonized with
Group B Strep. Presented: Western Society for Pediatric Research, Carmel.
Califernia 2 February 1978.

B 2 i~ TIPS

4., Pierce, J. Streptococcal Sudden Unexpected Death Syndrome. Presented:
Aspen Conference on Perinatal Research, Aspen, Colorado July 1978.

S. Pierce, J. Streptococcal Sudden Unexpected Death Syndrome. Presented:
American Academy of Pediatrics, District VIII, Section on Perinatal
Medicine. Park City, Utah, May 1980, _ '

-

6. Merenstein, G. B. The Prevention of Group B Streptococcal Colonization ;
Presented: American Academy of Pediatrics District VIII, Section on
Perinatal Medicine, Park City, Utah, May 1380. L

7. Merenstein, G. B. The Spectrum of Group B Streptococcal Disease in the ‘
Newborn. Presented: Aspen Conference on Perinatal Medicine, Julyv 1980.
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OEPARTMENT OF CLINICAL ITHVESTIGATION
FITZSIMONS ARMY MEDICAL CLHNTER
Aurora, Colorado 8004,

I NHUAL PROGRESS REPORT
(HSCR %0-23, App. C.) (Dctai) Summary Sheet)

(i) Date: 30 SEP 80 (2) Prot No.: 757402 (37 Status: Ongoing
(k) Title: Early Digitalization in Premature Infants with Idiopathic Res-
1 piratory Distress (IRDS) Who Have Echocardiographic Evidence of Left Atrial

Enlargemen€S) Start Date: January, 1976 {6) Est Comp Date: July, 1981

y Principal Investigator (8) Facility: FAMC

%*Gerald L. Way, M.D., MAJ, MC

(9) Dept/Sec: Pediatrics/Newborn {10) Assoc Investigators:

(T1) Key Words: Digitalization, infants,| Gerald B. Merenstein, M.D., COL, MC
idiopathic respiratory distress, John R. Pierce, M.D., LTC, MC
echocardiographic, left atrial
enlargement.

(12) Accumulative MEDCASE] (13) Est Accumulative [(14) Periodic  continue
Cost: OMA Cost: Review Results: 6/80

(15}  #Study Objective: To determine the usefulness of earlv digitalization
in altering the progression of congestive heart failure and left-to-
right shunting through the PDA in premature infants with IRDS.

(16) =Tcchnical Approach: Infants with RDS and left atrial aortic diameter
ratio of greater than 1.0 by echocardiograph will be included in the
two study groups. The two study groups will be Group A-infants who
will be digitalized with 40 mcg/kg dosz of digoxin and maintained at 10 .
mcg/kg/day. Group B-infants who will not receive digoxin unless they ]
clinically demonstrate overt congestive heart failure. Echocardiogram
will be repeated every other day throughout the respirator course, and /

{(!7) *Progress: There have been no new patients added to this studv during
the past year; however, the data is being evaluated to determine if we
achieved any meaningful results. It is anticipated that more patients
may be added tc this study this year.

*Deceased
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:
(Blocks 1 through 17) 15/402

16. Technical Approach (Continued): subsequently only if abnormal findings remain. [ ]
Additional echocardiograms will be obtained if the clinical situation deterior- 1
ates. Echocardiograms will be evaluated with coinciding arterial blood gases,
chest x-rays, EKG's, and laboratory data which will be done as needed for {
clinical management.

Publications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATION
FITZ5IMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

‘ ANHUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP B0 _ (2] Prot No.: 77/402 (3) Status: Ongoing
(h) Title: Evaluation of Ventricular Function and Pulmonary Vascular
Resistance in Asphyxiated Infants.
{(5) Start Date: December 1977 {6) Est Comp Datc: December 1981
{7) Principal Investigator (8) Facility: FaMC
Carl Gumbiner, Mai, MC
(9) Dept/Sec: Pediatrics/Newborn (10) Assoc Investigators:

{T1) Key Words:

Patrick Glaso Cpt, MC
Newborn, Asphyxia, Heart ¢ asow, Lp

{12) Accumulative MEDCASE[ (13) Est Accumulative J(1L4) Perivdic continue

i Cost: OMA Cost: Review Results: 2/80
(15) #Study Objective:

To serially measure left ventricular in newborns with asphvxia neo-
natorum .

(16) =Technical Approach:
All infants with the diagnosis of asphyxia neonatorum are candidates

for this study. Study infants will be seriallv evaluated with ?
echocardiograph.

17} +#Progress: ]
The addition of a pediatric cardiologist to our staff will permit

the resumption of this study that was remporarily suspended with the
medical retirement of our previous pediatric cardiologist.

Publications and Presentations: None
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DEPARTHMENT OF CLINICAL INVESTIGATIOHN
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

SR 40-23, App. (L) (Detail Summary Sheet)

fp‘ Date: 30 SEP 80 (2) Prot No.: 77/403 (3] _Status: Onpoing
07 TitTe:  perermination of Pulmonary Vascular Resistance in Newborn
Infants at 5280 feet using Right~sided systolic time intervals.
(%) Start Date: September 1977 {6) Est Comp Date: December 1981
T/ Principal Investigator (8) Facility: FAMC -__
H. Philip Stalker, Cpt, MC
(") Oeot/Sec:  Pediatrics/Newborn {10) Assoc Investigators:
CTT) Key Words: Carl Gumbiner, Maj, MC
Newborn, Pulmonaryv Vascular Resistance
Echocardiogram, Electrocardiogram

(12)

Accumulative MEDCASE] (13) Est Accumulative [(1L) Periodic continue
Cost: OMA Cost: Review Results: 2/80

(is)

{(16)

“Study Objective:
To determine the normal range of pulmonary vascular resistance and
clectrocardiograms at 5280 feet.

“Technical Approach:
All normal infants admitted to the normal nursery will have echo-and/or
clectro-cardiograms in the first 24 hours of life.

“Progress:
Due to the medical retirement of the original principal investigator
little progress has been made in FY 80. The new investigators have added
electrocardiograns to the study and it is anticipated that FY 81 will
be productive.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATIO!N
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80C45

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1Y Date: 30 SEP 80 (2) Prot No.: 78/402 (3) Status: Ongoing
Nt Title: The Influence of Body Positioning on Gastric Residuals in Pre-
mature Infants
{5} Start Date: July, 1978 (6) Est Comp Date: Julv, 1981
T7) Principal Investigator {8 Facility: FAMC
Barbara S. Turner, MAJ, ANC
(4) Dept/Sec: Pediatrics/Newborn {10)  Assoc Investigators:
“11)  Key Words: Bodv position, gastric None.
residuals, premature infants
(12) Accumulative MEDCASE] (13) Est Accumulative J(i1L) Periodic continue
. Cost: OMA Cost: feview Results: §/80
(15)  “Study Ubjective: To compare the amount of gastric residuals in the
premature infant's stomach tiree hours after feeding in relation to
the bodv position of the infant.
16)

(17)

“Technical Approach: Premature infants requiring gavage feedings who
were less than 35 weeks gestation were examined. Infants meeting

outlined crireria were fed the same formula, at the same time and in
the same manner as previously used. Gastric residuals were measured

and recorded with body position. Positions used are right side, left
side and stomach.

“Progress: Data collection began in July, 1978. To date, 20 subjects
have been studied. Data have been recorded on gastric residuals, bodv
positions as well as the extraneous variaples of gestational age, sex,
race and type of formula. Data analysis will begin on 1 Jan 1981.

Publications and Presentations: None
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ANNUAL PROGRESS PERGET

=25, App. L) e Lol Sumeary Shect
'm,Ii{“'QLFTR:E Fg 177 "Prot Ho.: 787403 5] Lttt Ongoing

fitle: The Influence of Body Positloning on Gastric Residuals in Pre-
miature Intants Requiring Ventilatory Assistance

C_tork Dotei July, 1978 Y Lot o e Juli, 1981
Principal Tnvestigator ) Faciliv.:  Firl
Barbara S. Turner, MAJ, ANC, RN,MS,MA
Dept/Sec: Pediatrics/Newborn (10 lasac 1w ticatore:

premature intants, body positioning None.

TNicumulative H[DCA€E| (13) Est Accumuylative Pilf feriudic continue
Last: L OMA Cost: | Ceview Pesults: 5/80

(7

“Study Objective: To compare the amount of gastric residuals in the
premature infant's stomach three hours after feeding in relation te the
bodv position of the infant.

“Technical Approach: Premature infants requiring ventilatory assist-
ance and cavage feedings who were less than 35 weeks gestation were
examined. Infants meeting outlined criteria were fed the same formula,
at the same time, and in the same manner as previouslyv used. Gastric re-
siduals were measured and recorded with body position. Positions used
are left side, right side and and back.

“Progress: Data collection began in July, 1978. To date 20 subjects
have been studied. Data have been recorded on pastric residuals, bodv
positions as well as the extraneous variabies of pestational age, sex,
race, and type of formula. Data analysis will begin on 1 Jan 1981,

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CEHNTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Derail Summary Sheet)

1Y Datec: 30 SEP B0 (2) Prot No.: 787404 (3) Status: Terminated g
%) Title: Assessment of the Relationship of Serum Amino Acid Levels to
Episodes of Apparent Sepsis.

{5) Start Date: July, 1978 (C) Est Comp Date:
{7) Principal Investigator (8) Facility: FaMC E
John R. Pierce, M.D., LTC, MC
(9)  Dept/Sec: Pediatrics/Newborn {10)  Assoc Investigators: -
(11)  Key Words: Serum amino acid, levels
sepsis. Thomas P. O'Barr, Ph.D., DAC
(12) Accumulative MEDCASE] {13) Est Accumulative |(1L) Periodic terminate ¢
Cost: OMA Cost: Review Results: 3/80 -
{15) #Study Objective: To determine the relationship between possible ab- '
normal serum amino acid levels and clinical episodes of apparent sepsis
in premature infants.
{16) =Technical Approach: Blood samples will be taken from each premature ﬂ
infant (26-36 weeks gestation) who is suspected of having sepsis. These
samples will be 2examined by thin-layer chromatography for the amino i

acids: tyrosine, phenylalanine, cystine and methionine. A relationship
between elevated levels of these amino acids and episodes of clinical
sepsis (signs consistent with sepsis but negative cultures) is being
sought.

«17) =Progress: Since no patients have been enrolled in the study and
interest and attention have been placed on other projects, it is
requested that this project be terminated.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATICY
FITZSIMONS ARMY MEDICAL CENLTER
furora, Colorado 8004,

ANLUAL PROGRESS REPORT

(HST= h0=023, o, 0D (Detail Summary Sheet)
T T - = MG - s - = '
0 Date:r  so SEP 20 (2) Prot No.: 78/407 (3) S:atus: Terminated

4" Title: fvaluation of New Criteria in the Diagnosis of Acute Renal
Failure in the Full- term and Premature Newborn.

By Crart Dotes Julv 1979 (b) Est Cung: Date: Julw 1980
o/ Princirzal live-tigator 3) Facilisv: 7.1
John Moore, Cpt, MC
=y JepliSent pedinrrics (101 Assoc lrve (Lioatirs: )
LHi) Key Words: Gerald B, Merenstein, Col, MC
Renal Failure, Full Term Newborn,
Premature Newborn
CPE2V accutulative MEDCASE] (13) Est nccumulative T{1L; rorivdic terminate.
. ; / te
_ st OMA Cest: | Yosiea Reults: /80 i
vly ) o Study Uniective: -1
A

To determine the normal values of urine and serum urea nitroven,
credatinine, sodium, potassium, ind chloride in full-term and premature
infants of various gestational ages on a fixed oral or 1.V, sodium
load. Using these normal vlaues, the usefulness of the urine—-to-plasma
urea, urine—to-plasma creatinine ratios, and the fractional excretion of
) sodium in the differential diagnosis of pre-renal versus renal failiure
Jor S Technlical Soproach: in the newborn can be determined,

e

Randomly selected newborns of consenting parants have been studied.

;o Progress:

Due to the publication, bv other authors, of a similar study meceting
vur objectives the studv has been t erminated.

Publications and Presentations: None
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DEPARTHENT OF CLINICAL ITNVESTIGATIUN
FITZSINONS ARMY MEDICAL (L iy
Aurora, Colorado 8004

ANHUAL PROGRESS REPORT

e ol 3, e ) {(Derail Summary Shecet;
;.'IA;E.:L»: 20 St 80 {Z) Prot No.: 78/408 77T Sint... Completed '
& flitle: The Tired Adolescent: An Analysis of Etiology -
0 _start Dote:January 1979 {6) Est Cors Lcte: Completed
DTee s [y]uu‘tlgatcr mFdCl"l‘i‘/: F,MC !
bDr. Alan R. Figelmar '
Jo. o /Sec: Pediatric/Adolescent Med SvE(I0) Ascuc lvestigators:

. vy Words:
adolescent fatigue, clinical
correlation

Dr. Gentry W. Yeatman

“Lcunulative MEDLASE] [13) Est Accumulative |(i4) Pericdic continue

- Coets OMA Cost: Hesiew Results:11/79
o “Stud. cbgyective:

a. To examine the conditions that may cause the adolescent to present
to an outpatient clinic with the chief complaint of tiredness.
L. To determine the clinical correlation, if any, of age, sex, growth
and maturation, diet, and exercise with the complaint of tiredness. '1
o. To determine the clinical correlation, if any, of social, sexual,
psychological and medical history with tiredness.
PLv fTechnical Approach: .
A lengthy history and physical was performed along with an extensive i
laboratory evaluation was performed.

oy

- “Progress:

The patients and controls have been seen and evaluated. At present
Dr. F.zelman is in the process of analyzing the data and preparing it
for publication.




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:18/408

{(Blocks 1 through 17)
Continuation:

15, Study Objective:
d. To determine the clinical correlation, if any, of subclinical mononucleosis,

anicteric hepatitis, hypo or hyperthyroidism, urinary tract infection, or
nephritis with fatigue.

e. To determine laboratory correlation, if any, of tiredness with minerals
(Fe, Zn), enzymes (CPK, GGT, Alkphos), hemogram, or uric acid.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSITMONS ARMY MEDICAL CERTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (betail Summary Sheet)

(1) Date: 3C SEP 80 (2] Prot No.: 79//00 (3) Stetus: gngoing
&) Title:
— Effect of Adriamycin in Platelef Function
(5) Start Date: November 1978 {6) Est Comp Date: june jugl
T7) Principal Investigator (8) Facility: FaMC

Askold D. Mosijczuk, M.D.
19) Dept/Sec: pediatrics. {10} Assoc Investigators:

(1) Key Words: T. Philip O'Barr, Ph.D., DAC

Etfect of Adriamycin in Platelet Fllen 3wanson, M.S., DAC
Function

(12) Accumulative MEDCASE] (13) Est Accumulative J(1L4) Pceriodic continue

Cost: OMA Cost: Review Results: 5/80
(15) " *Study Obiective:

To determine and measure possible effect of adriamycin on platelet
function.

(16) =Technical Approach: Forty ml of blood arc drawn from a healthy adult

volhinteer. The blood is centrifuged and PRP and PPP are drawn off., In a
platelet aggreqometer, 20 ml of adriamycin are added to the PRP in one cuveide,
with the other cuvette with PRP serving as a control. After one minute, aagare-
agating agents--ADP, Epinephrine, collagen--are added to cach cuvette and the
percent aggreqgation compared in the two samples. Aligquots of PRP are removed
at certain times to measure the amount of tromboxane released.

(17) *Progress: To date, 23 donors have been studied; in five of these a sliaght
to moderate degree of inhibition of platelet agareqation has been found, which
was also reflected by decreased levels of thromboxance.

Additional donors are planned to be tested, as well as attempts to determine
the possible mechanism by which adriamycin decreases platelet function. This
is being done by reacting the platelets with thrombin and measurina the inter-
mediate products of platelet phosphalipid metabolism on a column.

Publications and Preseatations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Cotlorado 80045

ANNUAL PROGRESS REPORT
{i1SCR 40-23, App. C.) (Detail Summary Sheet)

ﬁ(le) Date: 30 SEP 80 (2) Prot No.: 79/A0] (37 Status: Terminated
(") Title: An Investigation of the Effects of Aminoglycosides and Lasix

,,1_._upan_1hc.lnnen Ear of the Guinea Pig

757 Start Date: june 79 (6) Est Comp Dute:  May 80

7Y Principal Investigator [8) Facility: FANMC
John 0. Daigh, Jr., CPT, MC

{(9) Dept/Sec: Pediatrics (10} Assuc Investigators:

(11) Key Words: Patrick Glasow, CPT, MC
Aminoglycosides John W. Harbell, Ph.D.,CPT,MSC
Lasix W. Nicholas Glab, B.S., SP6

. __lnner Ear

12) Accumulative MEDCASE] (13) Est Accumulative |(14) Periodic terminate

Cost: OMA Cost: Review Results: 8/80

{15) " “Study Objective:
The objective is to establish the effect unon the cochlea of the
Guinea pig of aminoglycosides and lasix.

(Y “Technical Approach:
Guinea pigs were given various amounts of aminogiycosides and lasix.
The anima's have been sacrificed and their cochlea examined under
light and electron microscopy.

1 7Y Progress:
The study was terminated due to the unanticipated, early PCS of the
Principal Investigator to enter Pediatric Sub-specialty training.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80  (2) Prot No.: 79/409 (3) Status: Terminated L
(L) Title: An Analysis of the Health Care Needs of Teenagers Living in .
Single Parent or Reconstftuted Families.

(§5) Start Date: Has not been started (6) Est Comp Date: Is not being done.

(7) Principal Invastigator (8) Facility: FAMC E
Dr. Alan R. Figelman Fitzsimons Army Medical Center '

(9)  Dept/Sec: Dept of Pediatrics, FAMC (10} Assoc Investigators:

(I'1) Key Words: Dr. David W. Wells, and !

Health Care; Teenagers; Single Parent; Dr. Richard T. Takao. \

Reconstituted Families

12) Accumulative MEDCASE| (13) Est Accumulative [4) Periodic continue
Cost: OMA Cost: Review Results: 11/79
(15)  #Study Objective.

N/A due to the termination of the study.

(16) =~Technical Approach:
N/A due to the termination of this study.

(17) =*Progress:
We have decided not to do this study at the present time.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

’ ANNUAL PROGRESS REPORT
{HSCR 40-23, App. C.) (Detail Summary Sheet)

(n bate: 30 SEP 80  (2) Prot No.: 797403 (3) Status: opn going
(4) Title: Evaluation of Transcutaneous Oxygen Monitoring in the Acute
Management of Infants with RDS

(5) Start Date: January 1980 (GY Est Comp Date: July 1981
(7) Principal Investinator {8) Facility: FaMC

Gerald B. Merenstein, MD, Col, MC

(9) Dept/Sec: padiatrrics/ Newhorn {10) Assuc Investigators:
(11)  Key Words: Howard Kilbride, MD, Maj, MC
Transcutaneous Oxygen Monitoring Gilbert Frank, MD, Maj, MC

(T2)” Accumulative MEDCASE| (13) Est Accumulative J(14) Periodic comtinue

s ngt& Ob. OMA Cost: Peview Results: 10/79
p) “Study Jectiva:

To determine the efficacy of continuous transcutaneous PO2 monitoring
in the acute management of infants with RDS

(16) *Technical Approach:
Infants less than 3% weeks gestation with RDS will be assigned to 24
hours of continuous transcutaneous oxygen monitoring. They will have the
data blinded in either the first or second 12 hours.

t17)  #Progress:

To date 17 infants have been studied., The study will have sufficient
infants by July 1981.

Publications: None
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FAMC WU Ne (Prot No) 79/403 -

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part of Detail Summary
Sheet) 4

SERVICE  Newborn DEPARTMENT Pediatrics

Kilbride, H. Transcutaneous oxygen monitoring., Presented: Aspen
Conference on Perinatal Recearch, July 1980. (Aspen, CO)
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bt PAETHENT OF CLINICAL 10YELT LA 1
FITZUIMONS ARMY MEDICAL (L .7
hurora, Loloradu 8ocl. P

AHNUAL PRKOGRESS REPOMT
THSCR hu=23, App. L) (Detail Summary Sheet) F|

{0 _Dare: 30 5CP B0 (2] Prot Ho.: 797404 (5 Siat.s: Ongoing
(0} "TitTe: The Effect of Early Meconium Evacuation on Bilirubin Levels in
‘ __Breast-Fed and Formula-Fed Healthy Full-term Infants
) Start bate: February 1981 IC7 Tt Tuory Date:  January 1982
7V Piincival Insestigator B Facilicy: Faic
. Gerald B, Merenstein, MD, Col, MC
43Y’ Dept/Sec: Pediatrics/Newborn (10)  Ffsueue Inveutigatnrs:
(IT] Key Words: Marilvn DiGirol, LTC, ANC
Bilirubin, Meconium, Breast Fed, Jan Collins, Cpt, ANC
Bottle Fed Leonard Weisman, Maj, MC

112) Accumulative MEDCASE (13) Est Accumulative j(i4) Fericdic continue
Cost: OMA Cost: ! Poeview Results:
- ; _ : : MR 12/
(153 Study Ubjective: 73
a. To determine the effect of glycerine suppousitories on peak bililrubin
levels in breast and formula fed infants.

b. To compare peak bilirubin levels in breast and feormula fed full term
infants.

(16) *~Technical Approach:
500 Healthyv fullterm infants will be randomly assigned to one of four
groups including suppository or control and breast or bottle fed.
Bilirubins will be measured serially by a bilirubinometer.

17} “Progress:
Funds have been obtained from the March of Dimes to purchase the
Bilirubinometer by early 1981,

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

Date: 30 SEP 8C (2] Prot No.: 79/40% (3) Status: Ongoing

Title: Assessment of Maternal Fever in the Immediate Prenatal Period
as a Predictor of Perinatal Newborn Infections

Start Date: January, 1981 (6) Est Comp Date: July, 1982

Principal investigator (8) Facility: FAMC
Howard Kilbride, M.D., MAJ, MC

Dept/Sec: Pediatrics/Newborn (10) Assoc Investigators:

Key Words: Maternal fever, re: .
perinatal infections Gil Frank, M.D., MAJ, MC

MC, USN

Accumultative MEDCASE| (13) Est Accumulative |(14) Periodic continue
Cost: OMA Cost: Review Results: 12/79

(16)

(17)

#Study Objective: To determine the incidence of serious perinatal
infections in infants born to febrile uothers.

“Technical Approach: Mothers who are febrile within 24 hours of
delivery as well as a matched control mother will have blood ard
placental cultures at the time of delivery. Each infant born to
these study and zontrol mothers will have peripheral blood, stool
and umbilical cultures, CBC, platelet count, C-reactive protein
all within 6 hours of birth. Each study infant will have a chest
x-ray. The CBC and platelet count will be repeated at 24 hours.
“Progress: Due to the PCS move of the principal investigator, no
patients have as vet been enrolled in the study. The associate
investigators will assume responsibility for the protocol and the
study will be begun in the immediate future  There have also been
some delays as H3C has asked for some clarifications of the volun-
teer agreement.

John Steenbarger, M.D., LCLR,




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/405
(Blocks | through 17)

Technical Approach (Continued): CSF will be obtained on each infant treated
with antibiotics or as clinically indicated. Specimens for viral cultures
will also be obtained. A data collection sheet will be maintained on each
mother and infant pair. At the end of the study period, the data will be
analyzed to determine the clinical course of infants born to febrile mothers
and the incidence of bacterial and viral infection in those infants compared
to control infants.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045 j
-
ANNUAL PROGRESS REPORT :

(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP U0 (2] Prot No.:  76//0m (3) Status: oo .ing
%) Title: .
Intergroup Ewing's Sarcoma of Pelvic and Sacral Bones _

(5) Start Date: 57 wmaron 19sn (6) E-t Corp Dute:  jogp
T7Y Principal Investigator (8Y Facility: FauMC

Askold D. Mosijczuk, M.D.
(9) Dept/Sec: pediatrics 10)  Assuc lnvestigator.:
(IT)  Key Words: None

Intergroup kEwing's Sarcoma of

Pelvic and Sacral Bones

(12) Accumulative MEDCASE[ {13) Est Accumulacive |U14) Periodic continue

Cost: OMA Cost: I Review Results: 5/80

{(15)  *Study Objective:

1. TImprove the survival of patients with localized Fwing's sarcoma of
the pelvis and sacrum who have no evidence of metastases by using an intensive
multimodal therapeuvtic approach.

2. Determine the effectiveness cf high duse intermittent chemotherapy to
prevent local recurrence of disease and/or metastases.

f16) *Technical Approach:

Patients with kKwing's sarcoma of pelvic and sacral bones receive surgery,
radiation and chemotherapy according to protccol auidelines and tumor
survival and response are measured. Pe

(17) +*Progress:

To date, no FAMC patients have been entered on this study. Nationally, the ‘
study is progressing satisfactorily and 1s open to new entries, l




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT

Proto No:79/406
(Blocks 1 through 17)
(15) 3. Determine the effectiveness of surgical resection to control local
disease.
4.

Determine the effectiveness of a uniform radiation therapy regimen
to control local disease.

5. Identify, determine and compare the degree of early and late toxicity
and sequelae of therapy.

6. Evaluate ana confirm the prognostic characteristics with respect tc
the tumor and the host.

Publications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATIUN y
FITZSIMONS ARMY MEDICAL CEUTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPOQRT
{HSCR L40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 79/407 {3) Status: ongoina
LYy Title:
Intergroup Ewing's Sarcoma Pelvic and Sacral Sites Excluded
{5) Start Date: - 4arch 1980 (6) Est Comp Date: 10g0
{7) Principal Investigator (8) Facility: FAMC
Askold L. Mosiijczuk, M.D.
73} Dept/Sec: General Pediatrics (19)  Assoc fnvestigators:

(IT)  Key Words:
Intergroup Ewing's Sarcoma; Pelvic
and Sacral Sites Exc'uded

None

{12) Accumulative MEDCASE] (13) Est Accumulative |(1L4) Periodic continue
Cost: OMA Cost: Review Results: 5/80
(15} *Study Objective:

1. Improve the survival of patients with localized Fwing's sarcoma of
bone who have no evidence of metastases at diagnosis with an intensive multi-
modal therapeutic appreach.

2., Determine the effectiveness of high dose intermittent chemotherapy as
compared to moderate dose continuous chemotherapy to prevent local relajpse and/or

(PEFS,REERN ical Approach: 3
Patients with Fwing's sarcoma, except those involvina pelvic and sacral bones,
receive surgery, radiacion, and chemotherapy accordinag to protocol quidelines .

and tumor response and survival are measured.

(17} #Progress:

To date, no FAMC patients have been entered on this studyv. Nationally, the
study is progressing satisfactorily and is open to new entries.




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/407

{Biocks 1 through 17)

(15)
3. Determine the effectiveness of a uniform radiation therapy regimen to
control local disease.

4. Determine the effectiveness of surgical resection to control local disease.

5. Identify, determine and compare the degree of early and late toxicity and
sequelae of therapy.

6. Evaluate and confirm the prognostic characteristics with respect to tumor
and host.

Publications and Presentations: None
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LEPARTMENT OF CLINICAL INVESTIGATION
FITZSINMONS ARMY MEDICAL CLNTER
nurora, Colorado 8004L

ANNUAL PROGRESS REPORT

=D, e {Cetail Summary Sheet)
TR 2 se? o 2} Prot No.: 79/408 (57 Status: nacing
T -
o Irtergroup Rhabdomyosarcoma Study 17
,,,,, ol iter L7 Mar 8¢ \t? Est Cop Dales oo
Srtacioal Inve st lgator T8 Focilivy:  FaMC
ﬁ_ »_."\:'-K\‘I\'j . Mosirvzuk, MLD,
C__hetooeer denerel Pediatrics (17 Jsoe e tigators:
o Fae e wmdrds:
Ir:teraroup Rhabderyosarcoma Study I1 Nor.e
T27 Accumulatinve HEDCASL‘ T13) Est Accumulative {(ID] Feriudic corntinue
) Cost: ‘ OMA Cost: ; feview Resalts: 5/80
TS St0d, Jo.uctive: The objectives of this study are to determine |f

cyclophosphamide can be dropped from the standard VAC regimen with radiation
omitted without jeopardizing disease control and survival, and if so, if there
would be less side effects without it, particularly testicular, ovarian, anu
renal dysfunction in Clinical Group | Disease. In Clinica! Group Il Disease,
it is to determine if repetitive courses of '‘pulse' VAC improve the dur-

ation of complete remission and survival beyond that which is now f(cont'd)
(16)  =Technical Approach:

Patients with rhabdomyosarcoma received suracry, radiation, and cheme*boraps

according to protocol guidelines, and tumor response and survival s reogcure

i17Y sProgress:
To date, no FAMC patients have been enrolled on this study. Nationally,
tho study is proaressing satisfactorily and is open to receive entries.,

"
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Froto No: 79/408
(Btocks 1 through 17)

(15) cont'd:

achievable for microscopic residual disease with cyclic-sequential vincristine
and dactinomycin, all patients receiving post-operative radiation to the
tumor bed. In Clinical Group 11l and IV Disease, it is to determine if
adriamycin, if given in pulse combination with vincristine and cyclophos-
phamide (''pulse'' VADRC), improves the complete remission and survival

beyond that now achievable with ''pulse'’ VAC, all patients receiving

radiation to the tumor bed and sites of metastases. It is also to determine
if two years of repetitive pulse therapy is superior tc the non-repetitive
pulse regimens previously employed in IRS-} for Groups Ill and IV disease
(Regimens E and F). In the case of '"Extremity Rhabdomyosarcoma Requiring
Primary Amputation', it is to determine if two years of repetitive ''pulse'
VAC will improve the duration of remission and survival in patients subjected
to primary major amputation for primary tumors localized in the extremity.

In the case of '"'Rhabdomyosarcoma Localized in the Masopharynx-Nasal Cavity,
Middle Ear and Paranasal Sinus' the objective is to determine if the ''pro-
phylactic'' local meningeal radiation with or without intrathecal chemo-
therapy can prevent direct meningeal extension of disease and improve the
duration of remission and survival in these patients. In ''"Rhabdomyosarcoma
tocalized to the Pelvis (vagina, uterus, bladder, prostrate)' it is to deter-
mine if a primary chemotherapeutic and radiotherapeutic approach can avoid
the disability associated with radical surgery without jeopardizing local
disease control and survival. In "lymphatic Involvement in Rhabdomyosarcoma
it is to determine what the frequency and significance is of regional lyrph
node involvement in relation to primary site of tunmor origin. |In relaticn

to ""Patholcgy' it is to determine the relationships between the special and
undifferentitated cell types | and Il (Ewing's tumcr of soft tissue) and
classical rhabdomyosarcomas in terms of piological behavior, ultrastructural
features, and resjponse to therapy.

Publications and Presentations: None
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ANNUAL PROGRESS REPQRTY
{HSCR 40-23, App. ©L.) (Detail Summary Sheet)

)
)
Y Date: 30 SEP 00 {2} Prot No.: 7G/409 (3) Status: (noocing
B Tidle:
National Wilm's Tumor Study

57 Start Date: 27 March 1980 (6) Tuu Lo Date:r ygpy 7
T7) Principal livestigator 75) Facilitv: FamC

Askold D), Mosijezuk, M.D.
T)T Copt/Sce: General Pediatrics SN he o luentigator:
D) Key wWords:

fiatioral wWilm's Tumor Study Pone

T12)  Accurulative MEDCASE] (13) Est Acroi-ulative EWWLJ Porivdic continue
Cost: OMA Cost: i Aeview Rew . 1ts: 5/80
1) “ytady vbjectives

Ter viair, o better anderstanding of the wilms' turor by caatherinag dod i led

PTGt o recsarding gross arnd histologre merphie Loy, el o corre Tt e
oo antaorT 4ty 0 oWt treatment aror clinitoal oot care, 1 vt pre meere ot ;

Yreeatren bty cccrdrrey to staeriter, SO as et o s thie adve e L e

GETeee gy treatre st patientsore paprar s v g ther apees T e
Creo gt et boone e o by randor ted j FE A S I R oy -
i6) Tochnio b Snnroachs ‘
gt rer ALCE WL Moy el e b e gt rer o n e e sk et e hd
ety ap s o o dirar v protaes] ongpde lone o thaer o e e gy
b el e e gy el
17 Progres: ‘

! date, ne opatitents o at FAMC have beenoeraco Do o thae oty Sty sl

e ctipdy s progressing satrefactor iy oaned e cpen b nea ety g e
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/409
{Blocks ! through 17) -

(15) to stage and histologic grade of disease. To gather information regarding
patients and their families, including patterns of cancer within families,
in an attempt to identify children and families at high risk for cancer.
To study the late consequences of successful treatment given for Wilms'
tumor.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATICON

FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(Detail Summary Sheet)

Ungoltia

1) Date: 30 SEP 80 {(2) Prot No.: 79/410 {3) Status:
G Tidle:
Non-Hodgkir's Lymphoma

{5} Start Date: 27 March 1980 {6) Est Corp Date: ...
777 Principal Investigator B) Facility: FamC

Askold D. Mosiijczuk, M.D.
(97 Dept/Sec: podiatrics T19)  Aswoc Investigator:
(17] Key Words:

Mon-Hodgkin's Lymphoma None

127 Accumulative MEDCASE

Cost:

(13) Est Accumulative
OMA Cost:

1

1L pPoriodic continue

ceview Roewagle oo 6180

T FStudy Ubjeotive:
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CONTINUATION SHEET FOR Y 80 ANNUAL PROGRESS REPORT Proto No: 79/410
(Blocks 1 through 17) ——

(15) the two treatment regimens the effectiveness of standardized IT MTX
without radiation for the control of occult CNS disease. To determine for
each of the treatment regimens the effectiveness of standardized irradiation
of bulk disease.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION A
FITZS!MONS ARMY MEDICAL CENTER P
Aurora, Colorado 80045 . Ly

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP BO (2) Prot No.: B0/400 (3) Status: cpgoing
(%) Title: oyaluation of Lymphocyte Rlast Transformation in Sreast
Milk and Peripneral Blood Lymphocytes,
{(5) Start Date: 1 April 80 (6) Est Comp Date: 30 Sept, 83
{7) Principal lInvestigator (8) Facility: FAMC
Leonard %, Weisman MD MAJ, M,C
(9) Dept/Sec:Pediatrics/Newborn (10) Assoc Investigators:
it Ki Words:
T Key Breast Milk R. Stephen Whiteaker, Ph.D.,
Lymphocyte CPT, #SC

Blast Transformation

“12) Accumulative MEDCASE] (13) Est Accumulative [i1L4) Periodic continue
Cost: OMA Cost: feview Results: 4/80
(1h) “Study Ovjective: To obtain data on lympnocyte blast B
transformation of human breast milk lymphocytes and
nompAare them to maternal post-partum perioheral hlood
lymphocvtes,

]

u) Technical Approach: Simultaneous breast milk an? peripheral ﬁ
hloot samprles from post-partum suniects are evaluaterd |

for lymohncvte hlast transformation using a micro~ .

technique after; 1) utilizing variois isolation proce-
Aures or ?) utilizing various selected patient ponula- ;
tions or 3) utilizing various laboratory storace .
conditions.
17, -Progress. 1) Ten paired samples were collected, at various
1ays post-partum from term uncomplicated post-partum
women, for absolute lymphocyvte counts, Optimum time for
samole collection was thus determined. 2) 23 pailred
samples were collected from term uncomplicated post-
partum women for comparative lymophocyte evaluation of
K- rosetting. Normal breast milk T-cell poobulations
were estublished and found smaller than peripheral blood.

2O




CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: B0O/400

(BYocks 1 through 17)

(17)

3) 37 palred samples were collected from term
uncomplicated nost-partum women for comparative
evaluation of lymphocyte blast transformation,
Normal values for lymphocyte blast ctransformation
were established and breast milk lymphocytes were
found hyroreactive when compared to veripheral
blood lymphocytes. 4) 6 paired samvles were col-
lected from term uncomplicated post-partum women
for comparative evaluation of lymvhocyte blast
transformation after i1solation of B-rosetting
population, 5) 14 paired samples were collected
from term uncomplicated post-vartum women for
comparagive evaluation of viability after storage
at -196°C., 6) 3 paired samples were collected from
term uncomplicated post-partum women for comBarative
evaluation of viability after storage at -20°C,

Publications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

{T) Date: 30 SEP 80 (2) Prot No.: 807401 (3) Status: Ongoing
() Title: Investigation of Heparin Induced Platelet Aggregation Secondary
to Prostacyclin Interference in the Rabbit Model

(5) Start Date:  June 1980 T6) Est Comp Date: July 1981
T17) Principal Investigator Facility: FAMC
Larry G. Maden, MD, Maj, USAF, MC

(9) Dept/Sec: Pediatrics/Newborn 10) Assoc Investigators:

{11) Key Words: John Harbell, PhD, Tpt, MSC,
Heparin, Prostacyclin, Platelet Donald G. Corby, MD, PhD, Col, MC
Aggregation Peter W. Blue, MD, LTC, MC

Gerald B. Merenstein, MD, Col, MC

(12) Accumulative MEDCASE| {13) Est Accumulative 14) Periodic continue
Cost: OMA Cost: Peview Results: 6/80
(15) =Study Objective: )
To investigate heparin induced prostacyclin inhibition as manifested
by increased platelet adhesion at the tip of an arterial catheter
in a rabbit model.

(16)  “Technical Approach:
Four groups of rabbits will have arterial catheters placed and infuased
with varying concentrations of heparin, Platelets will be harvested
from the animils labelled and reinfused.  The rabbits will be scanned by
4 pamma counter at six and 24 hours.  After cuthanized 4 rabbits from
each group will haze an autocardiograph of the acrta, The remaining
rabbits in each group will have the aorta analvzed for prostacvelin and

heparin at the catheter site.

i

L7 SProgress:
All experiments have been completed. Data is heing retrieved from
computer storage and will be analyzed.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
{HSCR %40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 797450 {3) Status: Ongoing
+ 7
gnset gjt]eteiTg%gR fAigézénl%EelangSlg%gggg§¥g%&§ gndJHgg?p eral
{5) Start Date: Sep 79 (6) Est Comp Date:  Sep 81
( ) Principal Investigator (8) Facility: FAMC
Patricia L. Stranahan. MC
19) Dept/Sec: Dept of Pathology 10)  Assuc ln¢cgt|gat0r5
(11) Key Words: Complement Activation; aul Makane, Ph.D
Juvenlle Onset Diabetes Mellitus; Coagula- | Judy Barber, MI (ASCP)
tion Abnormalities in Juvenile Onset Dia- Patricia Rush, MI' (ASCF)
betes Mellitus; erlgheral Yascular Compil-
C T s
2) Accumulative MEDCASE 3) Est Accumulative |[(IL4) Periodic continue
Cost: OMA Cost: Review Results: 3/80

f15)  #Study Objective:* ;
Clg is present on hunan platelets. 1) It is known that Clq displaces collagen i
with respect to collagen dependent platelet aggregation. 2) It is also known f
that Clg specifically binds to Beta cell membranes. 3) The objective of this
study 1s to compare the levels of Clg in normal patients with juvenile onset
diabetes mellitus. '

(16) =Technical Approach:

. . . . 1

We have developed a rocket lmmunoelectrophoresis procedure for quantitation of *
ls3.  Previous methods used for determining Clq levels take up to 1C davs. :
With our procedure, overnight results are obtained. Presently we are reportins

our results 1n % of normal as we currently have no purified Clg to quantitate
1y levels.

(t7) #Progress:
In the past 18 months ve have continued to run serum samnles on several normal
patients and iabetic patients as well as patients with lnown auto-immune
disease. Our problem at this time is procuring a purc Clg antibody substrate.
Many ot the results have been exciting; however, Jdue to the inability to
produce a specific antihuman Clq, the results have not, to date, been confirmed.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FI1T2SIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANHNUAL PROGRESS REPORT
(HSCR 40-23, App. €.) {Detail Summary Sheet)

1 (17 Date: 30 SEP B0 (2] Prot No.: 79/451 (3] Status: Ongoing_
' (§)  Title: Efficacy_of Fyeeze Preservation of Platelets for Human Utiljzation -
@M&%T%QQQ%QJ%V&FF@CUOMI Capabilities After l'reeze Preservation with
“(5) “Start Date: 30 Sep 80 ) Est Comp bDate: 3C Sep 81
7) Principal Investigator ) Facility: FAMC
Patricia L. Stranahan, MC
[9) Dept/Sec: Dept of Pathology 10) Assoc Investigators:
{11)  Key Words: Rick Martinez, MT (ASCP)
Freeze Preservaticn of Human Platelets Judy Barber, MI (ASCP)
Freeze Preservation of These Platelets
Utilizing HES

(12)  Accumulative MEDCASE| (13) Est Accumulative '(14) Periodic continue
fost: OMA Cost: fleview Results: 6/80
{(15)  #Study Objective:
To compare the differences between fresh platelets and freeze preserved
(HES) platelets for use in thrombocytopenic leukemic patients.

{(16) +“Technicai Approach:
In the past six months, platelets have been frozen in HLS and tected for
in vitro function. These studies have teen carriad out Loth before ‘reerine
and after thawing. Suitable controls with room tamperature incutation have
also heen studied.

{(17) =Progress:
We have manipulated the platelets using various techniques which as to Jatc,
have not included the technique utilized by the Pritish Study which ‘reeren
the platelets at a constant temperature with liquid nitropen. Work ic
underway to begin study utilizing liquid nitrogen.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSINMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(T7 Date: 30 SEP 80 (2] Prot No.: 80/500 (3] Status: ongoing
) Title: Health Expectancy Styles for Patients and Physicians and Their
Perceptions of a Referral Process

(5) Start Date: July 1980 (6) Est Comp Date: Sept 81
7Y Principal Investigator {8) Facility: Finug

CPT ROBERT R, ROLAND, MC
ij) Dept/Sec: DEPT OF PSYCH (10} Assuc [nvestigators:
1) Key Words: 1 Paul G. Longobardi, CPT, 'iC

Health Styles, Patient/Physician
Perception of Referral

12) Accumulative MENDCASE] (13) Est Accumulative 1(i4) Pericdic continue
Cost: OMA Cost: review Results: 6/80

(15) #Study Objective:

The purpose of this study is to demonstrate that reliable similarities and

differences between patients and their referring physicians in the degree

to which their perceived health behavior is under one's control or as a re-

sult of luck, chance, or fate will affect the satisfaction of each with

specific aspects of their interactions and contribute to differing numbers

of referrals for psychological evaluations

Vib) Technical Ap.roach:

Survey data compiled from both referring physician and subject patients
will be compared and evaluated to establish any significant connections
between Health expectancy styles for these two groups and the referral

process.

7Y “Progress:

Thus far, data has heen collected on 14 patient/physician pairs. It is
expected that a sufficient number of responses will have been compiled
by fall 1981 to allow analysis of these data,

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
turora, Colorado 80045

ANNUAL PROGRESS REPORT

{HSCR 40-23, App. C.) (Decall Summary Sheet)

(T) Date: 30 SEP B0 (2] Prot No.: 80/501 (3] Status: Terminated
(4) Title: Physical Anhedonia and Perceptual Aberration in Acute Psychosis.
(5) Start Date: 1980 (6) Es:t Comp Date: 1980
(7) Principal lnvestigator (8) Facility: FAMC
Paul G. Longoberdi, CPT, MS
{9) Dept/Sec: Psyciatry (10) Assoc Investigators:
(TT) Key Words: Loren J. Chapman, Ph.D.
psychcsis Jean P. Chapman, Ph.D.
schizophrenia both with the Univ. of Wisconstn
T2) Accumulative MEDCASE| (13) Est Accumulative {(14) Periodic terminate
Cost: OMA Cost: | Review Results: ¢/80
(15)  *Study Objective: Using scales of psychosis proneness in college

(16)

(17)

students that were developed on samples of chronic schizophrenics
we will determine if the scales identify all early schizophrenics
and/or other psychotics as deviant and, it not, what percent are so
identified. Further, using other scales, we will seek to specify
characteristics of the early schizophrenics and/or other psychotics
who score deviantly high on each of the two main scales.

*Technical Approach:

Participating patients will undergo the following procedures:
Physical Anhedonia Scale, Perceptical Aberration Scale, NonConform-
ity Scale, Magical ldeation Scale, Beck Depression Inventory and
the Phillips Scale. Coded interviews and scale results will be
forwarded to the Chapmans at the University of Wisconsin at Madison
for analysis using computer programing and comparison with data from
*Progress: other groups.
This protocol has been terminated due to the ETS of the Principal
Investigator.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(I'Y Date: 30 SEP 30 (2) Prot No.: T74/600 (3) Status: Ongoing
th) Title: Bone Marrow Scintigraphy and Scintirraphic Localization of
. Soft Tissue Tumors by Use of Indium-11] Chleride
(5)  Start Date: jo7h (G) Est Comp Date: Indefinite
777 Principal Investigator (8) Facility: FAMC
Peter W. Blue LTC, MC
7a) Dept/Sec: HNuclear Medicine Service | [11) Assuc Investigators:
{11} Key Words: Nasser Ghaed, COL, MC
Indium 111 Chloride
Fone Marrow

'12) Accumutative MEDCASE| (13) Est Accumulative [(I1L4) Periodic continue

. Cost: OMA Cost: Review Results: 6/80

(15)  “study Objective:
Clinical evaluation of Indium-111 Chloride supplied by Medi-Physics,
Inc. The evaluation of the agent is significant in that it represents
a method of studying sites of erythropoiesis in bone marrow and
allows scintigraphic localization of soft tissue tumors by non-invasive
techniques. 1n selected patients, this affords clinical information
which could not be obtained by other methods.

(16) *Technical Approuach:
Up to 2mc of Indium~111 Chloride or proporiionally less derending
on body weight supplied by Medi-Physics, Inc. will be administered
intravenously to patients referred to Nuclear Medicine Laboratory for
either scintigraphic evaluation of sites of erythropoiesis in bone
marrow or the presence of soft tissue tumors.

(17) +*Progress:
Only one study (normal) was performed durine the previous year.
It is anticipated that several of these studies will be done in
the coming year.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 8004t

ANNUAL PROGRESS REPORT

(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 7TL/602 (3) _Status: ongoing
(4) Title: The Use of Indium 111 DTPA for the Study of Cerebrosninal
Fluid Pathways.
(5) Start Date: 1974 (6) Est Comp Date: Inderinite
{7) Principal Investigator (8) Facility: FAMC -
Peter W. Blue LTC, MC
(9) Dept/Sec: Nuclear Medicine Service {10) Assoc Investigators: -
(TT) Key Words: Nasser Ghaed, COL, MC
Indium 111 DTPA
Cerebrospinal Fluid
{12) Accumulative MEDCASE| (13) Est Accumulative |J(14) Periodic continue
Cost: OMA Cost: Review Results: 6/80
(15) ~ *Study Objective:
Clinical evaluation of Indium 111 DTPA in aqueous ionic solution
(pH 7 to 8) for study of cerebrospinal fluid pathways as supplied
by Medi-Physics, Inc.
(16) *Technical Approach:

Evaluation of this agent represents a method of studying cerebro-
spinal fluid pathways in selected patients with a compound that
will result in significantly less absorbed radiation doses to
patients than the methods currently used. The incidence of side
reactions, such as fever, headaches and mild meningitis, will
probably be decreased in comparison to the compound presently used.
*Progress:
Thirteen studies using Indium 111 DTPA for evaluation of patients
with cerebral spinal fluid pathways pathology have been done in
the last year since 1 October 1979. The radiopharmaceutical
proved adequate for the intended diagnostic purrose, and again
no detectable side effects were observed.

Publications and Presentations: None




(HSCR 40-23, App. <.) (Detail Summary Sheet)

DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CLNTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(1)

Date: 30 SEP 80  (2) Prot No.: 79/600 {3) Status: Ongoing

()

Title: Non-Invasive Realtime UTtrasonic Evaluation of Carotid Occlusive
Vascular Disease

(5)

Start Date: 1979 {6) Est Comp Date: indefinite

7)

Principal Investigator (8) Facility: FiMC
Stanley F, Smazal, Jr., M.D., DAC

)

Dept/Sec: Radiology/Ultrasound (10) Assoc Investigators:

)

Kev Words: Capotid Artery Lewis Mologne, COL
Thrombus John Buscemi, LTC
Ulcerative plaque John Eielson, LTC
Nasser Ghaed, COL

{(12)

Accumulative MEDCASE| (13) Est Accumulative |(l4) Periodic continue
Cost: OMA Cost: Review Results: 6/80

(15)

(i7)

“Study Objectivea:
To objectively evaluate the patency of the carotid artery; to evaluate
the presence and extent of a thrombus and/or ulcerative plague in the
carotid artery; and to employ a full pulsed doppler to measure bi-
directional flow in the carotid artery.

“Technical Approach:

Approximately 120 patients will be evaluated. Patients will be
divided into 4 groups as follows (with approximately 30 patients

in each group): 1) Control population; 2) Patients with asymptomatic

carotid bruits; 3) Symptomatic patients with or without carotids

bruits; 4) Patiants who have experienced a previous stroke within

the last 12 months. This entire patient population will be evaluated
*Progress: There has been no progress made on this project due to
Special MEDCASE funding for real-timer ultrasound not being available
during the fiscal year.

e -
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- CONT!NUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/600
(Blocks 1 through 17) —_—
.
(16) by a non-invasive real-time technique. . "

Publications and Presentations: None _
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
{HSCR L0-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 [2) Prot No.: 80/600 (3) Status: Ongoing
4) Title: .
Tc99m - PIPIDA for diagnosis of Hepatobilary disease
(5) Start Date: 1380 (6) Est Comp Date: indefinite
(7) Principal Investigator (8) Facility: FAMC
Peter W. Blue, LTC, MC
{9) Dept/Sec: Nuclear Medicine Service (10) Assoc Investigators:
(11)  Key Words: Nasser Ghaed, COL, MC
Tc-99m-PIPIDA, diagnostic
hepatobiliary, Dignostic lsotopes

{12} Accumulative MEDCASE| (13) Est Accumulative |[(I%) Periodic continue
Cost: OMA Cost: Review Results: 9/80

(i5) *Study Objective:
To evaluate the clinical efficacy of Te-99m-PIiPIDA as a diagnostic
hepatobiliary and gallbladder agent for Diagnostic Isotopes,
Incorporated, Rloomfield, New Jersey, as an FDA Phase TII study.
Information ccncerning the efficacy will be furnished to Diagnostic
Isotopes in support of the company's New Drug Application {NDA)
on a cost recovery basis.

t16) =Technical Approach:
Ezach patient will be studied following a 6-8 hour period of fasting
when possible. Following intravenous administration of the
Tc-99m-PIPIDA sequential scintiphotos will be obtained at 5 minute
intervals for up to 1 hour following injection.

s

17) #Progress:
Not yet begun.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: T4/651 {3) Status: Ongoing
{4) Title:gstablishment of and Training in Methods for Special Studies
of Abpo obi

[5)  Start Date:January {6€) Est Comp Date: Indefinite

(7) Principal Investigator (8) Facitity: FAMC

Nicholas C. Bethlenfalvay, MD., DAC

{9) Dept/Sec: DPCCM (I10) Assoc Investigators:

(11) Key Words: .

Abnormal Hemoglobins Techniques on Joseph Lima, DAC, GS-11
Identification

(12) Accumulative MEDCASE| (13) Est Accumulative |(14) Periodic continue

Cost: OMA Cost: Review Results: 12/79
(15)  #Study Objective: —

To establish and conduct training in methods for special studies of
abnormal hemoglobins.

(16) =~Technical Approach: To acquaint and to train existing personnel in the
performance of various procedures as they pertain to biochemical study
of hemoglobins ana red cell enzymes involved in hemoglobin function.

(17) #Progress: gsince 1974 the following can now be performed: Column
chromatography, electrophoresis and iso-electrofocusing of hemoglobin;
column chromatography and electrophoresis and iso-electrofocusing of
globin and electrophoretic demonstration of iso-enzymes of both NADH and
NADPH dependent methemogzlobin reductases.

Publications and Presertations: None
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DEPARTHAENT OF CLINICAL ITNVESTIGATIU
FITZSTHHONS ARMY MEDICAL CLLTE!
Asrore, Colorade 80ULL

ANHUAL PROGRESS REPORT
{(HOUR 40~23, App. CL) (Detail Summary Stieet)

(1) “bote: 30 SEP 89 (2] Prot No.: 78-650 777 Siar.i: Gngoing
(17" Title: Evaluation of Thalassemia as Cause of Hypochromic Microcytic
Anemia in Interaction with Hemoglobin Variants
(%) srart Late: Mareh 1678 70T el G Uhte: indefinite
-gﬂ Principal lovestigator Ye ordy,COL MUB) Fociiit,: Favl
icholas C. Bethlenfalvay,MD,DAC

133- Dept/St:c: DPCCM (In) Assoc ln/estigaiore:
L) Key Words: congenital Anemia
Thalassemia None

(12Y Accumulative MEDCASE] {13) Est Accumulative f(ib) Periodic continue
Cost: OMA Cost: j revied Results: 2/80
{157 *Study Objec:ive:

Copy abbreviated version from 1979 resume

{16) *Technical Approach: Patients with (a) hypochromic-microcytic znemia
(b) patients whose hemoglobin electrophoretogram reveals a variant hemoglobin
in amounts greater than 50 or_less than 40% will be evaluated. Peripheral
blood will be incubated with 1*C leucine. Alpha/beta globin synthetic
ratios will be calcu.ated,

(17) *Progress: gince the inception of the study, 30 patients were
evaluated resulting in the identification of the following conditions:
HbC/alpha thalassemia; HbS/beta plus thalassemia HbS/beta O thalassemia,
HbH disease, *acquired, 2 cases!) HbH disease (a de-novo genetic event)
alpha-thalassemia - 1 and type II normal HbA2 - beta plus thalassemia.

Publications and Presentations: None




DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
{HSCR 40-23, App. C.) (Detaii Summary Sheet)

(') Date: 30 SEP 8C (2) Prot No.: 78/651. (3) Status: Ongoing
«t) Title: Evaluation and Structural Identification of Unusual Human
Hemogloban Variants

(57 Start Date: March 1978 (6) Est Comp Date: Indefinite
(7) Principal Investigator 8) Facility: FAMC

Nicholas C. Bethlenfalvay, MD, DAC

{9) Dept/Sec: DPCCM (10} Assoc Investigators:

(TT) Key Words: Joseph E. Lima, MS, DAC, GS-11
Abnormal Hemoglobins

{12) "Accumulative MEDCASE] (13) Est Accumulative [(14) Periodic continue
Cost: OMA Cost: Review Results: 2/80

(15) #Study Objective:
To demonstrate that variation at critical sites in hemoglobin structure is one
of the reasons for anemia, polycythemia or a hemolytic state in man.

(16) =*Technical Approach: Cases of chronic hemolytic anemia and cases with
left or right shifted oxygen dissociation curves will be studied by means of
electrophoresis, chromatography and isoelectric focusing.

(17) #Prcogress: Since “he inception of the study, four cases with unusual
hemoglobins were identified., Two of these were shown to have Hb Lepore/Boston,
one, having heterozygosity for the hereditary persistence of Hb F (Aganima
G gamma variety); the last patient with erythrocytosis and an electrophoretically
silent Hb was found to have a left shifted oxygen dissociation curve and an
abnormal Hb band on isoelectric focusing. Having a beta 97 his->tyr substai-
tution, this is a hitherto unreported high oxygen &ffinity variant. Report
is in preparation.

Publications and Pr:sertations: None




DEPARTHENT OF CLINICAL [NVESTIGATIC
FITZSINMONS ARMY MEDICAL CLITER
Auvrora, Colorado 8C0LY

ANHUAL PROGRESS REPORT
(HSCR H0-23, App. C.) (Detail Summary Sheet)

[TY Datc: 30 SEP 80 (2) Prot No.: 7B/652 (2] Statds: Terminated

) Tidle: Alpha Tnalassemia: Evaluation of the Significance of Hemoglobin
Rart's in the Black Neonate.

[5) Srart Date: May 1978 (6) Est Comy Date:

(7. Principal lnvestigator {B) Facilitv: Famit

Nicholas C. Bethlenfalvay, MD., DBAC L
9V ept/suc: DPCCM__ TIC) Fosie lnvestigators:

L11) Key Words: Thomas P. O'Barr, Ph.D., LAC
Alpha-Thalassemia Donald G. Corby, COL, MC
Hemoglobin Bart's

“12) fccuralative WMEDCASE, {13) Est Accumulative J(12) Periodic terminate
Cost: | OMA Cost: fovie. Results: 5/80

(i) Study Ubjoeccive:

To confirm the presence and assess the severity of alpha thalassemia in

Black neonates wno have Hemoglobin Bart's. Those cases who present with

detectable amounte of Hemoglobin Bart's at birth will be again, studied

at one year of age by incubating their peripheral blood with l+C leucine

in vitro. At that time alpha/beta chain synthetic ratios will be deterndined.

vo! #Technical Approach: Black neonates will be screened by means of
electrophoresis for the absence or presence of Hemoglobin Bart's. Those ;
cases who present with detectable amounts of Hemoglobin Bart's at birth i
will be agaiﬁ studied at one year of age by incubating their peripheral

blood with ~°C leucine in vitro. At that time alpha/beta chain synthetic

ratios will be determined.

17} #Progress:Since the inception of this protocol in FY 78, eighty Black
neonates with Hemoglobin Bart's, ranging between 11 and 0%, were studied.
Most of these neonates are now over one year of age. In late 79 and in 1980
there have been rapid advances in the chemical analysis of the human globin

gene clusters by means of endonuclease restriction mapping of gene deletions,

rendering the technical approach detailed in this study obsolete. Study

terminated in May 1980.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

\WHUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Detail Summary Sheet!

(1) Date: 30 SEP BC {2] Prot No.: 78/653 (3) Status: Terminated
T0) Title:

Gamma Thalassemia in the Newborn.
(5} Start Date: March 1978 (6) Est Comp Date: 1980

{7) Principal Investigator pr Mosijczuk & | (8) Facility: FAMC
Dr Bethlenfalvay

(9) Dept/Sec: DPCCM (10) Assoc lnvestigators:
(T1)  Key Words: Thomas P. O'Barr, Ph.D., DAC
Congenital anemia Donaid G, Corby, COL, MC
Gamma - thalassemia
{12) Accumulative MEDCASE] (13} Est Accumulative |(I1L4) Periodic terminace
Cost: OMA Cost: Review Results: 5/80

(15)  *Study Objective:
To demonstrate that suppression of gamma polypeptide chain synthesis
is one of the mechanisms that causes microcytic-hyopchromic (hemolytic)
anemia.

(16) #Technical Approach: Peripheral blood of newborn having miﬁrocyticn
hypochromic anemia of unknown etiology will be incubated with 1 C leucine
in vitro. Globin will be prepared and fractionated into alpha, beta and
gamma chains. Radioactivity and specific activity ratios of gamma/alpha
and gamma plus beia/alpha chains will be calculated.

(17) =Progress: Sine the inception of the study, no newborn met the selection
criteria to enter into the study. Project terminated May 1980,

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(ASCR 40-23, App. C.) ‘Detail Summary Sheet)

Ilf Date: 30 SEP BO  (2) Prot No.: B0/650 {3) Status: Ongoing
1. Title! The Ontogenesis of Hemoglobin in the American Opossum

(5) Start Date: 18 March 1980 (¢) Est Comp Date: Jupe 1982

WY Principal Investigator (8) Facility: FoMC

Nicholas C. Bethlenfalvay, M.D., DAC

(9) Dept/Sec: DPCCM {10} Assoc Investigators: -
(I'1Y  Key Words: N/A

Opossum Hemoglobin
Methemoglobin reduction

{12) Accumulative MEDCASE] (13) Est Accumulative [(T4) Periodic continue
Cost: OMA Cost: | Review Results: 4/80
(157 =Study Objective:
This is a continuvation of a previous Clinical Investigation study that was
completed in June 1975. The overall objective is to follow and define the
kinetics of methemoglobin reduction of opossum hemoglobin.

(16) =Technical Approach: In-vivo and in-vitro reduction of nitrite induced
methemoglobinemia will be followed hourly by quantitative, electrophoretic
and spectroscopic means. Methemoglobin reductases will be quantitated and
electrophoretically demonstrated, and compared to human reductases.

(17) =Progress: When correlated to the only in-vivo human study on record
opossums tolerated 10 times the amount of intravenous nitrite resulting in
significantly less methemoglobineuria, and quicker reduction of oxidized iron.

In-vitro, under identical oxidant stress, opossum red cells were shown
not tc require external glucose ag substrate for methemoglobin reduction.
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 80/650
{Blocks 1 through 17)

(17) Progress: (continued)

e

NADH dependent cytochrome b. methemoglobin reductase was quantitatively twice .
that seen in human red cells, ang unlike the human enzyme by electrophoretic
migration.

The NADPH dependent diaphorase readily coupled with methylene blue, reduced .

opossum methemoglobin faster than human methemoglobin, and was, on electrophoresis,
strikingly different from the human enzyme,
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