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FOREWORD

This report identifies the research activities conducted by
Fitzsimons Army Medical Center investigators through protocols
approved by the Institutional Revie4 Committee and registered with
the Department of Clinical Investigation during Fiscal Year 19)80
along with other known presentations and publications by FAMC
professional staff.

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 Investigational Drugs in Humans, AR 70-25,
Use of Volunteers as 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 in 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 Faciirties and Care," as promulgated by the Committee or the
Guide for Laboratory Animal Resources, National Academy of Sciences,
National Research Council.

The Department of Clinical Investigation is especially grateful to
MAJOR GENERAL Raymond H. Bishop, MC and BRIGAUIER GENERAL William R. Uwyre,
MC, Commanding Generals of Fitzsimons Army Medical Center, their professional
dnd 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 accomplish our mission.
Finally, I would like to recognize the outstanding work, dedication, and whole-
hearted corroboration of my entire staff. I would especially like to thank my
Proco/Ed Asst, Ms. Vil McCrill and Mrs. Nancy Moran, Secy, without whose
assistance and support this report would not have been possible.

DONALD G. CORBY, M.D.
COL, MC
Chief, Department of Clinical Investigation
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of Chronic Digoxin Administration in the Healthy Awake Puppy. (Abst)
Pediatr Res 14:445, 1980.

Gumbiner, C., Gutgeseli, H.: Effect of Isometric Exercise on Left
Ventricular Volume Overload (LVVO). (Abst) Pediatr Cardiol, 1:1974,
1979-1980.

Gumblner, C., Mullins, T., McNamara, D.: Pulmonary Artery Sling. (Abst)
Pediatr Cardlol 1:175, 1978-1980.

Kilbride, H.W., Merenstein, G.B., Weisman, L.E., Hill, J.M.: Herpes
Simplex Genitalis Infections. (Ltr) Am j of Ob-Gyn 137:1, 1980.

Kilbridge, H.W., Merenstein, G.B., Way, G.L., Whitfield, J.M.: Myocardial
Infarction in the Neonate with Normal Heart and Coronary Arterics. Ati J of
Dis of Children 134:759, 1980.

Mer(-vei-Fn, G.B., A. , .A., Brown, G., Yost, C.C., Luzier, T.: Group B
Beta-Hemolytic Streptococcus: 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.

Mosijczuk, A.D., Ruymann, F.B.: Second Malignancy in Childhood ALL:
Review of 29 Cast,. Am J of Dis in Children (In Press)

Parry, W.H., Madden, W.A.: Bacterial Laryngotracheitis. Letter to the
Editor, AJR, pp 2M6-17, July 1980.

Parry, W.H., Madden, W.Ao: bronchoscopy in the Neonatal Intent'ive Care
Unit. (Abst) 2nd Woild Congress of Bronchology (In Press)

Parry, W.H., Macden, W.A.: f3ronchoscopic Finding in Bdcterial Laryngo-
tracheobroichitis (Abst) 2nd World Congress of Broncholoqy (In Press)

Quattromanl, F., Parry, WAH.: Airway Obstruction in the Pediatric Paticnt.
I. Upper Airway Obstrucion. Resp Therapy 10:28-33, 1980.

Sanders, J.: Health Needs ol Adolescents in the Military Service. Pediatr
Clin of N Am, Vol 26, No.1, Feb 1980.

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

Shih, J--Y, Gillette, P., Cuicson, A., Gumbiner, C. , McNamara, D.: The
Effect fo Procainamidt kii Atrial Tachycardia in Nonsedatcu, Chronically-
Instrumented Heaqle P(rh;i' ,o (Ast) Pediatr Res 14:450, 1980.

-C Direct result i '- i ,eqi,.,tered protocol
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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 Ischemia in Neonates with Respiratory
Distress Syndrome. J of Pediatr 94 :609 , 1979.

Way, G.L., Wolfe, R.R., Eshaghdour, E., Bender, R.L., Jaffe, R.B." The
Natural History of Hypertrophic Cardlomyopathy in Infants of Diabetic Mothers.
J of Pediatr Vol 9S, No., 1020-1025, Dec 1979. (C)

DEPARTMENT OF RADIOLOGY

Fisk, J.9.: Gastrointestinal Radiographic Features of Human Graft-Versus
Host Disease. Am J of Roentgenology (In Press)

Hopper, K.D.: Thyroid C iinoma Secondary to Previous Infant and Child-
hood Head and Nec lrradiation, The 7th Army Medical Bulletin, 3-14, Sep 80

McNeill, D.H.: iJ etion of the Internal Carotid Artery: Its Con-
servative MHnay9.,,wwi. with Heparin Sodium. Archives of Neurology 37:54-5,
Jan 1980.

Russell, J.R.. "box ' ' Iechrniique for Irradiation of Esophageal Cancer and
Breast Cancer: Comparison of Two Fractionation Schemes for Postoperative
Radiation TheirIy. Radiation Therapy Division, Collected Papers, Ninth
AnnUal PodiuLirl ih _:rapy I inical Research Seminar, Gainesville, Florida,
Apr l /9.

i I Li s, b.i., Fisk, JAI: Ultrasonic Diagnosis of Giant Urachal Cyst
ir) the Adult. Tii J of joe, genology (In Press)

ILEi°ARdMENT OF SURGERY

Davius, R.S.: koflkiu L-.o*01 ,e iLis. Chapter in book 'Prognosis of
Surjicdl l)is eae". V,W j naders Co., B. Eiseman, Editor, 1980.

Ferroi is, V.A., Si',:, Retrospective Study of the Surgical Manage-
ment of Reflux [.,oph-,i itis, Surg, Ob & Gyn, (In Press) (C)

Hi rato , R.M.: CLhei ,. I ihe Oral Cavity. Chapter in book ''Prognosis of
Surgical Disease, 1, Ei. ,a Editor, W.B. Saunders Co., 1980.

Mologne, L..: Varick2,: , Vc ii i,. Chapter in book "Prognosis of Surgical
Disease, B. Eiseman, dit r, W.B., Saunders Co., 1980.

LLph tha Imol 09)' Semri ce

Cottingham, Jr., b.,I.. I-, Init ial Fifty IntrOocular Lens Implantations
in an Ophthnliiw, ojy Rcroii: lr ining Program. Submitted for publication
to A111 J of Ophth. (U.)

-( --Diru-cL--r,7 It , e esitered protocol
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Departnnt 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 Remedi:-tion of Auditory Perceptual Disorders. (Abst)
Folia Phoniatrlca 32:194, 1980.

Plastic Surgery Service

Rich, J.D., Shesol, B.F., Horne, D.W.: Basal Cell Carcinoma Arishno in

a Smallpox Vaccination Site. J of Cln Path, Feb 1980.

Rich, I.D., Zbylski, J.R., LaRossa, D.D.: Dermatofibrosarcoma Pro-
tuberans of the Head and Neck. The Am Surgeon , April 1980.

Shesol, B., Clarke, J.S.: Intrathoracic Application of the Latissimus
Dorsi Musculocutaneous Flap. J of Plastic and Reconstructive Surgery
(In Press)

Urology 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 Carcinoma - A Different Distribution. J of Urology, 122:397, 1979.

Fauver, H.W.: Pyelciephritis. Conn's Current Therapy (In Press)

Wilson, Torrence M., Fauver, H.W." Lelomyosarcoma of Bladder. Urology

13:575, 1979.

()Direct result of approved registered protocol
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PRESENTAT IONS

DEPARTMENT OF MEDICINE

Al lergy Service

Carpenter, G.B.: An Evaluation of Combined HI and H2 Antagonists in the
Treatment of Seasonal Allergic Rhinitis. 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, American 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.S.: Allergy Immunotherapy. Presented: 8th Annual Symposium
NJH/NAC, Keystone, CO, 8 Jan 80.

Nelson, H.S.: Hyposensitization: Practical -onsiderations in Future
Prospects. Piesented: Kansas City Allergy Society Annual Meeting,1
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 Aspirin Sensitivity in Asthma. Presented:
Annual Scientitic Meeting, American Thoracic Society, Washington, DC,
14 May 1980. (C)

Smith, J.A.: The Effect of an HI and H2 Receptor Antagonist Alone and
in Combination on Dermographism. 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
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Allergy Service - continued

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

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,

Letterman Army Medical Center, San Francisco, CA, May 1980.

Febres-Roman, P.R.: Intravascular Hemolysis after Aortic Valve Replace-

ment with the Ionescu-Shiley Xenograft. Presented: The 9th Annual Assoc-

iation of Army Card;ology Meeting, Letterman Army Medical Center, San
Francisco, CA, May 1980.

Trnka, K.E.: Total Occlusion of the Left Main Coronary Artery. Presented:
The 9th Annual Association of Army C.d'iology Meeting, Letterman Army
Medical Center, San Francisco, CA, May 1980.

Dermatolog' 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 Pr;)ctice Review, Estes Park, CO, April 1980.

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

Eubanks, S.W.: Pseudolymphoma. Presented: Annudl Meeting of the
American Academy of Dermatology, Chicago, IL, Dec 1979.

Gentry, R.H.: Eruptive Collagenoma. Presented: Annual Meeting of the
American Academy of Dermatology, Chicago, IL, Dec 1979.

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

85th Annual (,nv:it on and Seminar, American Osteopathic Association,
Las Vegas, Nevada, Nov 1980.

Graff, G.E.: Perforat:ng Granuloma Annulare. Presented: Annual Meeting
of the American Academy of Dermatology, Chicago, IL, Dec 1979.

Grimwood, R.E.: Herpes Gestationis. Presented: Annual Meeting of the

American Academy of Dermatology, Chicago, IL, Dec 1979.

TY Direct result of approved registered protocol
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Dermatology Service - continued

May, D.L.: Common Pr-blems in Dermatology. Presented: Regional H.E.W.
Meeting, Boulder, CO, 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, IL, 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 )980.

Thompson, P.B.: Des.oplastlc Trich'-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 It? Presented:

Recent Advances in Diabetes Management Symposium, Denver, CO, 15 Oct 1980.

Hofeldt, F.D.: Osteoporosis Update 1980. 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 r
Springs, CO, 17 May 1980.

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

Jones, R.E.: Salicylic Acid Stimulation of Palm;tic Acid Oxidation by
Rat Skeletal Muscle Mitochondria. Presented: Hugh Mahon Lectureship
Award, FAMC, Aurora, CO, )4 Jun 1980. (C)

Kidd, G.S.: Unusual Manifestations of Hyperthyroidism. Presented:

USA Regional Short Course, FAMC, Aurora, CO, Jan 1980.

Hematology/Oncology Service

DiBella, Nicholas, J.: Advances in Chemotherapy. Presented: American
Cancer Society Seminar for Nurses and Allied Personnel, Denver, CO, 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
Association Continuing Medical Laboratory Education, Boulder, CO,
30 June - 3 July 1980. (C)

DiBella, N.J.: Pain Cor,trol In the Cancer Patient, Psychosocial
Support of the Cancer Patient. Presented: Interirm Session, Colorado
Medical Society, Denvar, CO, 29 Feb - 2 Mar 1980.

Pulmonary Function Lab

Kindig, N.B., Perry, M.E., Browning, R.J.: DLCO Correction Using
PaCO Back Pressure Predicted from Venous Blood. Presented: AAMI,
15th Annual Meeting, San Francisco, CA,, April 13-17, 1980. (C)

Kindi , N.B., Perry, M.E., Filley, G.F.: Gas-Mixing Deadspace:
Measurement with Tracer Gases. Presented: Sympociuri 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., Limierer, R.W., Browning, R.J.: Non-invasive 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.E., Browning, R.J.; Expiratory Pressure/Flow
Assessment by Pleth\smography. Presented: AAMI, 15th Annual Meeting,
San Francisco, CA, April 13-l7, 1980. (C)

DEPARTMENT OF CLINICAL INVESTIGATION

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

Damato, J.J., Rothlauf, M.V., McClatchy, J.K.: Differentiation of
Tubercle Bacilli and Nontuberculous Mycobacteria by a Radiometric
Method. Presented: Anrual Meeting of the American Society for
Microbiology, Miami deach, 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 o 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.: Insulin Action on Normal and Transformed GR/A Mouse

Mammary Tissues. Presented: 31st Annual Meeting, Tissue Culture

Association, St. Louis, MO, 4 June 1980. (C)

Zolock, D.T., Askew, E.W.: Carbohydrate Metabol iso of the Red Blood
Cell during Exercise in Rats. Presented: American Society of Bio-

logical Chemists, New Orleans, LA, June 1980. (C)

DEPARTMENT OF NURSING

Ellis, C.J.: Ethical Decisions of Neonatal Intensive Care. Presented:

Academy of Health Sc'ences, Ft. Sam huuston, TX, August 1980. (C)

Turnei, B.S.: DevelonuL of a Regional ized Neonatal Outreach Ed-

ucation Program at a Ma!or Medical Center. Presented; Academy of

Health Sciences, Ft. Sam Houston, TX, August 1980.

Turner, B.S.: Nursing Implications in Utilization of T 0 Monitoring
tc2

in the Critically III Neonate. Presented: Colorado Nurses Association,
Denver, CO, April 1980.

DEPARTMENT OF OB-GYN

Bobitt, J.R., Brown, G.L., Full, A.H.: Group :4 Streptococcal Neonatal
Infection: Clinical Review of Plans for Preve.ntion ind Prel iril,ary Re-
port of Quantitative Antcpo:tum Cultures. Presented: Cb-GYN Infectious

Disease Symposium, Boca R-iton, FL, Dec 1979. (C)

Bobitt, J.R., Damato, J.J., Hoyslip, CC.: Ai.iiiotic Fluid Infection in

Premature Labor Patie!ts with Intact Membranes: As LXeLerrined by Trans-
abdominal Amniocentnsi,. Pre.ented: 29th Aniual Armed Forces Seminar
& 19th Annual Armed Forc.e-; District ',cot ing 0I Ob.A nLrician1s and
Gynecologists, Orlando, FL, Oct 1980, (C)

DLP. ,;MENT OF PEDIAIRILS

Brouchard, B.H. , Berger, M. , Cunningham, R.J. , Pet ruskick, T.W. , Al len,

W.R., Travis, L.B. Peritoneal Di alys Is in Children. Presentecd: ASAIU,

New York, 197).

Cadol, R.: An Ove rv icw o f De ve I op, Pn t oa P ob i ers in 6c r ma rl y. Presented:

Uniformed Services Pdgdt rie Seminiar, Seattle, WA, Mrch 1980.

(C) Direct resul t of ippro-,,d i :,tered protocol



Department of Pedi:trics -- continued

Gumbiner, C., Gutgese!I, H.P.: Effect of Isometric Exerci',e of Left

Ventricular Function in Children with Left Ventricular Volume Overload.
Presented: American Academy of Pediatrics Annual Meeting, Cardiology
Section, San Francisco, CA, Oct 1979.

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

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

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

Kilbride, H.W.: TrancutHCeous Oxygen Monitoring. Presented: Aspen
Conference on Pe.i-, ual Rcsearch, Aspen, CO, July 1980. (C)

Madden, W.A., Pai ry, W.H.; Use of the Fiberoptic Bronchoscopy in the
Neonatal Int;;ive Care Unit. Presented: District VIII, AAP, Perinatal
Meeting, Patk Cit,, Utah, Apr 1980. (C)

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

tlurenstein, G.B. : i ,Ia, ,port and Intraventricular Hemorrhage. Presented:
3rd Annual Confereiic,'r,,, N.eonatal Transport, Children's Hospi tal , Denver,
CO, 9-Il Apr 1980.

Murceistein, G.B.. NLi.i. AI iransport: Where We Have Been. Presented:
3rd Annudl Conferece, ur, Nionatal Transport, Children's Hospital, Denver,
CC, 9 -l Apr 1980.

heICfIstein, . . : rG 'B0 L I/Maternal Transport: Where Are We Going?
Prs-nted: 3rd ' ,i i in fe rence on Neonatal Transport, Children's Hospital,
Denver, CO, 9- t Iy jB0.

Mcrenstei,, G.b.. .t i ,, -.f Group B Streptoccccal Disease. Presented:
Aspen Conferencu :,; lPcrir;-L,,l Research, Aspen, CO, July 1980. (C)

Merenstein, G.B.. ?r,.-Lioi of Group B Streptococcal Disease. Presented:

American Academy .;f Podiatrics Section on Perinatal Pediatrics in Park
City, Utah, 15-1? May 1)80. (C)

Parry, W.H., Mandt', ,'.; Brolichoscopy in he Neonatal Intensive Care
Unit. Pres enud: 2,,J, Wt, I Congress of Bronchology Dusseldorf, West Germany,
June 1980.

T--Direct re,-iI t c f , .v -d i,.jistered protocol
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Department of Pediatrics - continued

Parry, W.H., Madden, W.A.: Bronchoscope 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 Ma 198). (C)

Sanders, J.: The Office Approach to the Adolescent Patient. Presented:
(Visiting Professor) William Beaumont Army Medical Center, El Paso, TX,
Jan 1980.

Sanders, J.: Sexually Transmitted Diseases. Presented (Visiting Pro-
fessor) Will iam Beaumont A.-my Medical Center, El Paso, TX, Jan 1980.

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

Sanders, J.: Contr ( ,n ti,-,n and the Adolescent. Presented: AAP CME Course,
Scottsdale, Arizona, T' ThO.

Sanders, J. I .'ally Transmitted Disease. Presented: AAP CME Course,
Scottsdale, Ari or,,, Jan 1980.

Sanders, J.: Sexually I a,,mittcJ Diseases. Presented: 69th Annual

Horeting, Arizona Medicjl Association, Phoenix, April 1980.

SanJ rs, J.: re iu:' S: '.m ul ity. Presented: 89th Annual Mietinq,
Arizona Medical Associatvi.r, Pnoenix, Arizona, April 1980.

i,, Jer , J. : Cog.mno G,; .,t Aogical Problems of Adolesccnt Girls.
P, usented: 29th Afin 1 -cN bly, Kentucky Chapter AAFB, Louisville,
KY, May 1980.

Sanders, J.: Psyci(,-,o:i I Growth Tasks of Adolescence. Presented: 29th
Annual Assembly, KentuL ,., Chapter AAFB, Louisville, KY, May 1980.

Sanders, J.: Talkinc4 t., lcenagers about Sexuality. Presunted: Spring
Meeting Colorado Chp.. ,aP Colorado Springs, CO, May 1980.

Sanders, J.: Sexuall) ] iansmiLted Diseases. Presented: Region VIII

Conference, National Hetlth Service Corps, Boulder, CO, March 1980.

Wells, D., Sanders, J.: Adolescent Gynecology. Presented: 4th Annual
Air Force Nurse PrctiLioner Workshop, Colorado Springs, CO, Jan 1980.

(C) Direct result of -p.-ro,ud registered protocol
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t Departmer t of Ped ;at r i ,- ont i nued

Wells, D.,Sanders, J.: Teenage Pregnancy. Presented: 4th Annual Air
Force Nurse Pract;tior,.er Workshop, Colorado Springs, CO, Jan 1980.

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

DLPARTMENT OF PSYCHIATRY

Golosow, N.: DSM 11. Pr,sutca: AMEDD Military Psychiatry Course,
Will Iam Beaumont *-,rr ,ied icaI Center, El Paso, TX, April 1 80.

UIOPAki1ENT OF RADIOLOGY

Fisk, J.D.: Gast:, ,f&si il Radiographic Featurc -. of hiuman Graft-Versus
Host Disease. Fr, s -,nt'% Awjr-d Paper 1980. Presented: American
Roetgen Ray Socict; ,AnhuaI Mueting, Las Vegas, NV, April 1980.

Fisk, J.D.: Gastr,,, I Radiographic Features of Human Graft-Versus
Host uLa~e. Pro;s,. .d Paper 1980. Fresented: The Rocky
Mountain Radiolouic ,l I. .ty, Denver, CO, Aug 1980.

MNeiil , D, . . , is of Carotid Artery Dissection/? Therapy.
Presented: i .1 . min, , Rd'iological Society's 42nd Midsumm-r
Radiulo i e - . . . , C0, Aug 1980.

Or uLt J. . PA 0T u Prie nted: Radiolorgical Society of North
-,,r ric t,. , ta . G, , :, I l .

Ru 1 J iqLe for Irradiation of Esophageal Cancer and
. . A ,-r, I... . Tvo Fractionation Scheri-es fcr Postoperativw.

ud i , I he0a,. j,, Ij tlnth Annual Radiation Therapy Cl inical
Re jr h G rl , , , o, L, 26-28 April 1979.

Ru I I , ,J.R .. , i rs. Presented: Tenth Annual Radiation
, ~,' / Clinc . . ... r, Gaine-viile, FL, 24-26 April 1080.

:,';n(,,IK SERVICE

r.jr ho .A ;, . . .. .. . :i t (,t the Fitzsifqr s Ar.y Med i(.l Ctntur
Di nch rqe -'ln,: 'tec': Biennial US Army Social V'rk
Sy posium, Ft. S~, . ,.. , ,r !:'0.

.. . 1 OF SURGERY

Gencrl £.iS, j '. , K ;'

Fe rrar , r .-. , 5 ,L V . ,.t v Stud of the Stjrii c l fti.'aeurit
of Ruetlux E,'hj .1 ,:.((i 'Wi 11 am BedulIIIInt Irmy Med L4 al (enter,
El Pa,,, IX, M,r V, I '

(Ct ir,. t ,,-,, r i , n e protocol
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t 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 Performance. 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.: SFeech Production and Perception in Relation to
Understanding, Evaluating and Treating Auditory Perceptual Disroders.
Presented: Montana Speech and Hearing Association, Butte, Montana,
April 1980.

Hasbro,,ck, J.M.: Speecr. 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 Emrgci(i,-. Presented: National Public Health
Service Symposium, Boulder, CO, March 1980.

Plastic Surgery Service

Gottlileb, V.: hetastatic Squamous Cell Carcinora Presenting as a Felon.
Presented: Annual Meetinc,, Association of lilitary Plastic Surgeons,
Iashington, DC, 1980.

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

Shesol, B.: Changing C,..,pts of Lymphedema. Presented: Annual Meeting,
Association of Military 1-'!asLic Surgeons, Washington, DC, Jan 1980.

Urology Service

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

Fauver, H.W.: Prostatic Car inoma: A Prospectve Distribution and the
Influence of Grade of T'jinor or Results of Lymphadenectomy. Presented:
Kimbrough Urological Seminar, Rosslyn, VA, Nov 1979.

Vaccaro, J.A.: Transrectal Prostate Biopsies-Adverse Effects of Cystoscopy.
Presented: Kimbrough Uroloqik.al Seminar, Resslyn, VA, Nov 1979.

(C) Direct result of approved registered protccol
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UNIT S'i.titkY SHEL T

Cl inical Invest iqat iun Program, FAMC

LI inical Investigation efforts by FAMC personnel in FY 80 culminated

in the publication of '24 articles aid 107 presentations and lectures

at national, intwrnationc.l, a;id regional scientific meetings. As of

30 September 1980, there were 138 research protocols on the DCI regis-

ter. Of these, 91 projects were ongoing and 48 were new registrations.

Objectives:

To encourage the per formance of c I in ical ly-oriented research by
personnel ass igned to thu Fitzsimons Army Medical Center (FAMC). To
aid in the planning, developr,-t, su' port, and execution of experi-

mental clinical studi 3, both ;i n)atients and by directly related
laboratory work, iHto the cl inical problems of significant concern

i n t he health care of members of th0  I itary :ommunity. To pro-

vide physician experience in research and investigative procedures
by furnishing a higtiKy .,icdted and trained staff of specialists,

laboratory faciIities, ad;inistrative services and funding for:

supplies, equipment, corsultants, publications and reprints. To

acriieve continuous improvement in the quality of patient care by

providing an itmospliere of inquiry, maintaining high professional

i didifg and accred i tat ion of aovrced heal th programs.

The Clinical Inxestigoticn Progran differs from Medical Research

a nd De:velopment in that the uphas is is on tie heal Ith care probl ems

existing in our pdtiert populations, i.e.; active duty, retired, aid

dependents and not solely on mudical problems affecting combat readi-

ness and the fighting strength. It is, by its nature, an integral part

a, tihn triad of patient care anid medicine. It promotes and supports the

finett ideals and traditions .of ;11 itary Medicine and enhances the

vitality of the leaching pro.rais which in turn elevates the standajrd

of medical cart . The re.earch pr. ran operates on the premise that all
up!'roved protocols will be suppoi ted to the fullest extent allowed by

current funding. T1i:, o;cep allov, s for a larger number of physic ians
and ancillary pLr~one to porticipate in research rather than as in

the grant system u~ud clse.,here. ]his means that virtually every
investigator is given a Ch,..:k to purue his research without having
to compete for funds . , ,I shed" names in the field.

Tecinicdl Approach

This support, direC tio, i i d i:inagvi:ent is carried out under the

dgis of AR 40-38, as aKnd ,!, Ci incial investigation Program; AR 40-./,

Use of Investigational Drugs iii lunii ; AR 70-25, Uise of Volunteers as
Subjectu in Research; AR /0-l8, Ithoratory Animals, Procurement, Trans-
portation, Use, Cdr(-!, olnn FPu',i ikffaiis; HSC Reg ' -23, Managen t of



Clinical Investigation Pro.tocols and Reports, as amended. This
Department provides guldancs, 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

C, Dept of Clin Invest 06 60P9B MC I I Corby

C, Immuno Service 03 68A00 MS 1 I Whiteaker

Internist 05 61F9C MC 0 1 Charles

Lab Admin 04 68F00 MS I I Quigg

C, Sury Rsch Labs Svc 03 (8JO0 MS I I Harbell

C, Micro Svc 05 68A00 MS I I Engelkirk

Veterinaridn 03 64FOO VC i I Stockberger

C, Biochem Svc 03 68COO MS I I Zolock

NCOIC E7 92B4R I I Underhill

Sr, Med Lab NCO E7 9284R I I Engle

Sr. O.R. SP L6 91D3R I I Smith, N.

Bio Sci Asst E6 OIH20 0 1 Glab

Bio Sci Asst E5 OIH20 I I Kramer

Rio Sci Asst [5 OH20 I I Kessens

Bio Sci Asst L6 OH20 I I Chadwick

Bio Sci Asst E5 OH20 I 1 Harrington

Bio Sci Asst E5 01H20 0 Jones

Bio Sci Asst E4 OH20 0 1 Nicholson

Vet SP L6 91T3R I I Rich

Supervisory Res Chem 13 1320 GS I 1 0'Barr

-jq



Description Grade MOS Br Auth Actual Name

Microbiologist II 0403 GS 2 2 Lima
Paine

Microbiologist 09 0403 GS 4 4 Morse
Nelson
Range1

Roth lauf

Med Technologist 09 0644 GS I I Rush

Research Chemist 09 1320 GS 4 4 McNamara
Noble
Swanson
Wal drup

Microbiologist 07 0403 GS 3 2 Feuerstein
Ledoux

Bio Lab Tech 07 0404 GS I I Hakes

Animal Bio Lab Tech 08 0404 GS I I Jones

Animal Tech 0/ 0404 GS I I Mercil)

Ed Asst 06 0318 GS I I McCrill

Animal Caretaker 05 7706 WG 2 2 Beltran
Hitchcock

i lerk-steno 04 0318 GS I I Moran

FY 78 FY 79 FY 80

Civilian Pay 363,962 331,352 434,911

Travel 3,660 5,584 5,240

Supplies 161,431 179,883 189,998

Equipment 28,500 108,165 I0L,311

Contracts 16,429 16,397 )8,598

Other(Military) 2cii,432 34o,116 345,859



t Progress

DCI received from Health Services Command (HSC) a 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 GS09 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 Commanders' directive, DCI provides mycobacteriology
(TB) support (processing clinical specimens and/or -eference cultures) to
the following centers:

MEDDAC Units: Ft. Carson, Ft. Leavenworth, Ft. McPherson.
Ft. Ord, Ft. Riley, Ft. Sill

Army Medicai C..qters: Letterman, Madigan, Tripler

USAF Facilities: Baker's Field, Mirot AFB, Scott AFB

Additionally, TB reference laboratory support is furnished to the
PHS, Pine Ridge kcurvztion, S.b.

The Mycobacteri3logy Laboratory Section, Microbiology Service, DCI,
has maintained College of Americdn Pathologists (CAP) accreditation.

The Surgical Research Laboratories (SRL) Service supports research and
training protocols ad provides all of the laLboratory animal care for Fitz-
simuns Army Medica, Center. 1he research animal support includes a Jaily

small animal population of approximately 800 animals, comprised of nice, rats,
guinea pigs, chicks, rabbits, non-human primates, cats and dogs. It is
projected that sheep, qoats and swine will soon be added. The scope of support

includes veterinary clinical ia :oratory services, radiology, histopathology,

tissue culture, electron micre-c py, medical photography, veterinary pharma-
cotherapeutics, and a full surgical support capability, including cardio-
pulmonary Dypass and mic-osurgery, ds well as the pre- and post-operative
care of lab animai research subjects. The urgent minor construction reqtest
for an Animal Housing Facility has been fully approved through Congress and

construction is scheduled to b,4in in FY 81, pending funding. A complete

listing of training provided by SRL is located on DCI detail sheet, "Train-
ing Support, SRL, OCI', immediately following the DCI Annual Progress Reports.



Funding

The OMA costs have not been itemized by protocol number because it is not
feasible or practical to do so.

MEDCASE items which were purchased for specific protocols are so annotated.
The remaining items were purchased for general laboratory use.

ITEM PROCOTOL # COST

Zoom Stereoscope 79/118 $6149.00
Ion Generator 78/116 $5000.00
Poultry Cages 79/301 $2929.00
Microtome/Cryostat 79/304 $5494.72
Tissue Embedder 79/300 $1948.18
Forma CO2 Incubator 77/300 and $2250.00

8o/4oo

Ultrasonic Cleaner $1260.00
Infusion Pump $1277.75
Orion PH Meter $1728.13
Mettler Balance $2710.4-
Binocular Microscope $2058.70
Beckman TJ-6R $2834.00
Chromatography Chamber $2894.00
Rabbit Cages (2)ea. $3200.00
Guined Pig Cage $2337.31
Freeze Dryer $5156.10
Fraction Collector $1949.00
Forma Lo-Temp Freezer $5268.00
Puffer Hubbard 5OLR Refrigerator $2443.00
Beckman L-8 Ultra Centrifuge $28,634.04

C2
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EXPLANATION of ANNUAL PROGRESS REPORT DETAIL SHEETS

(1) DATE: Fiscal Year ending date.

(2) PROTOCOL NO: FAMC Work Unit Number of the study.

(3) STATUS: Indicates 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 vompletion date of the study.

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

(8) FACILITY: Fitzs;mons Army Medical Center

(9) DEPARTMENT/SECTION: Department or Service the protocol originated from.

(IO)ASSOCIATE INVESTGATOR(9): List of all Associate Investigator(s)
involved in the study.

(ll)KEY WORDS: KLy words pertaining to the particular area of research
involved in the study.

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

(03)ESTIMATED ACCUMULATIVE OMA COST: See Unit Sunmary Sheet - Funding

(14)PERIODIC REVIEW RESULTS: Date of the continung review by the
Institution Review Committee. +

(1)STUDY OBJECTIVE: A summary of objectives to be accompl ished during
the study.

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

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

The Continuation Sheets are used as extensions fot (1) - (17) and as an
accumulative listing for Puhl ications 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 INVESTIGATION

FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 8004$

ANNUAL PROGRESS REPORT
(NSCR lio-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 72) Prot No.: 73/135 (3) Status: onQLng
,-t-4 Title:i

Active Antige'is in House Dust (6E__Da_9_
T5 Start Date: 173 Es- Comp Date: 1981

(7) Principal Investigator (8) Fac I tiy: F-- C
Harold S. Nelson, MD1 __

T)T D7et/SecMeicieAfl-Tmm. 7()TP ,osc I n vu st I'gato r:

JT1Y Key Words: Lyndon V-, Mansfield, MI), LTC, MC
House Dust Bruce Martin, MD, CPT, MC, USAF

D2 Accumulatv MEDCASE1 ~3Est Accumulave Periodic continue
Cost: OMA Cost: Review Results: 6/80

I~ '"Study 0bjct c:
lo determine to what degree the reactivity of commercial house dust 4
extract is "1lated to its content of recognized allergens such as
animal dander and mite products.

16) *Techn cal App rcch:
Use of poolgd house dlst Allergic serum and RAST inhibition employing
aliergen disks manufactured in the allergy r.search laboratory.

I 7) ':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 NU !io ( rot No)__

73/135

PUBLICATIONS for FY 80 Annual Proaress Report (2nd Part o' Detail SunioartSheet)

SERVICE Allergy-Immunology 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



FW WU ?4 (PW t N 73/135

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

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 cf the Allergens of Couercial House Dust, Annual
Allergy-Immunology Pulmonary Symposium, Fitzsimons Army Medical Center,
21 January 1981.
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UEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(Hisci< 40-23, App. C.) 1 Di-ail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 74/101 (3) Status: Ongoing

(;T Title: Immuno-chemical Evaluation of Myeloproliferative and Plasma-
proliferative Diseases.

(5) Start Date: I Jul 74 (6) Est Comp Date: Oct B
(7) Principal Investigator (8) Facility: FAMC

Nicholas J. DiBella, COL, MC _o

9) Dept/Sec: Medicine/Hematology Svc T0 ssoc Investigators:
-i Key Words: George L. Brown, Ph.D.,COL,MSC

Immunodiagnosis R. Stephen Whiteaker, Ph.D., CPT,
Myeloproliferative MSC
Plasmaproliferative I

(12. Accumulative MEDCASE (13)Est Accumulative 104)Periodic continue
Cost:_ OMA Cost: Review Results: i/O

5" *Study Objective:
To determine whether there are any alterations of serum protein profiles
in mye)oproliferative and plasmaproliferative disease.
To determine whether there are any alterations of serum protein profiles
and lymphocyte transformation in myeloproliferative and plasmaprolifer-
ative diseases.

(16) * TechnicaI 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, Lymphocyte blast transformation to PHA was suppressed.
I1. Plasmaproliferative Disorders: Results recorded were as follows:
Fifteen suLjects studied had IgG monoclonal gammopathies with evidence

r2>9



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 74/101
(Blocks I 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
IgM type. One patient each with IgA and IgD monoclonal gammopathy was
studied. One case denoting immunoglobulin light chain disorder was recorded.

I
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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-1gM Kappa
Gammopathy Associated with Lymphocytic Lymphoma. Federation
Proceedings 35:438, 1976.

(2) Brown, G.L., Corby, D.G., DiBella, N., and Lima, J.: IgE-IgM
Gammopathy Associated with Lymphocytic Lymphomna: 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 Myeloprolifirative Disorders. Presented: Annual Joint
Meeting of the American College of Physicians and American Society
of Internal Medicine, Colorado Regional Meeting, Colorado Springs,
CO, January 15, 1976.

(2) Brown, G.L., DiBella, N.J., and Corby, D.G.: IgE-IgM Kappa
Gammopathy Associated with Lymphocytic Lymph:ma. Presented: FASER
Anaheim, CA, April 12, 1976.
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DEPARTMEIUT OF CLINICAL INVESTIGATIOJ
FITZSItIONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

l) Date: 30 SEP 80 (2) Prot No.: 74/110 (3) Status: Ongoinq

N) Title: 0eactive !ypoglycemia: An Analysis of Glucose-nsulin-Glucagon

nirel t.snm s and Count er Hormonal Re J:uatory Factors.
(5T Start Date: F'71 (6) Est Comp Date: Indefinite

Principal Investigator (8) Facility: FAMC
-'z'd T1. Tofeilit.- CO.L_ MC

9) cot/Sec : (0) Assoc Investigators:
(11)Key Words: Gerald . Kidd, !,fC, MC

reactive hyo<iycemia David Solock, MAJ, MC
glucose tolerance T-'. O'Darr, Ph.D., 1",

counter-regul rtory hormones A. Shackelford, MT, )AC %'.Ji IT I
71T ccumulative hEDCASL] (13) Est Accumulative 14) Periodic continue

Cost: OMA Cost: Review Results: H1/79

1]5, Study Objective: The objectives of the hypoglycemic study is to -cntinue

to investi ,ate in ,u' large clinic population the glucose-insulin-lucacn and

pro' a in int :rrelaticnchips and the response of counter-regulatory hormones to

hyporlrycemic !-' ross. This project is a continuation of the previous pro,'ect

initiatei .:. )9 at the University of California Medical Center, Moffatt

ltispitnl!, Can Francisco, California.

(16) Tvchnical A; proach: The clinical research protocol involves eva',1aoJCn

of '~ntro, subjects and hycoglycemic patients to assess the interrelationsi ips

,;I ieta cell :. oi :al jh1. cel reslonsiveness to oral and intravenous gluc-se

adm nistration. lastd upon findin~is in controls and patient,,: with disease

states, a classification system has been proposed. The Iata hiave allowed or

!n understanding of the basic pathophysiology of reactive hyporlycemii ,is-

,riers. The clinical studi, ;,ire being conducted in the Per rtment C fedici±;e,

7) *Progrcss:

PbI: study cntiues to be an active protocol with recruitment of patients

with ,, o 'I de rfact.;ve .hpo,~lyce:,ra. The total nux.-,er of patients started

sinc the beC11xn nj- C5 thi.¢ prrtocol numbers af proxima-eiy 51,Y. The data on
these patients i. teing stored on MISO computers and is currently undergoing
a data analysts by Dr. Leonard Sanders. The prcject is to be continued as an

ongoini, Endocrine pro ject with the assignment of new associate investirators

hL _ , ... 3



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REORT Proto No: '71/, O

(Blocks I through 17)

(16" Technical Approach (cont)

Endocrine Clinic, with the assistance (f an assigned K-5 1.A prrfrm boo(
sampling and assi-.t during the testing. Durin, the lucue tolerance test,
the patient has an indwelling catheter for frequent su,. rig of KCQ gl uc'ose,

is continually monitored by a cardiac monitor systen and .'od glucoses are
assessed iTmediately after sampling by the Ames ,eflestarce Meter. After
glucose administration, blood insulins, glucagons, growt. harm:ones, prolactins
and cortisols are sample, and values are'determinei by a sensitive radioimmuno-

assay. The procedure is designed to provide a no nv-~'m of patient inconvenience

in the performance _)f these well itandardized Pro.d e : :. Manyu nPal in(iivid-

ual:" experitence a low blood sugar st.-, sometime ,.ar, cl-sore nd .ministation,
the clinical sionifi cance of a low blood glur;. -t. ic obser,vod by recording

appropriate adrenerciC symp-toms at the nadir )f the g uco ani determining

if there is a couiiter hYjrmonal responsiv,-nes- to t e"-' the stress of a
low blood glucose state. This approac.s alloy, c. 1finition of bona f').e

reactive hfpogyc,::ia and clearly dirti cIi<:-_,_s ;t frv' the beni-n low liooc

glucose states.

(17) > ogress (co:t ,

to replace t ndia; iidas who are current-.]7 n,:t it Fitzsimcns Army

Medical Center. New interests will he directri, 1towards to gastrointestinal

factors import,,nt in the ent.roivuLL:, axis as rossit-]e pathophysiologicai

alterations causal i i this :isease.

(33



FAMC WU No (Prot No) 10'u

PURL ICATIONS for FY 80 ArnuWt Procress Report (2nd Purt of Delii Summar",
Sheet.

SERVICE EYnc'crjr~e ___DEPARTMENT Medicine ___

(1) Abramns, .,lof& .dt, .D. Uer, Ri., 0'Barr, T.P. , and Morse,
luzte Reactive Hypogly-cemia in Hy-tnyroidism. (S'ubmitted for review
to Amrerican J ournal of Meia S~cie.,zces.

P ) iharl-es , ... , Ho feldt, F. D. Doson , L.E. , Sheacke if ord , A. , 'Walueck, N.,
B-unktr, P. , Jor-rin, T7; axj hi mner,)). : omi~parison of Glircose Tolerance
Trests and Mixedi Meals in "atleno- With TP-iioritbic R eactS ye moyeia

A bsqe n ce- C Hyp y yccm j a AW %'i -x d -e ala 1 Subrmitted 2cr reviewd Annals
-f Internal Medicine.)

(3 anders, 1..lof el Ct, F. ) , "irk, M., a Levi, .. : Foodi Abuse as
a Cause of Reactive i-ypoglvcem'l Amescr i u jurnal of s'5ilrical
Nuitrition (in Press).

k-. Ulofeldt , F.D.: r sit iti Lo-. 1,w Blood Glucose States. Rocky Mountain
Pele Journal, (6£ -

(5) .%nover, 1., Adler, R.A. , -)Barr, P.P. , anld Ho'eldt , F. D.
i lnica o.:, 1 rati ons o f F)at C4 r-it Gl1ucose Tolerance Test. '!ilit ary

'Yelc'sse 1'. L7 7-17 9, ) 7'),



FAMC WU N. (Fr1e4t , /

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

SERVICE Endocrine ServirP. DEPARTMENT Med ir n

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

(2) Sanders, L.R.: Reactive Hypoglycemia. Presented: Grand Rounds,
University of Colorado Medical Center, Denver, CO, 13 March 1979.

(3) Sanders, L.R.: Reactive Hypog)yccmia. P..sented: Medical Grand
Rounds, Denver General Hospital, De',-r, CO, 15 March 1979.

(4) Sa#-rs, L.R.: Rea'tivc Hypoglycemia. Presented: Endocrine
Grand Rounds, University of Colorado Medical Center, Denver, CO,
11 April 1979.
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 75107

(Blocks I through 17)

(4)Title: 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 DEPARTME'T Medicine

(1) Nelson, H.S., A Three-Year Comparison of Immunotherapy with Alum Pre-
cipitated and Glyceio-Saline Grass Extracts (Abstract) Annals of Allergy,
42:123;1979

(2) Nelson, H.S., A Comparison of Long-Term Immunotharapy with Aqueous and
Alum Precipitated Grass Extracts, Annals of Allergy, Dec, 1980.

4



tFAMC WU h6 (P wu t~) 7 -11

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

Sheet)

SERVICE Allergy-Immunelogy LFPARTNENT Medicine

(1) Nelson, H.S., A Three-Year Comparison of Immunotherapy with Alum Precipated

and Glycero-Saline Grass Extracts presented at the Annual Meeting of American
College of Allergist, San Francisco, California, 29 Jan 79.



DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS AR0iY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HSCR .0-23, pp. C.) (Detail Summary Sheet)

(I) Date: 30 SEP 80 (2) Prot No.: 75/11i (3) Status: On-oing
(4) Title: Fractionation of Kochia Pollen with Isolation of Kochia Pollen

Allergens

T5) Start Date: 1975 (6) Est Comp DaLe:unknown

(7 Principal Investigator (8" Facility: FAMC
Harold S. Nelson, MD, COL, MC

p t/-s,-D Lt/Sec -edicine/Allergy-Immunol . I 0) Assoc Invest igato -:

T-I1 Key Words: T.P. O'Barr, Ph.D., DAC
Purified Kochia Allergens

l-2T ,\cumulativ, .IELCSU (13) Est Accumulative I(14) Periodic continue
Cost:_ OMA Cost: Review Results: 12/79

(15 5 :Study Objective:
To extract raw Kochia pollen and purify the principle allergens through

chemical fractionation.

16) rTcchn ic lI Ajip ua& h:
the stud), will iemploy multiple methods of separation of proteins with

investigation of allergenic activity of the fractions by RAST assay.

7) / Projrcss:

This proj ect ,ias !)ckn iniac ive since the original principle invest i -

gatr was transf-rred. However, It will be resumed in the near future.

{Publications and Presentations: None
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* DEPARTMENT OF CLINICAL INVESTIGATION
FITZSI11ONS 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.: 75/118 (3) Status: Completed
'4) Title: A Study of the Stability of Allergy Extracts under Varying

Conditions
(5) Start bate: 1975 (6) Est Comp Date: 1980
(7) Principal Invest igator a) Facility: FAMC

Harold S. Nelson, MD. COI, . MC
(9) Dept/Scc: Medicine/Aliergy-Immunol. (10) Assoc Investigators:
-T1 Key Words:

Extracts Stability None

012) AccumulativeMEDCASL!-(-3) Est Accumulative 14) Periodic continue
Cost: OIIA Cost: I Review Results:1O/79

(-15) Study Objective: e
'o systematically explore the effects of several stabilizers on the
loss of potency of aillergy extracts at different concentrations,
volumes and time intervals.

(16) *!echn ica I ,q pr : 
Allergy' extracts were rcconst tiuted from lyophilized sources at
various time ipt rv:. i>ri or lo testing. Residual potency was
compared with that (tI fres hIy reconstituted dilutions employing
pooled al lergic erm a nd l.ASI' inhibi t i .

(I 7) :Proqress:
Studies have hee:" ,,,ni t ed , ;Ia t with the pu b lication of the second
paper on the ohl jc t curren y in press in the lournal of Allergy
and Clinicalltnnn_ logy , hi utdy is effectively finished.

A1



FAMC WU No (Prot No)

75/118

PUBLICATIONS for FY 80 Annu.,al Fvore. Report (2nd Part of Detail Summary
t Sheet .1

SERVICE Allergy-[prnunoj1ogy DEPARTMErNT Medicine

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

Extract Potency (abstract), Journal ot Allergy and Clinical Inununology,
63:195; 1979.

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

tion of Russian Thistle (.Salsola pestifer) A Pollen Lxtract, Journal of

Allergy and Clinical Tlmnunology, 6S:,17; 1979.

(3) Nelson, H.S., The Effect of Dilution and Conditions of Storage on Allergy

Extract Potency, Journal of Allergy wmd Clinical Immunology (in press.

it



FAMC WU IN(PetNs) 75/118

PRESENTATIONS for FY 80 Annual Progress Report (3rd Part 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 Academ,° 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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DEPAR1.'-ET OF CLINICAL INVESTIGATION
FITZSI:ONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(I- dt": 30 SEP 0---2) Prot No.: 76/102 (3) Status: 0ngoing
-~7~ ~f1_ Anti-neopiast c h-Tferapy with Methyl CCNU (NSC95441)/I-(2"

Chloroethyl)-3-(4-Methyl Cyclohexyl)- 1-Nitrosourea

-HY Stdrt Doite: TT (6) Est Comp Date: 1982
TT P-rinci Iz r I r ,ve Wgtyr ' (8) Facility: FAMC

N. J. BE1.LA,I'IM, CL, MCM

--)-- -p /Sec: y(10) Assoc Investigators:
( Key Words:

Chemotherapy, CA of colon None

T-2v AccumuLItive MEDCAS E71- Est Accumulativ I(14) Periodic continue
Cost: OMA Cost: Review Results: 10/80

7r 15 t tdy Ii V"
Tc test the efficacy of methyl CCNU in metastatic or recurrent CA

of the Lolun.

16 ) 'l h l .. * r , . s:

Clinical study.

(I 7) *Progre5s,"

Four patients hKve been entered on this protocol One patient is

too car1, Ito ,val1ite, but the other three patients have failed to

respond. Nc seriw, toxicities have been observed.

Publicat i,)rs and Prescnt3tions: None
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FITZSIMIONS ARMY MEDICAL CENTER
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ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (Det, il Summary Sheet)

-U Dr 0 :-- Prot No.: 76/103 (3) Status: Terminated
",.) Tit Ie:

An Objective Measure of CNS Development in Children

7. Start D Itc: 1 Jul 76 (6) Est Comp Date: Terminat-d
J Princ 1,al 1)vtt at,-r (8) Facility. F,,,tC
R. John Morgan,Jon H. Buscemi Colorado State University

be, bept/S c :Dept of Med., Neurology Svc (10 [ 111"c Ir vost i tor<
-[i--1 Ke' Words,: • Jn W. Steadman, h.D. (CSU, CO)

C. Norman Rhodine, Ph.D. (CSU, CO)
Central Nervous System Development ii Paul W. Daugherty, B.S. (CSU, CO)
Children James W. Howell, B.S. (CSU, CO)

T-2T Acu mlati-.1'e DL-,')i-(L-3) Est Accumulatve (14) Periodic continue
OtA Cost: ivieo Result,.,: 2/80

I~5-, <Stud :!; cti.: A long term goal of the proposed research is to develop

a clinical method (. assessing central nervous system (CNS) development in
children too young t) he 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 is not possible
using testing methods which require verbal or written communication skills.

(I K -:Technic<l ThproocH: The proposed research will develop a quantitative

method of assessing CNS 'lvelopment and the data base for normal subjects.
Abnormal development of the CNS, such as mental retardation, will be the subj2ct
of a later research. This study is designed to find parameters of the
Electroencephalogrim (EE'C) which will be reliable quantitative measures of CNS
development and establish the normal range of these parameters. The variation
of these parameters with age In normal childien will be established and
1'l 7) *:Projrc;:: statistically tested for significance.

This protocol was teriiinited due to lack of sufficient number of patients and
transfer of thc investigator.

Publications and Presentations: None
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KITZSIM2NS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

(HS K 0-3 Apn. . (Detail 1Sunmary Sheet)

CFYt~ ~r~h T~-ot No.: 76/1 3 tts Termi. nated
14J _fTst-Icular Function in Patients F:eceivinr

~T~t' ___________ ()Est Cemp Date: T e rni n,-.ted6

P - inc'']11 I vo,,t ',jutr (3) Facility: FAMC

2 " ~ MC__ _ _ _ _ _ _ _ _ _

DeT t ne .,-rvioce (In As ';o0C llVest igators:
00) Ke ',r d NichoLas 1. DiT-eila, f")", Vt-

t S'AQ-

17) ~ul1o 1 :L 13) Est Accumuat~Tve FI;T Priodic terminate
at- OMA Cost: Review Resuilts: 5/80

- , 'St" etermine if there are ahoormaitie:- in1 testico L a-

t,)oxic therapy. T- determaine whethier corrct ior
neac fii tD the 1,atient, rtciay,

funct ion it ether testes, terone related :'rrn-neteri'
'j: ht, train, elc'r

t16) itpatients under, ig can-t-- chemother-apy uere

stAY it the -xpe,,t ed1 siir .1 \al was at 'ean.

,tiPe paiti 2 t ii edl wi 'A

1 and semen an A y s i,. '-ual !i ' orv

1 1will ierieated it,'ith M; mfs et A

tt~~.;~... w All pat i ent,. w! I o-ot i tile ' .- e en1 1'e 1 ret

r (ir. ,n~ ti i ur te e . 1Th rit 'i 1) itvC tI

-:clCente cv nd Vhe .studied wji zict I-,(- ~ll



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: (6/15
(8locks I through 17)

Technlcal Approaeh, cont i.ued:

studies drawn 4nd qeptionnaireB filled out diiving the course of cancer
chemtherapy.

Publications and Presentations: None
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F IrZ-,ONS ARMY MEDICAL CENTER

Auro!a, Colorado 80045

!d!41' JAL. PROGRESS REPORT
iSCR 40-23, Appt , i Summary Sheet)

- bte: 3D SF d- -) Prot No.: 76/112 (3) Status: Completed

' T :i ie T-cf-f-- Tt r leTracycline and -Pleural Drainage

on Pleura; Effus'ion in Cancer Patients.

Star Dar~: T6 (_ _ ET t Camp D. e: July 1980
3T7 Princip- 1  ln, FaciI ity: F,tic

A. J. ZALOZNIK, i,, CPT, MC

- ODpt/Sec: he:a'.oqv- Gncc0yl (O As ,,,c It; v t igat;r-:
FY 1]Key Word:,.

Pleural ef sion, clest tube drain- STEPHEN G. OSWALD, DO, CPT, MC

age.

.... - - a't"'i, P'7-I3 Est Accumulativc (14) Periodic continue
Cost S OMA Cost: Review Results: 10/79

l] uilit, puctive, randomized, double-blind fashion if

plc, 1 :"u . .. t;vc.ine are better than pleural drainage

diul r, -f pleural effusion in cancer patients.

(16) '.cc'.' i,

Pat icnt: w i Lh hll._" en malignancy with malignant infusion are

being rau:clal.! .. ! 'f , d chest tube drainage alone or closed chest
t ih draina,' wi, ' 1,_.t- icycline. This is being clone in a double-blind
manner by th, P!,,,ltv Service so ward physicians do not know if the
patient i _ct ',line or the vitamin solution which looks
the ,

7/) :'Pr ,j ' .:

fP co"je r'' 1_;'.n of the effusion was seen in I of 9 (11')
r~nfr i . , ! 69 ) TCN' patients; partial responses oc-

c:,r a r (is and 1 of 13 patients; stabilization

o(: urrel . L' j ,.Jtrols and 2 of 13 TCN patients. Some pa-.
titritt, t, e.eL I 1, , ,lh experienced local discomfort and one pa-
tient develope l , 1leiirkcutaneous fistula.

Publication, ind Pr",-',' None

_ _ _ _ _ _ _ _ _ _ _
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Au t nt ,ColIo rado 80045

:Ti1-L 'F:UGRESS REPORT
PSCR it -2 'z' I Summna r, Sheet)

7 D LXe 3 F _T Pro L No. : 7=l (3) S ta t-S: ri

on:- adotrorins in lost-merioiausai W. ae-s

7) '0 ______(6)Est. Cap-; Da te:'8
1r i '~ 8 FdciIi ty: FAMC

77T --it s'v 7T ;h7 w Invest igators:

de J eit

Est AccurnuI i t ive (1 4, Prriod ic continue

OMA Cost: i v, iew Results: 12/79
(I --- sfv the rneclhani :-!L wier ,-y ,iic -. Cic .L

ia ie i se ret i-n or re. eas e 1 n o ;t -me' pausai
of' -- ' nda17 ly-

-n tie, wilh it. 0 in i' -s exot-c-i-.s

IS I~~ c~rit, 1x.puiatI 1)( .s: tl.iied %ire healthy,

t ion. A pczst-sen pausa' woman wi Ibe

I p.os~m ~o-n~iirons7 vecf7 as -, result

orprior su.,sical ex*,iri %' ion ofl the
si? :"S,IT, ccrti-gol and prolactifl level will

1-wr I t~ w. prior tc Thf subjects taklR iuj ? n qid on oi

-aE--. : days. A.%". FH1i , >, c- rti-sal and prolac ii's
(Pont)

qhe Research Project ' esiune of 30 Selp 7-1
ev - l.v-i been studied . Cia] ie pl~acebo injections

i led to alter horm~one levels ir hree sula, acts . itm
b-i;: I,-) GN'IS(HI! for prolactin, FC- md 1.H was riot

sirn' 'c'%tll 'r t~iasone int five patients . Ar ustiirtdnew
rnhsFer-0ninsi 1 .,T 1~ tS -1 -71 i '-t I n r pn ftis 'I r.pn'(s'- en or n~r

s.' t. i- c w.- t i.-:p k respons-e bein07 Ia] an] 1,%, !1xsmt:L; e. 'Alt)



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 76/116
(Blocks I through 17)

(16) Technical Approach -. c,nW:inued:
ievels wil' be obtai ed daily during the Dexamethasone treatment. Tn order
to defii ,h': site of the iticipated Dexamethasone suppression of the
gonadotoroin: :-iG infusion test will be performed by giving a single
TV bolus- of 100 u of GNRI-i on the day prior to and on the third Dexamethatone
treatment day. Blr,J for FSH, LH, cortisol and prolactin will be drawn at
-15, 2,, 15, C, 45, 60, 90 and 120 minutes after GNPR1 injection.

(17) Progress - continued:
Such a responsu by prolactin to GNRH has been reported recently in pre-
menopausal ,'_;men with secondary amenorrhea, but heretofore has not been
reported for post-zmeropausal women.

I.



* FAMC WU No (Prot No)_L6/116

PUBLICATION", for FY 80 Aitil Progress Report (2nd Part oft Detail Sumrnrn-,
Sheet

SERVICE E~nducrt1c~icv DEPARTMENT Medicine ___ _

I reece, . d::-n, L.;. , and Hofeldt, F.D.: EF!fet of' (,, H on
Tinst-.%en,-pausa1 oonadotropins and Prolactin l-evels: int-l'ience of'

hor-tem <~oticidAdministration. 1rcfyram and Abstract.-,,
61st A'!i eting of the Endocrinie i)ociety, Anaheim, 'A 19').



FAM WU N (P No)76/116

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

SERVICE 11docrinology .EPARTMENT Medicine

(1) Treece, L!., Dodson, L.E., and Hofeldt, F.D.: Effect of GNRH on

Post-Menoiausal Gonadotropins and Prolactin Levels: Influence

of' Shor.-term. Glucocorticoid Administration. Presented:

6]:t Annual '.eeting of' the Endocrine Society, Anaheim, CA,

.fl'9.



DEPA RTMPENT OF CLINICAL INVESTIGATION
FIT2SIIIONS ARMY MEDICAL CE1NTER

Aurora, Colorado 80045

ANNUAL PROGJRESS REPORT
(YISCR 40-23, App. C.,' (Detail Sunmmary Sheet)

TO) Date: 30 SEP 90 (2) Prot No.: 77/103 (3) Status: on-goinQ
(24) Title: Comparison of the Clinical and Immunological Response of Pre-
seasonal and Co-seasonal Versus Post Seasonal Initiation of Allergy Immunother-

_5 Starti Ddte: 1977 (6) Est Comp Date: 1980ay
kivic al t, igator (8) Facility: FAMC

Brian FortnerNl, _______C

Tl e p t/ Se c Me(Ii ci n e/ A I Ie igy - Tmmuno 7g (10) As soc I nvest igators:
(11 Key Words: W-,liam R. Tipton, COL, MC
Frequency of itiuminueherapy

1F 2) .'itL 1 a Ct\v ME ucAY 1'3) Est Accumulotive 14)Periodic continue
Cost OMA Cust: Review Results: 1/'80

This study w-altered somewhat in the protocol in order to gain more
clinical I I' usningful daita. In a double blind cross over, patients
received imnotherapy to ri gweLd either on a weekly schedule or a monthly
schedule with a e ro-is ove~r ait two months. T[his w;.s accomplished during
the nonpol len season.

06) -Teclicj App roicai
linminio logical approaches iar mdi og specific lg3 (RAST) ,titrated skin test,
h okking aint ibody (IgG) , iia ;, I provocation t itrat ions, and conjunct ival
( hi11 llge We.re '1onc enl v otb!ir ing a doubl1e bli nd cross over during
tOUr mnthis of nonpol lenat ling season to determine the effecacy of the
immunotherapy related to the frequency of the injections. Weekly injections
Were c.ompa red w it h mowthl) 1 vle t ions.
(1 7) P ers~
Thi i at a i s aow hL'inga1 nn1Pte for presentat ion in the next few moniths
and s11epu iatn

Publications and Presenoath.wi: None



DEPA TEN1LT OF CLINICAL INVESTIGATION
Fl ZSI ONS ARMY MEDICAL CENTER

Aurora, Colorado 8004! '

AN JAL PROGRESS REPORT

(HSCP 1i0-2", App. ,Detail Summary Sheet)

() Date: 30 STP 0 'Y2" Prot No.: 77/104 (3) Status:completed
,T itl",- o ' "i e" Ton mmunoglobulins and Immunoglobulin-! earing Lymoho-

cvte iA Astlimu

T j-____tr_____:_1__- (6) Est C',e'r Date: 1980
- h- Pi c~ : .... 70't:.:c ",() g,-cH i K y: ri, rC

Harold .\e1,ur' .. L MC _

79.. ,/: de.( i. ,rgy-Immunol. (3) Assoc Inve-t igators:
71-- Ke ,r Lyndon F. Mansfield, MPL1TC, MC

]mmun. mbuln "C in asthm:itics

2 , :" - (13) Est Accumulative 11I4) Periodic
711 c jcontinue

C C OA Cost:P Review Results: 1/80

'cerr'nc whether patient's with bronchial asthma have mean immuno-
:....... in leve's w) '- i1', are lower than normal for their age or have

:ihisjrm:lI i s , "s ' -vvpiiocytes as determined by surface markers.

(16) i . :
Blood was ur.,, ind a survey sheet completed on approximately 150
patints ,,ith -rcchiai asthma seen in the Allergy Clinic at

t~s ... . ... . ,.1Center. Immunoglobulin !1cvels were, performed.

on these 1)1(-, :I, A S.

(1 7) r- r) r .. ,
'. d ' .: ,7- : y,, Iyzed, and a previously unsuspected correlat'on

I e t, n "m~ '>y ,Th,;Io i n levels and beta adrenergic therapy was
e is currently in the final stages of prepaIr-

It i , I ';. : '. Upon publication this study will be completed.

Publication-, aJ ,o s: None

534

(C I_I



DPAiTMEk"I OF CL INICAL INVESTIGATIO1N
FITZSI:ICNS ARMIY MEDICAL CENTER

? ~Aoi-a, (Adoradu d0O016

AN:,IUAL PiOGRESS REPORT
UIS( R 140-23, Al : (DOtLoi SUmimary Sheet)

PaTT 7 1T§ 0it NO.: 77/5 ~ SLtLS: ComIeted
UY7VLe:An Evaluation of' Cross Allergenicity among Pollen Extracts of

M~mai>CL1nopJiac~ae. xarl-Ama ran thaceae unow

P F;11j .ini I.,vo ' , I Fit i I~ : '

RaIDId-1.a N-.' -'s 911. _11) ____K

~~~T ~ I Dc t,''.'e N~1ii~~ ryI nol. (I A' ki o 'i'j 1:LOI,

Chenopod cr0: allergeniity Richard W. Weber, LTC, NIC

owu Iat iV v t jT Est Accuulate , Peur io d ic continue
cost: OMA Cost: Rv ie v. R e,;lp t SIt5Z

t1 Iud ..'i. c

To evaluate the cross allergenicity among pollens of thle weed famili,
Chenopod i iceac and Amariianthaceac .

T', (I n >':i

Twelve mnembers ot th ( h1cnopod-Amaranth families were studied. Rabbit
antisera were preparc' :v'd (hchterlony ilmunodiffusion and inhibition of
jpasivC eit~ltia ,;ws performed. RAST inhibition was also per-4
formed employing pocd,-d ;illorgic serum and extract,; of the 12 weeds.

No furthvir s biily hi>; !been performed on thiis protocol since the trans -
fer of Pir. Wehe, to'U:~p two years ago.



FAMC WU No k'rot No)_

77/105

PUBLICATIONS for FY 80 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 Allergen.city Among
Pollen Extracts of Members of the Chenopodiaceae and Aaranthaceae
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 Amara;nth and Chenopod Families (abstract), Journal of
Allergy and Clinical Immunology, 61:172;1,78.



FAMC WU NO POt N.)_ 7/10 5

PRESENTATIONS for FY 80 Atinual Progress Report (3rd Part of DetailI Surwnary
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.



DEPARTMEN4T OF CLINICAL INVEST:GATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 800l45

ANNUAL PRODGRESS REPORT
(HSCR 40-23 , APP. C-) (Detail Summary Sheet)

(I ) Da te : 33 SEP 70 k2) P r ot No .: 77Z/106 (3) Status: on-going
{T) T-Title: The Effect of Chronic Nonimmuno logically Mediated Bronchial

Constriction of Bronchial Smooth Muscle
(5) Start Date: 1977 (6) Est Comp Date: 1981
(7)T Principal Investigator -(B) -FacilI it y: FAMC

DavidPitman_________ ___________

(9) Dept/Scc:Medicine/A1erlv--Ima/Patbol. (1)Assoc Invest i ators:

(11) Key Waords:
Bronchial smooth inusclc L.E. Mansfield, MD, LTC

CF2TY-ccunu fat ive EDCASL 777EtAccumultv V4 Periodic continue
Cost: OMA Cost: Review Results:7/80

(15) '-Stujy CiJ .c(t ye:
To determine if the hyperactivity or constriction of the bronchial
smooth inuscle in asth,)IaC c patients is the cause of the bronchial
smooth muscle hypertrophy found in the asthmnatic lung, and secondly,
to determine if bronchodilators as presently used have any protective
effect agains;t -this hypertrophy.

(16) *~Tcchn icalI App roach:
Gu~in~ea pigs were subjected to nonantigen mediated bronchoconstriction
from the agye of wearnini to sc. ual maturity. The animals were then
-saicri ficed, ind bronch i 1 nuiscl1e examined.

(17) ; Proqress:

All of the aninci5 have been sacrificed. The histologic material is
awaiting examination hY Dr. !:itman.

Publications and Presentatio'ns; None
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•r14UAL PROGRESS REPORT
(1SCE 40-.. , ,;. R. ,t Summary Sh :.:

-i xc: 30 SEP T Th'-ot No.: 77/107 S erminate

L-Dp Stimulation of Gluagon in Obest

T - s ,, ii 1 ,: 1 9§7 ....... __ (6) Est I, . r.,: -9 O

Gary.L. TreeeDv_.L_'C __C_____

(!) )c~ ';::'c :.rd Qcr 2 Q yog a ri #ee (IC0) hA..c i,....'.ryiat,, n'.

)-Ke, .,rb William A. Jeorgitis, ML, <'PT, ,M"

L-Dopa

glue agon

I; if: O u I ,ii v' "_L. ,l j E-F Accumulativ, continue

Co: : C t-iA Cost: 1  i.'v, Rcj,,[ ,: 4/80
TT-) i: ":-It has been suggested that obese subjects have a

deficiency of -lua on reserve. L-Dopa has been reported to cause a rise

in serum glucL-Don eve] in normal weight subjects. This study was desi-ned

to observe the ci e 1r' {,-Uona on serum glucagon levels and obese subjects

Tcompared to normal weirhed controls.

- . patient populations Ro be studied include 40

nor-mal weight, non-diabetic subjects; 10 obese, non-diabetic subjects; an.

dobe diabetien cu rets. In the latter roup, ha bjeees ..o ise
ial hy)glu.yCcefLv aent:s wili [r excluded from the study. Th iabetic sub ectWe-

will be defined on the batui of standaru 3-hour lucose tolerance tests.Subjects with a history -. cardiovascular disease, glaucoma, meanoma, pe Ic -

ulcer disease, psychusi :, and patients taking MA inhiitors will be excluded cnt.

ici
Concern that normal weihted and obese subjectr; miht

not receive an equivn.]c:< stimulus from a fixed dose of L-I)opn roro'-mted an
attempt to assess the dose, response relationship o" L-Dopa an. serum gluca-on.

Oral doses of 500, 750 ad [000 mg of ,l-Dopa were tested in ' sinle subjecti.
iasal levels were very reproducible (coefficient of variation 5%). "'h(' n twer

doue prodeed no nausea, hut severe, transient nausea was enco'lntereli at the
hiher doses about minutes after ingestion of thc dr inhe wela fl s ( c mt.

(.59

5asa leels erevar rep()dcibl (ceffcien ofvaritio 5%. -l(, -we
doii prdii7edno ause, bt. evee, ransentnauea as nc,-,inerei % th



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 77/10
(Blocks I throu-gh 17)

(16) Technical Approach - continued:
from the study. Al subjects will be on a weight maintaining 150 gm
carbohydrate diet three days prior to the study, If not previously
documented in the subject's medical records, a 3-hour GTT will be performed
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-Dopa by mouth at 0800 hours.
In the supine positlon, venous blood samples will be obtained fins. an
indwelling scalp vein catheter at -15, 0, 15r 30, 45, 60, 00, 120 and
180 minutes for determinations of plasma glucose, growth hormone, insulin,
glucagon and prolactin.

(±.') Pr'-ress - cont
suppression of proY .ctlr and elevation of serum growth hormor., levels
was observed c, nsiSitan';!y but glucagon did not show a cons stant or
even graded response.

Three add iona.t.:,tfdies of rormal veightred subjects were done
with a 500 mndone of 1-Dopa. Nausea occurred in one i-ujtect ag-ain
at 30 minutes. f tests done in normal weighted subjects with
a u. nig dose, ' rise in serum glucagon with peak values at
L5 and 60 minutes of rouThly 60% basal. One subje't hva a flat response
and another a C5t f l from basal at 60 minutes. Again, prnaactin and
growth hormon, :-e.sp,-nses were present in all subjerts except for one
who failel t- :.how a j'rcth hormone response. This implies that the
L-.opa hal .1_7ez tai,': L ,J was active in all subjects.

Statista' u ia.lyJis of the 4 normal weightuu subjects' response
by paired-t tes;t ar .:,, ing , :,.bsolute peak levels -. "'K , peak t
ebango from basal, )t t:he areas under tle curves by a methc,t, of inter,-rat d
rt:,.:tangies 'ail'ed to achieve a signifisant t value for K .<' value
f,,r areas nder tic .' ,' was > .20). Aithorh th reresents a srna?

umitle it: ee" .. to conclude that it wrstd&ha..arlous to c.ntinu,.
the study furte "ii . ose response in serm, gIucatrcr to o] ,-

was not denronstrut c; no t-bough reasonable irolactin .rrc)wth hormune re.sponses
sa:rK se. hesponse of 4 nor,.al weighted subjes tv was !-os t ve
bt small with . .l of variability (iiean = 3 p1'm at both '.0 and
60 ninute wit., L, i iciat ions of 6, and 6,, and standar, ( rrors of
33 and ,mtnites, respectively'. This sugoests that the
asessme 'c.ta r'-,erve in obese subjects compared to normal wei.7hted
subJe't~s ..",.i..J o' itjiity of this a.t.iod. mhiys nov be a resut of
the meas-rj,,i t -

.  rather than portal venous 1 eveos' o Iiucagon,
poor sensitivdty !i tv cagon assay in the lower range, inadeqvit(
glucagon stimi.,lation by , -onpa, or some other undetermined fa]tr 'the
hypothesis that -J' -i reserve is dimini shed in obesity mig ht 1e tested
in perilheral bto. ,d 1,, in)-(- potent secveta)ogue J' -2nt, is awnd in the
future. It i . p :' .Iiat higher doses might prvide an au ,ssess-
ment of a,'. -on rc, in periphepral biei, but the :;,evere nausei encount-
ered with hi -r;,"lw . : . this apprcach unreasontl .t

Pubi icatiorn .and I ,. 1 iois: none



El TZSIIONCS ARMY I1.

(HSCR 40-23, A& p. C.) (D:d i SLurm-,1

TFThIaTuT_ 33 SPTb -O --- F vot Na compl1eted

A C m ae: A Campar -_" 0 f th e C]:n ) i 11*rlsj1e11:1!")( to Grass
Pol len E-xtract with or w~ithout the P.0(1; L .j

P i- M , i 1 : I (J~ LOI'

WilliamR. Tipton, COL. MC
D) Dc ec i. /Al e r g

Immunotherapy
Grass pollen '~ ~

Csu r *:t: 7/80e

To determne wqhether thci I > f,' t, to
allergy injci ton LI I L 'Cmftc

glyceri., as oplpc'oed

, c l iji I
Alternate pit Lr~~ r

placed on one. ct tiv h w tneip
with this o)xtrac 1 t;i tafr 1 1 gE:

n Id lockii4 , '-1r 1, t

Mi~s data has~
Initial eval ; t ot 'ti
between the !iy'c
(RAST) levels.

to the mthil ,pq~

Pubf ication,' arid P ,.
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 77/110
(Blocks I through 17)

Technical Approach, continued.

disappearance rate (K value) a-nd i Siucosc tolerance will be examined.
'he effect ct' propranclol on insuilin ,,rd gi ucgon levels will also be
examined.

Publications and Presentations. None
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CONTINUATION SHEET FOR FY 30 ANNUAL PROGRESS REPORT Proto No: 77/113

(Blocks I 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 funiction.

L ____ ,1
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77,/113

S R IUE A lerg,-Imunology DEPARTMPJ. I Med.icine

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

(2) Smith, J.A., Weber, R.W., Nelson, H.S., Long-Term IJ-e of Aerosoli~cd

Terbutaline in the Treatment of Bronchial Asthjjmaj--'j 1,1 lev(lopmcnt of

Subsensitivity (abstract), American Review of Kcspiratory Ilis 'v.,
119:17OS; 1979.
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FAMWWU N(. No) 77/113j

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

SERVICE Allergy- Immunology DEPARTMENT Medicine

(I) Smith, J.A., Comparison of Aersolized Terbutaline and Optimal Dose
Theophylline in the Management of Bronchial Asthuna, presented at the
Annual Meeting American College of Allergist, San J-rancisco, (:a>Ii fornia,
29 Jan 1979.

(2) Smith, J.A., Long Term Use of Aerosolized Terhut ilin- n the Management
of Bronchial Asthma--The Development of Sub. ivi tv, presented at

the Annual Meeting of American Thorac- ', ,t\, Its Vegas, Nevada,
14 May 1979.
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FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80043

ANNUAL PROGRESS REPORT
(HSCR 40-23, App. C.) (etall Surmary Sheet)

(I1) Date: 30 SEP 80 (2) Prot No.: 77/11)4 (3) Status: 1r~('Gf! "

(4) Title: Effect of Propranolo! in Patients; ,Jth i,:ea,,tive
HypIoglycemia

(5) Start Date: FY78- 6 F.tc j "f

Principal Inrvest i9-tor 7 I-a ii ity: - ,t!Q
,Iary I,. Treece, MTD, C, MC

9) Del t/ Sec: ,niocrine Service _..., 1 . , i
(T]TY Key Words: 

j .! .1, "., , v'

P'rui r-anolo ,:., 1. , 1'aZ (2 , '

react ive hypo iyeemia

2 ) -m u,1 -,-' ,L- .- u c " 1 .. , ' . ., 1 . . .c o t ,  : 4 /8e

S t_ OMA Cost ii.j-- I. t ,4/80

(.,)st: ] MA Cost . _ .. ... .. ...... . .

,I ' i " "'," n

, ' " ' . V . . '
• ~t ! , ",' . 7 ' " ",,, . . r "" .'.: ' ,
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 77/a14

(Blocks I through 17)

Technital Approach, continued:

second- questionnaire obtained at the end of the month. For a second
month Ihe alternate drug is administered and another 5-hr GTT and question-
naire Obtained. The effect of glucose, insulin, glucagon, growth hormone,
cortisi and prolacin levels during the 5-hr GTT will be compared.

PublicItions and Presentations: None
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ANNUAL PROGRESS REiFucT
(HS R 4-23, App. C.) (DeLai Summary ShiOei)
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78/102

PUBLICATIONS For FY 80 nnual Progress Report (2! d It 2f Detai 1

SERVICE Allergy-ILmmunology DEPARIMENI Medicine

(1) Tipton, VI.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.)



FAWM WA N (P No) 78/102

PRESENTATIONS for FY 80 Annual Progress Report

SERVICE Allerjy-Immunoloj' DEPARTMENT Medicine

(I) Tipton, W.R., Jacobson, K., Nelson, H.S., Morris, H., Souhrada, J.:
Dynamics and Mechanism of Guinea Pig Trachea Subsensitivity to Isupro-
terenol. Present: 31st Annual Pulmonary Disease Symposium, Fitzsimons
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

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

(I1) Date: 30 SEP 80 -(2) Prot No.: 78/104 (3) Status: Terminated

(4) Title: Study of Coagulation Parameters in Patients with Suspected

Deep Vein Thrombophlebitis Before and After Venography
(5F Start Date: _Icj.8 _ _)_Es_ _Comp Date: 1980

k7) Principal Investigator (8) FaciI ity: FAMC
Joseph R. Haskett, Jr., CPT, MC

9 Dept/Sec: ep (00) Assoc Investigators:
XT-) Key Words:

Johni C. Michalak, LTC, MCclotting, coigulation parameteJha C
thrombophlebi t is

(12) accumulative MEDCASE (13) Est Accumulative (14) Periodic continue
Cost: I OMA Cost: Review Results: 4/80

15) "'Study Objective:
To determine if coagulation parameters which have been associated
with hypercoagulable states are altered by lower extremity venography.

(16) -TLchn ica I Ap roach:
Following informed consent all adult patients who are referred to the

Department of Radiology for venography arc screened with a variety of

clotting studies to include: fibrinogen and fibrin degradation products,
protamine sulfate paracoagulation test, thrombin generation index, ando

serum anti-thromh'n 3 before venography and 24 hours after to determine,
if there is a change in the patients coagulation parameters from the
(1) cedure and dye. Funding (in thousands) FY 80: 0I /) .v o r s

Study was revised prior to initiation; essentially it has been

replacel by 80/102

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVLTW;AT1):;
,]TZSIMONS ARMY MEDICAL CAiJ'

Aurorai, Colorado 30016

ANNUAL PROGRESS REPOFT

(iWSC'R -0-23, App. C.) (Detail Summary Shee,)

1ttedA D :: 3S7VP --- (2) Prot No.: 78/106_ >',} _St.im __ Comleted |

7T TKV: Effects of the Evaluation cf the Frequency of Pollen

..Al]_ergen Tnj eztions During _ _it _ ea_ __...... -
L tC: __9_0 ' _July 1980

/, Iv v L igya or

- j1ntBI -. ortner. Jr.. Maj. .

jVi i) Dp Wg -edJ neL..1
PollenA -iliam R. Tipton, Col vC

Polen arold S. Nelson, Col NMC
Hyposensitization injections
ragweed immurotherapy irian j. Dantzler, Maj WC
(I: '-'T, .u-a[-<- _ .'T:-:-T-I) E Accumu I, i,! g- '., ;i-- -cont-inue-

Uost OMA Cost: I.i ei Re, i :'/80

K Study JU;CCti'le:
To establish if the more frequent use of hyposensitization
injections during the specific pollen season for which the
patients are recoiving immunotherapy, is immunologically
or clinically better than a less frequent schedule.

i c.licn 1 '. 1ll h: Nine patient: were involved in a douole-
blinded crossover study. All were on rDintenence ragweed
immunotherapy and were evaluated monthly for four months,
measuring tissue threshhold sensitivity t., ragweed (titratea
skin tests, conjunctival sensitivity, n- al airway resistince),
For two months, the patients received r .gweed injections at
weekly intervals and for two monuLh: ai monthly intervals.

This study has been completed anl is being written
for presentation and publication.

(74



CONTINUATION SHEET FOR FY 8r ANNUAL PROGRESS REPORT Proto No: 78/§.106
(Blocks I through 17)

16 cont. Blood was drawn at oaek visit and stored until completion
of the study at whieh time spe:ific serum IgG and ICE
antibody to ragweed was measured.

Publications: none

Presentations: nore

," q',1



ULPARTPMNT OF CLINICAL INVCL! , ,I):,
FITZSIIMONS ARMY MEDICAL LT:f

Aurora, Coloraua 800:,,

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

D7Le: 30 SEn a0 (2) Prot No.: 78/107 t7: '
,J Ti1 4N EVALUATION OF TH9 IFFICCY OF A-LA >L.

--- I 'NUOTHB-iAY IN PKRENNIAL RHNITIS~177
Pirc,'at :lgatoi 19 F-tnr ii M

-; ,t/ Lc: -edicine/Allergy - ..- . .
Key! iord!
Animal dander iaroJ.d S. Nelson, Col. AC
skin test Alvin J. Aubry, Ltc MC
antibody titers Gary P. Carpenter, Maj MC

.. 7 iuIat. . ... 7 z . st ,cu;1,0 .I_ continue
Cosr: None __OMA C st: None .t: 6/80,.-;:_- -. --% ~ _L2 - it-- 6/80

To evaluate the response to inmunotheraf~y with co.mercial cat and
dog extracts in patients with marked skim t 't rea tvity to these
antigen, and thetir responae n their pere'n:'uai rr.'toms

Patients markedly sensitive to oo,. C' c't '.,r extract and r:aving
perennial sjniptoms are ra:ido.'.- .- . . or Cat cander or
olacebo extracts for a period :)7 -jj ,  During this reriod
of time the tissue thretihnold i -ruea,u- .... e ''ic titrated s in tests
and titrated nasal challen1). inc -..h '. >r, rI-sponse is measured
by specific RAJT and I- j ', ... .... . . " ... . ..'j.

Twenty-three pa 'n- . .r- , i;, 1... ,iled in the
study, with seven havint.; I.,:pLct tc.. . ,[udv a-nd the remaind-
er are at maintemence a. :,qui:.e ;ne iu.'tneir visit for
measurement of ti3sue tr±'e: d c;,t O cg dander
allergens. At the same tiri.- blood will be obtained and
stored until completion of this study at which, time the
antibody levels will be determinedc.

Publications and Presentations: Nore

A~7
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DEPARTMENT OF CLINICAL INVESTIGATION
FiTZSIMONS ARMY MEDICAL CE.:fTER,

Aurora, Colorado 80045

ANNUAL PROGRLSS REPORT
(HSCR 40-23, App. C.) (Detail Summary Shcet)

71) Date: 30 SEP 8C (2) Prot No.: 78/108 (3) Status: terminated
(4) Title: Investigation into the Generation of Antigen Specific Suppressor

Cells during Allergy Immunotherapy
(5) Start Date: Comp Date:
(7) Principal Investigator i F til-iy: FAMC

L.E. Mansfield, MD, G.L.Brown
( Dept/Sec: Medicine/Allergy-Imm./CI IT1, AIT Invst igators:
(1i) Key Words:

Suppressor cells nene

l2 Accumulative 1ED- (J3) Est AcCumuIative (14) Periodic continue
Cost: O nsA Crst: Review Results: 6/80

(I5) -,-Study Objective:
To evaluate the development of antigen sperific regulatory cells during
allergy immunotherapy and to nscert:,in whether these cells suppress
formation of lgF.

(16) :"Techinicul Approaci:
NA since no work ias done on this study,

(17) Progre i - :
Both of the princ aI Luvestigators h 0, ,cp,ri ed Fit zsimons, and this
protocol is consequently terminated .', ; I i hr study was conducted by
a group of investigators from Italy i , ted ini the Journal of
Immunology in 1980.

Publications and Presentatioris Nor-

('7



DEPARTMENT OF CLINICAL INVESTIGATION

FITZSlMONS 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.: 78/109 ,3) Status:Terminated

(4) Title: Are Chirrhotic Patients at Increased Risk for Bacteremia

Following UG Endoscopy?

(5) Start Date: 30 Sep 73 ")st Comp Date: 1980

2:' Principal Investigator (8) Facility: FAMC

Hugh P. McElwee, MAJ, MC (cont'd) _

(9) Dept/Sec: Dept. of Med/GastroI--77 AF soc Investigators:

(1l) Key Words: 1
bacteremia, cirrhosis I None

(12) Accumulative MEDASE 13) Est Accumulative (14) Periodic Terminate

Cost: OMA Cost: Review Results: 8/80
(15) *Study Objective: To determine if patieiLs with cirrhosis have a

higher incidence of bacteremia followiny endoscopy than normal

patients.

(16) *Technica] Approach; Control patients ind patients with cirrhosis
have baseline and serial post procedural bl.,od cultures drawn. Blood
cultures are col lected for both aerobic .xd arnaerobic organisms.
Positive results are rocorded anid if nec-sary 1'atients are notified
and treated.

(17) *Progress: Thi protocol was tCerr,,nated (Ine to Dr. McElwee's
leaving FAMC.
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(Blocks I through 17)

7. continued -

James J. Qamato, MAJ, MSC

Publications and Ore~entations: None



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_.: 78/i13 (3) Status: Ongoing
4 Title: Effects of Salicylio Acid on Fatty Acid O'>xdation in Rat

SkP1f.FsC1 MuIPMtnhnd rjai
(5) Start Date: _ .Tn.,. 1974 (6)Est Comp Dote: m, bR8

(7) Principal Investigator (8) Facility: FAMC

Robert R. ,Tones, M,__ C

T9 Dept/Sec: Pdocrinology Service, DOnm (10) Assoc Investigators:
(I) Key Words: ;erald S. Kidd, LTC, MC

mitochondria- fatty acid metabc-:T1 David T. Zolock, CPT, MC
long chain fatty acid:CoASH ligase ( I) Fred D. Hofeidt, CL, MC

___salicylic acid ___________

(12) Accumulative MfDCAS'_ (13) Est Accumulative I04) Periodic continue
Cost: 0HA Cost: Review Results: 10/80

(1T -'Study Objective: The principal objective of this protocol i; to

determine the mehrnism of salicylate-induced stimulation of fatty acid
oxidation b.,, stuiyinpf the effects (f" salicylic acid and other compounds
on the activation step of fatty acid oxidation, fatty acid:Co.S-H ligase
(AmP) (F.c.6.2-.l.,0.

(16) *Technical Approacti: Rat skoletal mu.,,le 1 itochondria are isolated

from the quadriceps femoris muscle group. Li*-,ise activity ic determined
using a ralio-li rand irilli pore filter urocediur,-. "al1i 1i i acid, phosphate
and I.aF are co-incubated with substral e for the ] ii-ase ;eaction.
"tatistical analysis i . pecformed with a paired t test on individual

data points or an inpaired L test on the slopes of the line. enerated
by double-reciporicai plis.

(17) *Proyrcss:
Salicylic acid enhance.; Lh rate or" fatty _cid: CoAi:' 2ikaoe by lower-

ing the Michae1i:: constant (Km) ir, tic acid fr'om o.on%0 !7M in controlsi
to 0.0019 r&4 (0. 00) witho 1t e l'c ting the mnximal veIocity of the re-
action. Dose rter ponse curve fcr ;)ilcylate are hyperbolic with maximal
stimulation (40% over oontrol ) ccurring at concentrations of 0.15 rM or
greater. At half saturating concen Lr:tions of palmitate (preliminary
studies), Phosphate (5 raM) and NaF (25 mM) both stimulate the ligase

~80



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT  Proto No: 78I1l
(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 may 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 a fluoride-sensitve protein kinase. Further studies
aimed at clarifying these interactions are being planned.

. . . .- . . . . . . . , . . . . .. .



FAMC WU N(P4I&N) _T8/i

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

SERVICE Endocrine IIEPARTMENT Medl cine

(1) Tones, .E.: a_icyic Acid £timulation of Puhlmiti- Acid x at:

by -at 7keletal 'Muscle Mitochondria. Presented: Iu,, ;. e +jresh!i
Award. FAMC, Tune 1980.
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FAMC WU No (Prot No) 78/11?

PUBLICATIONS for FY 80 Annual Progress Report (2nd Par t of De ta i Summary
Sheet.)

SERVICE Endocrine _DEPARTMENT Mei e

(1) Jones, R.E., Askew, E.W., Hecker, A.L., and Hofeldt, F.D.:
Salicylic Acid Stimulation of Palmitic Acid Oxidation by R ai,
Skeletal Muscle Mitochonuria. Submitted to Biochim. Biophys. Acta.

(2) Jones, R.F., and hofeldt, F.D.: Stimulation of Mitochondrial Long
Chain Fatty Acid:JoAt,- Ligase (AMP) by Salicylic Acid. J. 7olorado-
Wyoming Acad. Sci. (In press).
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VI'U'IL PROGRESS i.LI k
, ~ ~ ~ ~ D- .. . i. . tut Il Sumilrc, ry )tluc I)

~ (T~ProtNo.: 78/114 77 >

Treatment of Systemic Scleroderma with Minoxidil (U-1858)

.,, r- L-. Jun 79 L . .eb 1
,. i: : ] -, 1: , L I yo to t 7' ) a ii .: i, "

JAMES A. MCCOYJ M.D., LTCMC
S. .Dermatolg... DOM T j (j.. .t...r.

2 .JOHN L. AELINC, M.D., COL.,MC

ROBERT G. CLAYPOOL, M.D. ,COLMC
Systemic Scieroderma/Minoxidil STEVEN R. BAILEY, M.D.,CPT, MC

7777 j ,1<.. 7ijy Est t.,] . ,-:,c continue
"A , -. ,, . 10/79

To d ermine if Minoxidil is a useful, vasoactive drug for the control

of systemic scleroderina and the associated Raynaud's phenomena.

Patients with systemic scleroderma cntro-d into this double-blind
cross-over study, using :.Oii 1 ]aIw (OS, lc s and followed at hi-weekly
and monthly intervals. Hospital admiss oi s as indicated for dosage in-
crease and the ?erformance of laboratory studies.

In June 1979 the first patient was :'mitt'd to the proLocol; since
then a total of 8 paticnt. have ent:: red; five pat-icnts have completed
the study to da,i. ComptLo.,- an;aS, lysis ot objective data is pending;
no significant sid. .ffect ' necessit :uring withdrawal from the study

have occured to date. All paticnts completing the study felt they

experienced subjective improvement during the six months they received

Minoxidil.

Publications and Presentations: None



DEPARTMENT OF CLINICAL INV[Sf I ,

FiTZSI'IDNS ARMY MEDIC1L
Aurcr a, culorado 8,rY:,

ANNIUAL PROGRESS REPOs V
(H 1 i 0 4 -23, AOp. C.) (Dtto i I Summary Sheet,

T ) Prot No.. 7 .,: on

i th:ic: The Effect of Positive and Negative V r Ions on I'lmon:ry
Functions in Patients with Bronchial Asthma

S1978. .: indefinite

tiarold S. Nolson MPlCOA_( 4C 0 -

-"0- ed i c i ne/All -m munoi. . i ,,r,.
1) kc? O,.ordj:,

Small air ionsn " ;nt1cr
Bruce Mart ill

-):T --- ,--,---,-- -LI V ..,,u a , c- .,, .[ - - . E t A c m ] , Iv, L:~ P[- TJ-i c continue r
t Est Accuini

OmA Cost: -",,. .: Re,,it',: 10/79
-- tildy ,.

l'o evaluate the short-term response of pat ent:s with bronchial asthma
to an increase in the ambient concentration of positivce or negative air
ions-.

Patients with bronchial asthma whose clinic;il conditi ,n was stable will
he exposed on two consecuetive daNs for i* Y . liours to either
an increased concentration of positix c 0r :rt . , - . I :ir ions. The
response will be monitored by pulmonarv funwt imn - e

Nine patients were studied in the room with ' 1 ; :K t'li of s Ia I I air
ion concentration. The IcsulI; of this fi 1i CL' 1 i e'! study are
being analyzed and will be presento,! i it the II u'lln ' V' ,yum il Ifli at
Fitzsimons in JaPuary, 1981.

Publications and Presentations: None
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OEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS 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.: 78/117 (3) Status: on-going
(1) Title: The Effect of Parasitic Infestation on Immediate Skin Test

Reactions
(5) Start Date: 1980 (6) Est Comp Date: 1981
(7) Pj inCipal Invest iqator (8) Fac;lity: FAMC

Harold S. Nelson. MD._COL. MC
(9) Dept/Sec: Allf-rgy, DOM (10) A~s,c Investigators:
(11) Key Words: I.i. Mansfield, MD, LTC

IgE parasites Praphan Phanupahak, MD, PhD

(12) Mccumulative NLDC;, . r13) Est Accumulative (14) Periodic continue
Cost: OMA Cost: Review Resuits: 10/80

13) *Study )bject ve:

To determine whether antiparasite antibodies of the IgE class present in
high concentratiops in patwn. with infestations are able to saturate
receptors in the mast cells and in so doing block mast cell sensitization
by IgE antibody directed toward inhaled allergen.

(16) *Tcchnical Approajch:

Evidence for mast cell IgE receptor saturation will be sought by com-
paring the direct nmmediatc wheal and flare skin test to circulating
levels of IgF specific for the same allergen. The clinical portion
of this study will be performed in Thailand by Dr. Phanuphak. The
laboratory portion will he performed at Fitzsirrons.

17) ::Progress:

The clinical portion of this study is currently being performed in
Thai land.

Publications and Presentations: None
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FITZSIMONS ARMY MEDICAL CEdTER

Aurora, Colorado 8004

ANNUAL PROGRESS REPORT
(HSCR 40-2 3 , App. C.' (Detail Summary Sheet)

(I) Date: 30 SEP 86 (2) Prot No.: 78/118_ (3) Status: Ongoi ng
(4 Title: A Precision Measuremer.t of Anatomic Peadspace Usina Multiple
Inert Gas Analysis, Coparison writh Fowler's Technique and Application
-FT STart Data: September, 1978 1(6) Est Cumip Date: 1982
7 Principal Inv(-e;t igactor (8, Facility: FAMC
Michael E. Perry, LTC, MC |T _ _

77_Dept/Sec: Medicine/Pulmonary Ij A Iuc invest igator,:
(I ) Key Words: ,-Il B. Kindig, PhD

Deadspace
Steady state diffusion

T2/ Accumulative 1DC-AS "!3 Est Accumulative I Periodic continue

Cost:i OMA Cost: I keview Results: 10/79
(15) *Stady Obiective: To experimentally confirm a proposed new

procedure for anatomic deadspace measurements which has important advantages
over conventional tchniques.

1() *Tcchnical Aeproach: Deadspace measurements are first performed

using the technique of Fowler, with careful attention to insure a constant
inspiratory volume and exporatory air 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 t~o breath sequence and the
exhaled gas from each sequence analyzed on a gas chromatograph. From changes
.icoQentration of the inert gases deadspace is deduced-
/" , W-e s' Extensive 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 of these differences was worked
out and will be tested using a different sequence of the inert gas mixtures,
using the same inert gases.

C(S7i.
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(4) to Steady State Diffusion Estimates.

Publications:

(1) Kinding, N.B., Martin, B., MOrgan, E. Filley, G.F.: Ventilation
Variations at Constant Load Exercise. Federation Proceedinq,
38:1050, 1079.

(2) Kindig, N.B., Zimmerer, R.W., Hazlett, D.R.: Auto ation anr
Profile; Computer Simulation. Clinical Fn -. , ,:. - , 78.

(3) Hazeltt, D.R., Zimmerer, R.W., Kindig, N.6. I r.>.
Tissue Character;zation. Medical Instr4jA,:v.ta ,

(4) Kindig, N.B., Edito-: Proceedings of . lI
Mountain Bioengineering Symposium arc' A
Biomedical >,-iences instrument-' 7 1

Sciences Instrumentaticon, 15, InbLrumeilt Soc;1L, of -
Pittsburg, 1-1")

(5) Kindig, N.B., Perry, M.E., Filley, G.F.: G. -1ixvh Deadspace ,:
Measurement with Tracer Gases Unbounr. An t)sax .nck
Institute for Experimental Medicine, Jti ! 8 .

Presentations:

(1) Kindig, N.B. : Physiologic Deadspace: n i, - c 4 o( lr- of
Breathing. Presented: 32nd Annrual C-l , , MC.
Aurora, CO, September i979.

2) Kindi9, N.B., Perry, .E.. F2) , 'I d C
Measurement 'i th Tracer cse " . iU on Ga
Exchange Function of Normal and Disc.]e . .i alcK li t i tut t
for Experimental Medicine,.Oc~tiryc. :,: . .KV t 11, 98 0.
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ANNUAL PROGRESS REPORT
(iiSCR 40-23, App. C.) (Detail Summary Sheet)

11 Date: 30 SEP 30 (2) Prot No.: 78/119 73, Stats: on-goine
Ti tle: The Effect of Aspirin on Platelet I ct g tio i:e Vi ri n

Sensitive Asthmatics
75) S t Date: 1578 , , , dj e h ;defin;te
7T  P1-inci:mai Inv: st igaLor ,, Fc i :

!.S. Nelson, MID, COL, MC73T kp' t/S,:.. :Mlcdicirne/Al ergy- Iminun. , -....-.-V."7-T ; ( '- , - " -

- I Key Words: .. j I , iinm, 11(', SAI- , .IMC
Aspirin sensitivity platelet aggrL R. 1. l)aniru. (tDR, [SN, ,MC
gation P.T. O'Pacr, l'hi 1, I)AC

---- ,ccuisulati.c -_A0EC. 7_ Est AccumuIr77T, . 'i continue
Cost: 0MA Cost: ,, R.v ei '.. L Isuts: 10/79

SV tud L, j t ivc
To determine whether" the intolerance to a)spiri n inJ othc; relited sub-
stances man ir csted sy aom.- .: ,t' I) t b- ' ,'c I f ::I c)i I be
diagnosed by an in vitro test.

06) ;'Techn ica I \projch
The plan is to utilize the platelet aggrl- ci he lhromboxanc
assay to compare the response of p1It ] -. :" . c' 1 :...ith iaspirin
sensitivity and control patients.

t7) ;*Proijrus5
The patient study portion of the protocol m.,"ic:, . ii t-11us
are presently being analyzed and prep- re o ,m;" sols i e

Publications and Presentations: None
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ANNUAL PROGRESS REPORI
WiSCR 40-23, App. C.) (Detail Sunary Sheet)

- Date: 30 SEP 80 (2) Prot No.: 78/120 (3) Status: Terrni ated
k4) Title: Diabetic Triatment Study: Assessment of Metabolic Control and Changa

in,0uaity of Life Following To r Tza -

15 Sta rt D)ate: p"v ) _i ,ny W _:I< nted mide
(7 Principal I vestigator y

Fred D. Hofeldt C0L MC
(3) .DUp/Sec: EL/SC docri e Service. U itur:
(1) Key Wo rC Ov, y L. Treece, LTC, MC

liab. I . .. e., ora :S- ahr ancis G. Henderson, MD, Upjohn Moni-
Ti1 ' J.T. Keene, Upjohn Medical Assoc. tor

Tolazr:niCe Annie Shackelford, MT, DACTF2T ,C CU m ua rI t7v-e 1C-.1,' D! S 3 'Est Accunu lE a@r, 4 Aq' ' , Mot
E - E Mt------------ continue

Cost: OMA Cost: vicw Results:, ,:,v~w Resu ts .__/79
- *Stud, Objective: The objective of this double blind pilot study is to

determine if the methodology employed will adequately determine whether maturity-
onset non-ketotic diabetic pntients, feel and function differently when their
blood sugars are controlled.

(16) e*Tcchnica! Approach: Patients with modcrate diah.teis mellitus are in-
troduced into a double blind study where they ,ill h trea:itvd with placebo or
i th Tolazamide tablets. The dose. of the niac: no ard th, tor ase is regulated

according to blood sugar determinations on frequunt fol by--up of patients.
In aJdition to controlling the metabolic parameters of the disease as measured
by hemoglobin AIC, fasting blood glucose dererminationc, and symptomatic state
of the patient, the patient will complete a questionnaire \Nhich will assess hi,

I 7) ;':Pr grcss: qi lity in l Iife.
Seven patients have entered the study and ha, t-u< (.tu.d thtir long-term

follow-up and termination of the study. The stud., has bhteerl te-rrcinated as patient
recruitment has been determined to be s'fficie ;. tL c,,c-t that d,J(a analysis by
the Upjohn Company.

Publications and Presentations: None
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(HSCR 40-23, App. C.) (Detail Summary Sheet)

() Date: 30 SEP 80 (2) Prot No.: 78/121 (3) Status: on going

(4) Title: The Determination of Cross Allergenicity between Western Grass
Pollens and Common Northern Grass Pollens

(5) Start Date: 1978 uit Curq : 198
(7) Principal Investigator 8 Faci I t:: Fi,.M.C

H.S. Nelson, MID, COL, MC
(9) Dcpt/Sec: Medicine/Allergy-Immunol. - 7I)-A ,, ...,.trs:
(11) Key Words:

Grass pollen and cross allergenic;tv i,.(;. Martin, MAJ, USAF, MC

F(2) ,ucumu ativ. iEDL1, L' (3) Est AccumulatiV, 4( ') P(riodic continue
Cost: I OMA Cost: rI!\ view ResUl t ,: 12/79

R ;s tu, ,- 0 b jeCc t ivC:

To study the cross allergenicity of extracts of common western prairie
grasses and to compare them to the already well-studied northern pasture
grasses and Bermuda grass.

(16) ,',Tcchnica l Approach:

The approach is to cmploy a pooled aleV,.c :ci , ASI inhibitions
with allergen disks manufactured in th , e' rw;, ich I aorato ry at
1itzsimons and a variety of commerciallergy extricts.

Ul 7i) :Proqrc s:
Extensive studioe; were perlbotoied under (hi ,,L dtlilni the preceding
year. The data is currently being 'naly:N'd ;ili pi'cT red foi pIIbl icat ion.
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FAMC WU No (Pro" No)

78/121

PUBLICATIONS for FY 80 Annual Progress Report (21) d Par of [ut Di I Sumnrary
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.

(~92



FAMC WU N (pI, ) 78/121

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

SERVICE Allergy-Immunology DEPART4ENT Medicine

(I) 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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FITZSIMiONS ARMY MEDICAL CENT[R
Aurora, Colorado 80045

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

(I) Date: 30 SEP 81 (2) Prot No.: 78/122 (3) StatUs: Ogoing

() Titlc: Effects of Dietary Fructose in Diabetes Mellitus.

(5) Start Date: ,y,, (6) Est Corp Date: -
-7) Principal Investigator 7 ) Fac iity: FAMC

S) Hnf t s 7  ssc nvest igators:
() Dept/Sec: Fndnerrne I I A sc Ii estig or

TT Key Words: Phvllis A. Crapo, UCHSC, Denver, CO

fructose .rrold M. Olefsky, MD, UCHSC, Denver,

diabetes mellitus 'Orville G. Kolterman, MD, UCHSC, Denver

IJon Insel, MD, UCHSC, Denver, CO
T 2 Acumulativ, t'FDCM'. l,  Est Accumulative (14) Periodic continue

Cost: OMA Cost: Review Results: 12/7 9

7 15) 0':Study Objective: To assess the post prandial response of simple carbo-

hydrates (fructose,glucose and sucrose) and natural cooked foods (cake and ice
cream) which are prepared with either sucrose or fructose. rhe aim of this
study is to determine if fructose, a natural occurring iutrient, 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-
sta ce is the most liabetogenic. Fructose plays an unimportant role in (cont)
I1 ) Technical Approach:

Three groups of subjects will be studied to include 1) chemical diabetics,
2) adult onset, non-ketotic diabetics with si(Pificanti fasting hypernlycemia
(plasma glucose levels greater than 140 mqgi c0 three difterent occasions) and

3) age and weighL matched diabetic control patients. The3e patients will
undergo acute studies where their hormonal responses will be determined to
qlu.cose, sucrose and fructose and chronic studies where the patient will be fed

17" ) *Prnn rp s:

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

14



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/122
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(15) Study Objective (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 various 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 period. The influence of diet on
triglyceride metabolism will be deterpilned by the measurement of VLDL-TG
production rate and fasting triglycerlde levels, before and after the
dietary period.

Publications and Presentations: None

C195



DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CEI4TFR

Aurora, Colorado 80045

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

-(I Date: 30 SEP 80 (2) Prot No.: 78/123 - (3) Status: Ongoing
T iltle: A Comparison of the Zimmerer and Dubois Techniques of Airway

PR~ stant Measurements, hv ndv Plthvsmogq a hv
() Start Date: Janua-ry 1979- ' 1, 7T 'I' 5, 1

Ti- - 'i Pr ic ipa 1 1 lv, s ti a t or F
Michael E. Perry, LTC, MC

9() Dept/Sec: Medicine/Pulmonary .tr, Ps
(A) Key Words: N,.obtIi. inmeier, PhD

Alveolar Pressure ?obert J. Browninq, BS
Airway ResistanceI
Body Plethysmograph__

-7- Acumulativ: eL->t --( -13 Est Accumulativ_ -7 1 PTriT odic continue
Cost: OMA Cost: __ .viewResults:1/79

5T7'Study OLjective: To compare a clinically tintried measurement of
airway resistance with a standard technique.

(16) *Technical Appiro,:ach: Forced expiratory pe.uLJev , formed with
the subject seated in a constant volume body 21,hysuoflr uh while plethys-
mograph pressure and airflow are moniLcred ar6 ( P ith a D C PDPl1/1
computer. With this information and the previ ouuly .: ;ltd FRC of the
patient, alveolar pressure is calculated throuohout :U.,' ,.Xpi atory manuever.
Pressure flow relationships are then related to i.he iiati uit's maximal
expiratory flow volume loop.

17) ;':Progrc z : A heated screen pneumotach w,!-, rlited to reduce uneven
heat flux as much as possible. Valving arrant,,rl t % -Ct.( 'Idopted to allow
venting just prior to forced manuevers, which 4(t,,r , ,di<,d ]PaL
artifact. The computer program was wodified Lr ' , l.,; Inr hr x dI ift and to
account for pneumotach back pressure and to a:ccrunt for a.o!-i & r pneumotacn
airflow response. The computer program was altered and th Wr1e i(al
integration procedure discontinued becaase of prohl-ms with u.,mTulitive
error. A significant relationship was found botween qreat fluctiiations in
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(17) alveolar pressure at constant flow rates when flow maximums have been reached
on the flow volume envelope.

(97
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FAMC WO No (Prot No) 78/123

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

SERVICE Medicine DEPARTMENT Pulmonary

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

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

(3) Zimrierer, R.W., Perry, M.E., Browning, R.J.: Expiratory Pressure/Flow
Assessment by Plethysmography (Abstract) AAMI 15th Annual Meeting, Page 246,

April 1980.



FAW WU t N(P N ) 78/123

PRESENTATIONS for FY 80 Annual Progress Report

SERVICE Medicine DEPARTMENT Pulmonary

(1) Perry, M.E., Zimuerer. 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) Zirmerer, R.W., Perry, M.E., Browning, R.J.: Expiratory Pressure/Flow
Assessment by Plethysmography, presented at the AAMI 15th Annual Meetinq,
San Francisco, April 13-17, 1980.
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DEPARTMENT OF CLINICAL INVESTIC.ATIC"I
FITZSIIIONS ARMY MEDICAL C01NTER

Aurora, Colorado 80014

ANNUAL PROGRESS REPORT
(HSCR 40O-2 3 , App.- C.) (DetailI Summary Sheet)

kNT Da te: 3 0 S FP 80-- (2)- Pro t No. 781 124 S tatus : Onooino
714 Title: A Self Consistent Method of Single B-eath DUOC Measurement

7W ar Dae Ietember, 1978 ()[ (f .

()Piciaal Invebt igator 0 Ij
MichaelE. Perry, LTC, MC

F97 -D'e,t /Se c: Medi ci ne/Pulmonary 7ir 7
(11) Key~ Words: JiB. Kirdi, [PO

Single breath diffusion :obert J. Browning, BS
Alveolar gas

Bre -athing patterns ________

(T2~cu11 laiv UIDCS 03 Est AccurnUIht ic!T o '~ coniu
Cost:M Contit:

7, j ', f OMA Cost ~ v i tv Resu Its
Stu" it le: o experimentally conrfi rm at [roposed niew methud of

O)LC() measurement.

u1) r;Tcchriical Approach: Data will be samn1 Id dui)ne th sinail e breath
nLCO determination at various breath holdina r' id \a -ious f-shaled
luing volumes. Data will be analyzed off"'iym, b"imni. i n will correct
for volume averaging and effective breath holdinki Srif the theoretical
approach as outlined in the original protocol is c s~tent, the
calculated diffusion capacity should remain ll-a icnnldiecss of breathing
pattern or gas collection timing.
(I17) T- rogroess : Special instrumentation was; des)O- on r kif) cl1.' fov this
protocol by Fogg Systems, Inc. There were manly sortf, ipatod ditticulties in
proper instrumentation dc'siqn, but over the past yvar thc ,.o h,;Vf all been
corrected and the assembled control mechanisni is in nat~ie ini ihe Polmionar v
Function Laboratory. All valving assembly is now tnmle( At this time the
actual computer program i-, beinq written by the competet' SnW ii i St. Much
delay was encountered late in the fiscal year because of fdi lnrc of APP ronip-
ment. which has since been corrected. We anticloate ora)f),tion) of this sys'tem

180
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(17) within sixty days at which time data collection fo, the protocol itself can
begin.

Publications:

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

Presentations:

(1) Zimmerer, R.W.: Simiulated Diffusion Testing. Presented: 32'
Annual Pulmonary Symposium, FAMC, Aurora, CO, Septt=ibe, V j.

9
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DEPARTMENT OF CLINICAL INVESi1 Ks. i'

F ITZS I MONS A RMY MED iCAL CV-'. TU9:

Aurora, Colorado 0u .

ANNUAL PROGRESS RLPOPT
01SCR 0-23, App. C.) (Detail1 Summary Shoeet,

T7 at: 30 SEP 80 (2) Prc-0t No..: 78/12 Te ntd

7,7T -,.-Ad juva5nt Tr-6r -~o f Pr emen 0p,, aPT: 7

Cancer with CHE alone versu- CMF ~7- CP

SMach 1979___13

JOHN C. MICHALAK, MD, LTC, MC
7'i~Ue~dSe;HEM-ONC, Medicine ' - -

:YKe y 'r d:
Breast CA, chemotherapy 1 .t-A, DE C I V MC

,727o Acuuativ I tIDLASL -T,- -

Cot: __ OMA C cr, t Ii> n tic

)Ltud9  cot i e:_Z0
1. Tou deC,-riin- whether therapy wit, ' It I I
an ;iddi t iv' t, c'ec t to ad It!irA ;'u''ct U.'ej! nasal pat lent s

with PEP (+) breast crinctr w>-osre ai 1'' alri c L1

2. '1 ( dtirnine whcttinr the o:s -ip IL '
ca-in 1)v ir 1)roed 1) f irvst v irv~i L :t it
adriatv in and i hru~it ioe in a)T i 1r

FThis is a randomizol1 ic,I

ri' o5a tent It.o

mvel osuppres 1iolI idas 1-tni i i'

reduc(tions. ()n t .] d ic t !i 11 t 1 anlt 1'id

to he taken otf thc A- iilv. i I,

the reaction was due to NP-t) i rr,, it '' t r * an liti1

on study withoit evidence (i dix !' i !Ip Ii11 1 ' ( I l

af ter being o f f CMF f or one mot Li h, I. t it i, i
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TITLE: Breast Cancer with CMF alone versus Adriamycin and Vincristine
followed by, CMF.

Publications and Presentations: None



DEPARTMENT OF CLINICAL INVESTILGTION
ITZSIMONS ARMY MEDICAL CEhTEF

Aurora, Colorado 8004.1

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

"(I) Date: 30 SEP 80 (2) Prot No.: 78/126 '1 Sr . I : terminated
Ui) Title: Ihe Systematic Evaluation of 1rtieri:,. I. Pcepinse to Therapy.

I1. Evaluation with Skin Biopsy.
(5 sta-t Ye7,, ('73 rr >::: iiI-

Principal Inv(- st igator q -Fac I: ,
H.S. Nelson, MD, COL , MIC

K- Dept/Sec: Niedicine/Aller y-Immunol. I
kWl) Key Words:

Chronic urticaria Cinetidine G. B. carpenter

'12 Accumulative /4EDCASE1 1 37 Est Accumulaive , e, -dc continue
Cost: OMA Cost: ___ evie.. Result,,: 3/80

§15 ':Study ObJective:
To ascertain the eifectiveness of Cimetidine combined with an IlI blocker
in the treatment of chron i c urtica ri a , and to examine Th his to logic
features of chronic urticaria.

(16) :':Technical Approach:
A double blind evaluation of the effec tivcnm.: i c .d II1 hIl 112
blockers together compared to fiI hiockter: ,000 . .c . In addition,
patients with chronic urticaria were to oh -Kin <p:;i s.

(1) ;'.Progress:
By the time permission had been obtained to complete the.stlu and the
appropriate active and placebo drugs h:d hen je 'foIf,, t, sv\,er1 I
investigators had reported the resul , of .i iI ir ti, herefore,
it did not appear appropriate to continue the protocol.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATriot
FITLS114ONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(I1) Date: 30 SEP 80 (2) Prot No.: 78/127 (3) Status: Termiinated
(4) Title: Does Neoplastic Disease Produce a Pos-Ativu Secret in Test?

(5) Start Date: 30 Sep 79 -(6) Est Cormi Dcite: I _______

(7) Principal Investigator (8) Faci Iit. Ky FAMC
Hugh P. McElwee, M.D., MAi,_MC

(9) Dept/Sec: Dept of Med/Gastro T t7he netqators:
(I) Key Words: ':nJarvis,' 'P5

Secret in

(12) Accumulative F:7E (3)Est Accumulative 04) Periodic continuje
Cost: OMA Cost: Review Results: 4/80

(15) *Study Objective: .0 e terimine 7f the Serti etis positive inl
neoplast ic disease.

(16) * Te chn icalI App ro acLh: T he tCre c i n t e I i ,~ pt.Ii f i c for)
diagnosi s of the Zoll inqer Eli ison syd vR We .,uve alt index case
of one patient with oat cell carcinwii, H i lid si e secret in
test and no evidence of Z-E at [ .o:nyrwe test inq
c-ertain nat ients with hormonal ly active, 'eo i f t hey
produce positive secretin tests;.

7?) *Progress : This protocol has been) telfJ;;'nit tn tie to 1)1'. M; A

leaving FAMC.
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7. continued-

Nicholas J. DiE'ella, LTC, MC
Steven Bailey, CPT, MC

Publications and Presentations: None



DEPARTMENT OF CLINICAL INVESTIGATION

FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 800 45

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

(II) Dote: 30 SEP 80 (2) Prot No.: 78!12g_ R3) Status

-7-) Title: Assessment of Postprandial Plasma Glucose, Insulin and Glucagon
i relj _j pnt lQrally Admn^mp'yd r t- ii nbet- Subj.

StartOtejj, __"__(6_) _______ e--Completed

(- Principa! Inv cstigator 8) F lit.: FAME

Fred D. Hofeldt. COL MC
7-9- D pt/Scck: Endocrine Service (I) A, Invwst igjtor,:

Ky Words: Phyllis A. Crapo, RD, UCHSC, Denver,CO
diabetes Jerrcld M. Olefsky, MD, UCHSC, Denvercomple cOrville G. Kolterman, MD, UCHSC, Denvercomplex carbohydrates

Iormonal re;Sfcs L___________2) 7 L',UlatiVe EDCASEi (13) Est Accumulative !14) Pe riodic complete
Cost: OMA Cost: i -,view Results: 5/80
S[d' :'ect Ive: To establish if feeding different simple and complex

carbohydrate,,; substantially affect plasma glucose and insulin values. Th;s
project wili u I_ Id diabetics, moderately severe diabetics and age and weigt-
matched, non-diabctic 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) Tuchinicai ipproach: 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.
(1 7) 'P pr ()g r,! ", :

The study is c(mpleted. Approximately 4, of the group of patients studied
were from Fitzimrons Army Medical Center. The major findings of the study were
that the postprin{jial 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 b~read,
corn, potatoes. Noteworthy, potatoes and glucose were equally diabetoqenic in
this croup of patients.

Publications and Presentations: None
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DEPARTFMENT OF CLINICAL INVESTICMTION
FI'rzsIMONS ARMY MEDICAL C-IFER

Aurora, Colorado 8004)'

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

T) Date: 30 SEP 80 (2) Prot No.: 78/129 (3) Status: Completed
(4) Title: Respiration During Sleep in Myxedema and Hypothyroidism

(5) Start Date: Fy-.g (6) Est Comp Date: FY80

(7) Principal Investigator 77F Facility: FAMC

Leonard R. Sanders, CPT,_ MC
(9) Dept/See: Endocrine (10) Assoc lnvestigators:
(TT Key Words: Fred D. Hofeldt, COL, MC

myxedema Clifford Zwillich, MD, Consultant
respi ration
hypothyroidism

-2 Accumulative MEDCASE1 13) Est Accumulat7ve (14) 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 patienits

will be studied after their myxedema is confirmed by clinical examination and

la~boratory determinations. 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
07) *'Progress:

Eight patients have been studied with varying degrees of hypothyroidism

to profound myxedema. These patients have been noted to have a sleep apnea

syndrome with marked cardio-pulmonary variations when monitored in the sleep

laboratory in the hypothyroid state. These abnormalities are reversed with

thyroid hormone.

1/8,

I



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/129
(Blocks I through 17)

(16) Technical Approach (continued):
have his EEG monitored, heirt 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 ,he patient is euthyroid both by clinical examination
and laboratory values, the above sleep study wll be repeated.

Ifl
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- FAMC WU No (Prot No) 78/129

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

SERVICE Endocrine DEPARTMENTMedicine

(1) Zwillich, C., Sanders, 1., Pickett, C., Hofeldt, F.D., and Weil, J.:
Prolonged Apnea and Hypoxemia During Sleep in hyxedema. (Abst.)
Clinical Research 28:86A, 1980.

Presentations: None
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DEPARTMENT OF CL INICAL INVJESTIGATION
FITZSIMONS ARMY MEDICAL Cct4NTER

Aurora, Colorado 800453

ANNUAL PROGRESS REPORT

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

F-NoS -tt~s om- ete

7k) Da te:- 30 SEP 80 () PrtN.::fU 3) Sau: Con6ee
C~YTite: nveti-gation of the Tumor Reduction Effect of Combine
Sodium-L-Ascorbate and 5-FU Chemotherapy in Transplanted B16 Melanoma-of

(W LSart Date:February 1979 (6) Cs-,t Comp Da~te: March 1980 Mice
TY Princi 'Pal Invest igator -Tg F3 FaiIitLY : FjxMC

N. J. MARTIN, MD, MAJ, MIC
-) et / Se c: HEM-ONC, Medicine (10) -Assoc Invc2stigators,:

(Mi Key Words:

5FU, Ascorbic tcid WILSON C. BOURG, MD, MAJ, MC

2 ccumulative MEOCASE 13) Est Accumulative 1(14) Periodic continue
Co s t: I OMA Cost: 'd view ReSUltt,: 2/80

-(l-T 'Study- Objective:

To evaluate the possible synergism of 5-flvorouracil and sodium-L-

ascorbate against c-unor cells in vivo.

(16) *Technica) Approach:
The B16 melanoma was transplanted into the PFD1, Jackson Laboratory

male mouse hosts. An optimal tumor cell number was established to

pr ovide and 18-22 day range of mouse death. This was 75,000 cell/

CU.1m. In ac~dition to this, the maximum s:afe dlose range for 5FU was

established in the BFI)1 hybrid Jackson mcuse and this maximum safe+

dose of 5FU was found to be 20mg/kg. (See Ccntinuation Sheet)

\I/ *~PrjDyress:

No additive or synergistic effect was observed with 5-EU and
ascorbic acid compared with 5-FU alone.



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:79 /10 0

(Blocks I through 17)

16. The mice were divided into five groups; groups 1 through 4 received

the B16 melanoma. Group 5 was a controlled group which received
only sodium chloride injections, Group I 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 5F3 in the previously mentioned dose and concen-
tiation. Group 4 received B16 melanoma only. Group 5 received no B16
melanoma but receiv~d vitamin C at 0.1% daily until death and 5 FU
at the previously mentioned concentration.

Publications and Fresentations: None
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DL '.. Wr.E1 T OF CLINICAL INVLST1GA rVl,
F ITZSItUNS ARMY MEDICAL CE1,TEH,

Aurora, Colorado 80O04

,0 :,UAL PROGRESS REPORT
H'I;CI 40-23, :,p. . Dct i Summary Sheet)

t : 0 7P0- " Prot No. : 79/101 - ':'-' ONGOING

The Relationship of Granuloma Annulare GA) To Diabetes Mellitis ()M1.
- . Mar 79 -C Est Cu ,. un 81

S -- - ,i - -- - ,-- ' t ,- r - F a c i i : ,
GENE E. GRAFF, D.O., MA, MC

t, ," l / S oL r..' t t"S:
I- 'cv vurd : BERNARD F. DAVIES, M.D MAJ MC

Granuloma Annulare JOHN L. AELING, M.D., L, R6
FRED D. HOFELDT M D COL, MCDiabetes Mellitis D.M. STRONG, M.D.,'WAMC

HLA Typing GEORGE L. BRcWN, PhD., COL, MSC
? . 7-cuosut ,tivu IE~CtL ( Est Accunula tIvL J7,. , ic continue

OMA Cost:I, .. ie,uit 5/80
L) tudy ,

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

S' 'i,-chnr ico l 1 ,, ij i ,,c l

Patients with biopsy proven GA are studied for conturrcut DM historically,
clinically, and followin oral and intravencus glucose challenge. HLA typing
is also done. Baseline studies include: Complete physical exam, CBC, sedimen-
tation rate, SMA-18, triglyc-rides, cholesterol, HIDL, two-hour pc blood glucose,
TSN, T-3, T-4, Resin uptake T-3, EKG if indicated. Parameters monitored follow-
ing glucose challenge include: Serum insulin, glucose, glucagon, growth
hormone, cortisol.

Since the beginning 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 one has idiopathic reactive hypoglycemia. There

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

Publications and Presentations: None

A1i3



DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTCR

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
k~j5CR 40O-23, App. C.) (Detail Summary Sfieet)

7T Date: 30 SEP 80 (2) Prot NO.: 79/10P 3 Status: Compl-eted
Ttl: echanism~s) of Insulin Resistance in Thbesityj (Cocperati 'ud

zsimons and Endocrine Division, University :oaoMci ier

-7770Uafrt Date: py-Q (6) Est Cur ii Date: PT-1 ie
7) 'iiicipal Invest igator (8) Facility: FAMtC

SL. Treece, MD, 1,[!C, MC __________

De xt/Se c 10) Als50 lrivc' t igators:
I,,Y Key W.ords: .oe

Lrisulin resistince

7172 ,ACCUnUlative MEDCAE 1 Est Accumulative F14) Peiodic continue
Cos t OMA Cost: Re v iew Re -,u It s: 7/80

71)7 Std T)bje-, ct iv c : Tinsulin resistance iz, charactor-istic featurfo r

* Si~ sncasually implicated in mnany r,- t 1e sI 1mb-,a1 complicatiolS

Honwever, the mechanisms respon.;ii7e et- lnculiu re:ta-i.Co(

t t-,ri ot known. The plan is to develDT iii vi vo nslndo-e tesT-s
v, 1bs unnsbet in order to deiineate the mealT5o- *ncui

in bIei,;e humrans and to assess the 1'IdI r IP tween in va(

uiao~l r. v4vo insulin action.
rech ica ppoach

a)U I r lan will1 be to utilize the glucose c' amrp teoshnique to elu,,cidlate

1. !v''v i ' itt rlaeocse uptake dose response sos:ii insuli n resistalt

" It jeilti. . ,,-I:iti onally , hepatic gliicose pro~il'i I I j1 be V 'eu

lot it in ail otudlies to quantitate the :ct itnoft~' ~r
V. r e titrio.ier, and to assess the abi 1 'Crnt'Hv'

( ;2 Progress.

p jtient irt th:is study was referred to the University o' im

I study ha ; suibsequently been compietedi by I11 litin - their -wv

t .; Ct- their own paitient population. Aiit'is S a t- i., pnn a

114



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No; '9/102
(Blocks I through 17)

(16) Technical Approach (cont):

plasma insulin levels to suppress the liver's capacity to secrete glucose.
Finally, in vitro measurements of adipocyte insulin receptors will -

performed so that the relationships between overall in vivo ins E
tivity and insulin receptors can be assessed.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTEP

Aurora, Colorado 80045

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

() Date: 30 SEP 80 (2) Prot No.: 79/103 (3) Status: on-going
Tj Title: An Evaluation of Combined H1 and 112 Receptor Blocking Agents in

the Treatment of Seasonal Allergic Rhinitis

-)- Start Date: 1979 (6) Elt Cump Date: 1981
- Principal Investigator (8) Faci ity: FAMC

Harold S. Nelson, MD, COL, MC

(1) Dept/Sec: Medicine/Allergy-Immunol. (j0) Asc rivest igator,:
-F Key Words:

Histamine receptor blocking agents C.B. Carpenter, d., fC
A. Bunker-Soler, MA.I, MC

]2) ,',cumulative MLE CASE1 (13) Est Accumulative (14) Periodic continue
Cost: OMA Cost: R(evie,,.j Results: 7/80

I * ;Study Objec" ive:
To determine whether the addition of a blocker of the H2 receptor would
provide greater symptomatic relief in patients with allergic rhinitis,
than was provided bv an HI blocking agent alone.

'16) :',Technical Approach:
A double blind cross over study was performed during the weed season of
11979. In this study patients continuously received an HI blocker
(Cthlorpheniramine) aid alternately for two week periods received either1
a placebo or Cimetidine, an FH2 blocker. Patients recorded symptoms

twice daily throughoat the weed season.

S7) ;-Progress:
The clinical study was performed during the weed season of 1979. The
data is still in preparation for final publication.

ii't



FAMC WU No (Prot No)_______

79/ 103

PUBLICATIONS for FY 80 Annual Progress Report (2nd Part of Dctai I 'jurnw!ry
Shett.

SERVICE- Afllrgy-Immiinology DEPARTMENT Medic ine

(I Carpenter, G.B., Bunker, A.L., Nelson, H.S., An Evaluation of Combiaed
H1I and H12 Antagonists in the Treatment of Seasonal Allergic Rhinitis
(abstract), Journal of kdlergy and Clinical Immunology, 65:187;1980
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FAC WU ?t4 (PM N.) 79/103

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

SERVICE Allergy-Immunology DEPARTMENT Medicine

(1) Carpenter, G.B., Ai, Evaluation of Combined Ill and H2 Antagonists in

the Treatment of Seasonal Allergic Rhinitis, Annual Meeting of American

Academy of Allergy, Atlanta, Georgia, 18 Feb 80.

hI
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CLNTEP,

Aurora, Colorado 80045

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

--- Date: 30 SEP 80 (2) Prot No.: 791104 (3) Status: Ongoing
+('- Title:

Vindesine in the Treatment of Cancer

3 Start Date: Sep 1979 (b) Est Comp Date: 1981
(-7) ND~i lycVELILVe )iYg r MC (8 Fac i it y: IAMC

-') Dept/Sec: HT7atolnny-Nnrnlnnv S ) /ssoL Insvest igator,:
(H 1) Key Words: Nune

Chemothera py

2) Accumulative 11EDCASE 13 Est Accumulative (14 Priodic continue
Cost: OMA Cost: ! OV iLew Re ,Ilt5: 9/80

T15) *Study Object ive:

To test the efficacy of this agent in melanoma, CA of the esophagus,
CA of the breast and lymphoma

(16) *tefchnical Ap-roach:

Clinical study

( /) *Progress:

Four patients have been treated with this agent. One patient with
lymphoma has experienced a complete respor.se, but the other three
have progression cf disease. Neurotoxicity and marrow suppression
have been observed.

Publications and Presentations: None
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( DEPARTMENT OF CLINICAL INVESTIGATION
FITLSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(H5CR 40-23, App. C.) (Detail Summary Sheet)

il Date: 30 SEP BO (2) Prot No.: 79/105 (3) Status: Ongoing
,1 Title: T-reat i Pattern Effects on Stea'y ate OLCO Measurement.

,-7 Start Date: Nove'nber 1979 (6) Et Co( 7,p Date: 1981
T7, Principal Invest igator Fc IiTty: FAC

Michael E. Perry, LTC, MC
T9Y Dept/Sec: 1 editine/Pulmonary u1seaSi.-1F5F Asoc lnvest i9ators:
, 01- Key Words: Neal B. KindiQ, Phi)

Steady state DLCO
Breathing pattern

-IT Accumulative MEOCASE 13 Est Accumulative 1 Per iodic continue
Cost: OMA Cost: Ruvit v4 Resutt : 10/79

T15 'Study Obective: To experimentally confirm theoretically determined

corrections for breathing patterns during steady state diffusion studies.

16) :'-.,chnical Approach: Various breathing patterns consisting of a

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

:17) P rmress: Because of other priorities with other protocols very

little progress was made this past year except for establishing the response
time of the carbon monoxide sampling head, However, a theo-retical analysis
was worked out which allows us to correct for back pressure occurring in
the pulmonary capill,.ries as carbon monoxide slowly accumulates during the
manuevers.

1.2O



FAMC No (Prot No) 79/1')5

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

SERVICE Medicine DEPARTMENT Pulmonary Disease

(1) Kindig, N.B., Perry, N.E., Browning, R.J.: OLCOSS Correction Using PaCO
Back Pressure Predicted From Venous Blood (Abstract) Page 107, April 1980.
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FAM W t4 NP No) 79/105

PRESENTATIONS for FY 80 Annual Progress Report

SERVICE Medicine DEPARTHEIIT Pulmonary Disease

(1) Kindig, N.B., Perry, M.E., Browning, R.J.: DLC0SS Correction Using PaCO
Back Pressure Predicced From Venous Blood, AN'1I 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)

(I) Date: 30 SEP 80 (2) Prot No.: 79/106 (3) Status: Ongoing
(4) Title: Measurement of Lung Compliance Utilizing Pulmonary Capillary

Wedge Pressures.
T5T Start Date: January 1979 (6) Est Comp Dotc: Dec, 19R1
U(1-) Principal Investigator (8) Facility: FA M C

Michael E. Perry, LTC, MC
77) Dept/Sec: Medicine/Pulmonary (In) Assoc livt.st iqai,,,:
Tf1T Key Words: Robert Zimmerer, PhD
Wedge pressure

(12) ,,u .wulative rEDA:U - (13) Est Accumulative (14) Periodic continue
Cost: i OMA Cost: Review Results:10/79

Objecti"e: Validation of lung coi lpliance measurement using

pulmonary capillary wedge pressure by simultaneous comparison with esophageal
pressure.

(16) *Techricil Aj)!-roaich: Using simultaneous measurements of intrathoracic
pressure via Swan Ganz Catheter and intraesophageal balloon, as well as
ichaled lung volume using a pneumotachograph, and airway pressure with
pressure transducer attoched to the endotracheal e. Relationships
between wedge prescure, esophageal pressure, airway pressure and lung volume
will be souaht and attempts at corvelatiorn made. The monitoring of these
various parameters and their correlation with each other will require special

(I/) ; Prjr, ;s: The design of this special uni has been (ompleted and
most of the necessary parts have been ordered and received. Actual construction
of the apparatus is in progress at this time.

123



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REORT Proto No: 79106_

(Blocks I through 17)

16) equipment to record and correlate data.

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.) (Petall Summary Sheet)

(I) Date: 30 SEP 30 (2) Prot No.: 79 1 7 (3) Status: Ongoing

(4) Title:The Effects of Fructose on Reactive Hypoglycemia

-(5) Start Date: 79 6) Est Comp Date: 1 ygl

(7) Principal Investigator 787 Faacility: FAMC

(9)- [)eptTSec--" _ _ _ _ _ _ _ __ (I0) Assoc Irlest igjat r,,:
1(i) Key Words: None.

reactive hypoglycemia
fructose

(12) t, umulative MEDCAE 13 Est Accumulative 1(14) Periodic continue

Cost: OMA Cost: Review 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 hypo- F

glycemia previously identified as having this disurder at Fitzsimons Army

Medical Center will be further studied under Clinical Research Unit,

(16) *-Technical Approach: Patients with standard dietary intake will undergo

the alucose tolerance test with measurements of !nsulin, 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.
(1 7) *Progress: Approximately 7 patients have entered the protocol.

The preliminary findings in this group indeed support the hypothesis

that reactive hypoglycemia has not been observed ;n 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 hypoglycemia. Inasmuch 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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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS RE.ORT Proto No: 79/107
(Blocks 1 through 17)

(15) Study Objective (continued):
University of Colorado Health Sciences Center. Each patient will be studied
with varying test meals 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 plasmp giucose, Insulin and counter-regulatory hormones.
It 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 CENTER

Aurora, Colorado 80045

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

(1) Date: 30 SEP 80 (2) .Prot No.: 79/108 (3) Status: on-going
(4) Title: The Effect of Beta Adrenergic Bronchodilators on Serum Immuno-

globulin-G Levels
(5) Start Date: 1981 (6) Est Comp Date: 1981
(7) Principal Investigator (8TFacility: FAMC

H.S. Nelson, MD, COL. MC i
(9) Dept/Sec: Medicine/Allergy-Immunol (10) Assoc Investigators:
()J) Key Words: none

Immunoglobulin bronchodilators
bronchial asthma

(12) Accumulative MEDCASE (13) Est Accumulative I14) Periodiccontinue
Cost: OMA Cost: Review Results: 1/80

(15) ':Study Objective:

To determine whether chronic administration of )eta adrenergic agonists
depressed serum levels 3f 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.

(I7) *Progress:
This study has not yet been started.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTICATION
FITZSIMONS ARMY MEDICAL CENTER

A rora, Colorado 80045

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

(I) Date: 30 SEP 80 (2) Prot No.: 79/10-9 (3) Status: Ongoing
724) Title: Control of Nausea and Vomiting with Delta-9-tetrahvdro-cannabinol

(THC) Comhintcd with Standard ntipmptics (A he I Stnrly)
-5T Start Date: (6 1) 6) Est Comp Date: iOsl

(7) Principal Investigator (8) Facility: F,41C
NICHOLAS J. DiBELLA. M.D., COL, MC _

,9) Dept/Scc: C, Hematology/Oncology Sv_ (JO) Assoc investigators:

71') Key Vords: RICHARD A. ARTIM, M.D., CPT,USAF,MC
Chemotherapy, nausea, and vomiting MICHPEL L. LANGIN, CPT, MSC,
control. Pharmacist

(12) Accumulative MEDCASE (}3)Est Accumulative I4Periodic continue
Cost: OMA Cost: Rc view Results: 2/80

-('l) Study Objective:
1) To determine if THC has a useful antiemetic effect when added to

standard antiemetic regimen.
2) To determine it 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.

06) ',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 were removed from the study due to
mild CNS changes at their request. The rest of the patients tolerated

the THC very well with good control of their nausea and vomiting.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
F!TZSIIIONS ARMY MEDICAL CENTER

Aurora, Colorado 80043

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

(I) Date: 30 SEP 80 (2) Prot No.: 79/110 (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 Comny Dote: indefinite
(7) Principal Investigator (3) Facility: Fw<C

H.S. Nelson, ID, COL. MC

(9) Dept/Sec: Medicine/Allery-I nol. (10) A soc Invest iyators:71i) Key words:

Local anesthetic adverse drug reaction multiple

-TY---Accumnulativc MEDCASE 13 Est Accumulative (14) Periodic continue
Cost: OMA Cost:_ Review Result,: 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 Fitzsimcns llergy Clinic. The histor-
ical data and results of challenge will be accumulated for future corre-
lations.

(I 7) 0Progress:

Patients are being studied under this protocol at several instillations.

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

-7 Date: 30 SEP 8) (2) Prot No.: 79/111 (3) Status: on-goi __
T4) Titles A Comparison of the Development of Sensitivity to Penicillin

in Normal and Atopic Individuals

(5) Starm Date:-1980 C6E 1 tEs t Co4D) Pte: 198t1
(7) Principal InCestigator (8) Faci evey: F2C

H.S. Nelson, MID. COL, MC

TeDept/sec: Mtic ine/Aiaergy- Immunod fl1 s st Invest igators:
(16) Key Woprds:

Penicillin allergy A. Eunker-Soler
C. Wagner

(T2i ) Accumulative wEDCAfer o3)Est Acc te cuve 14) Periodic continueCost: 7 OMA Cost', Rev iew ResulIt s: 2/8o i
(15) *zStudy Objective:

To determine the frequency with which normal and atopic individuals
develop positive immediate wheal and flare skin test to Penicillin
following a couise of therapy with the drug.

(16) *Technical Approach:
Children scheduled to receive a course of Penicillin therapy will be
skin tested piior to receiving the course of thierapy to both Penicillin
and several pollen allergens. They will return for follow-up skin
testing severai weeks after completing the course of therapy. Data
will be analyzed in terms of the frequency w~th which patients have
unexpected positi-ve skin test to Penicillin that they develop positive--cont.

(I 7) ;'.-Progress :

Patients are currently being studied under this protocol.
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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 INVESYIGATION
rITZS1MONS ARMY MEDICAL CENITER

Aurora, Colorado 80045

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

-I) Date: 30 SEP 80 (2) Prot No.: 79/I12 (3) Status: Ongoing

(4) Title: Use of Sodium Salt of Allopurinol to Control Hyperuricemia inPatients 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 (10C) Assoc Investigators:
(I1) Key Words:

Hyperuricemia, allopurinol MICHAEL LANGIN, CPT, MSC

(1'2) ccumulative tEDCASE (13) Est Accumulative (14) Periodic continue
Cost:I OMA Cost: Review Re'ults: 380

-5 ) *Study Objective:

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

(16) *Technical Approach:

Clinical study.

(17) *:Progress:

One patient has 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)

kl) Date: 30 SEP 80 (2) Prot No.: 79/1.3 (3) Status: Terminated
(;7) T Tie: Vindesine in the Treatment of Metastatic Adenocarcinomas

(5) Start Date: June 1980 - TbEst Comp Date: January 1081
U) Principal Invest igator k8) Facility: F AMC

N. J. DIBELLA. MD. COL. MC
(9) Dept/Sec: Hem-Onc, DOM (10) Assuc Investigators:

(11) Key Words:
CA colon, chemotherapy MICHAEL LANGIN, CPT, MSC

,J27 ,ccuinulative MEDCASE' (13) Est Accumulative 1(14) Periodic continue
Cost: i OMA Cost: Review Result,,: 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
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DEPAkTMENT OF CLINICAL INVESTiGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

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

(I) Date: 30 SEP 80 (2) Prot No.: 79/114 (3) Status: Ongoin
(4) Title: Vindesine and Cis-platinum in the Treatment of Unresectable

Carcinoma of the Lung
(5) Start Date: Jun 1980 1(6) Est Comp Date: 1981
(7) T.' PhB LfStiftL, MC (8) Facil ity: FiMC

(9) Dept/Sec: Hematology-Oncology (0) Assoc investigators:
(I1) Key Words:

CA lung, chemotherapy

(12) Accumulative MEDCASE (13) Est Accumulative 1(14) Periodic continue
Cost: OMA Cost: Review Resultz-: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 patients 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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DEPARTMENT OF CLINICAL INVEST GATION
FITZSIMONS 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.: 79/115 (3) Status: Terminated
T4) Title: The Effect of Split-Course, Continuous Infusions of

5-Fluorouracil on Metastatic Colo-Rectal Cancer
(5) Start Date: Jun 1980 (6) Est Comp Date: Mar 1980
(7) Principal Investigator (8) Facility: FAMC

N. J. DIBELLA, MD, COL, MC Hematology-Oncology
(9) Dept/Sec: Medicine (10) Assoc Investigators:
"I) Key Words: 1

Colon CA, 5-FII, chemotherapy None

TF-2YAccumulative MEDCASEI (13) Est Accumulative (14) Periodic continue
Cost: i OMA Cost: Review Results: 6/80

(15)i Study Objective:

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

(16) *'Technical Approach:

Clinical study.

(17) -.':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 CENTER

Aurora, Colorado 80045

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

(1) Date: 30 SEP 80 (2) Prot No.: 79/116 (3) Status: Terminated
(4) Title: Adiamycin, Cyclophosphamide, and Cis-Platinum in the Treatment of
Diffuse Pleural and Peritonal Mesothelioma. Phase II: Combination Chemotherapy
(5) Start Date: June 1980 (6) Est Comp Date:March 1980 Program.
(7) Principal Investigator (8) Facility: FAMC

N. J. DIBELLA, MD, COL, MC

(9) Dept/Sec: HEM-ONC, Medicine (I0) Assoc Investigators:
(1 1 Key Words:

Mesothelioma, chemotherapy MICHAEL LANGIN, CPT, MSC

(12) Accumulative MEDCASE(3) Est Accumulatie (14) 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.

(7) ;,-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 INVESTiGAT)ION
FITZSIIMONS ARMY MEDICAL CEITER

Aurora, Colorado 8004'

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

D Da tc: 0S-E-P- 80 (2) Prot No.; 79/117 ( Statut: Terminated
T7_ Title0: 5-Fluorouracil, Cytoxan, and Aldactone in Advanced (Stage D)

Carcinoma of the Prostate
5 Parnt Date: i o(6) Est C ,lI'L D te: 1980

7] Principal Investigator (8) Fac i i ty: FAMIA
NICHOLAS J. DiBELLA, M.D., COL, MC

9) Dcpt/Soc:Hematology/Oncololy Service T 0') As,oc IrvC t igators:
-l) Key Words:ePt or Medicine None

Chemotherapy, Ca. prostate

(12 , ,ccumulative ,EDCASEI (13) Est Accumulative 1 Puriodic continue

L ost: t OMA Cost: , ev ew R -.u ts :6/80
"7T T *S tudy Ubojec t ve :

To determine the efficacy of this drug combination in patients with

cancer of the prostate.

[
(16) ;'=Tvchnical ApprLach:

Clinical study

One patient received this combination but experienced progression of

disease after two courses.

Publications and Presentations: None
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DcPAI TErT OF CLINICAL IrjV[Sr ;,,TIO!

FITZSIHONS ARMY MEDICL C:.1,'T1.

Aurora, Colorado &'QOt.

AJ:UAL PROGRESS REPOPT

i:.- i" u - , *'~ C.) (DuLa I Sumary IL'eCt)

1 0 ).T3 (2) Prot No.: 79/1 1'kkf u' : iflgiirg

......Treatmt__f__izPra Erythma 11I tr1fnr= e, tth C . 19.......3_
,_ e 15 Sp D 6"

1)1 !:v -L ig t r 0~ r

Jt_ M_5_ L ,__.FZPATRICK M_1.. MAJ, MC MC
. _' e :_.Micine/Derimatolon y - - -A , - . .

. ,: DENNIS L. MAY, M.D., I.TC, MC

Erythema Multiforme, Stevens-Johnson, JOHN L. AELING, M.D., COL, MC
Steroids

E Est Accu'u ,t continue

. :. OMA Cos t : 8/8c

To determine if Systemic Steroids are useful in the treatment of severe

erythema muitiforme.

Patients with severe erythema muiltiforme will be admitted as an inpatient

and randomized to placebo or Prednisone treated groups and treated for three

weeks. 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 been entered and

c(-Mpleted the protocol. The protocol has been given to the Dermatolog\

Services at Walter Reed Army Medical Center, Letterman Army Medical Center,

and Bre.oke Army Medical Center but has not yet been locally approved.

Publications and Presentations: None



DEPATMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENJTER

Aurora, Colorado 80045

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

(I) Date: 30 SEP 80 (2) Prot No.: 79/119 (3) Status:onp, a
TV Ti t I e : Captorpril Fr pe4raCtory rens ion

?5) Start Date: 1979 (6) E.t Comy Dute: 1982
(7- Principal Irvest igator (8) Faci ity: FAIC

Lawrence G. &nith, M.D.. (::C.T _

T-9 Dept/Sec: Medicine!Nehlegy, 710) Assoc Investigators:
-711 Key Words: NIone

Captopril
Hypertension

(12) Accumulative MEDCASE1 (13) Est Accumulative l(14) Periodic continue
Cost: _ OMA Cost: Review Results: 10/79

71 5 Study Object ve:
To test t he use of Captopril in patients with severe hypertension,
refractory to standard medication therapy.

j16) 'Technical Approach:
The patient qualifying for study has hypertension medications tanered,
is placed on increasing doses of Captopril to a maximum dose of 400
r./day. In a set sequence, beta bloci'ade, diaretics, and vasodilators
are added to the regimen until no rre tension is achieved. The natient
is monitored for all rotential side effects.

i7) %Proqress:
The patient h&s received Captopril since the initiation of the pro-
tocol and his blood pressure has not returned to the norfotensive
range, but it lV.3 been under better control than under ary prior
medication regimen,

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZS!MONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(1) Date: 3(1 SEP 80 (2) Prot No.: 80/100 (3) Status:on-going
(4) Title: Furth r Sudieson 1ble Reflex Mechanism of Brnchoconstrictien
ndo~swtb bsopagilhs. Tn ttects Ater 'erapeu ic Healing o th c

nsopnaea Lesions _ _
5 Start Date: 8 Dec 80 (6) Est Comp Date: 1 Apr 81
{7) Principal Investigator (8) Facility: FAMC

Harry S. SpauldinQ. MD. COL. MD
(9) Dept/Sec:Medicine/Al1-Imm I0) Assoc Investigators:
(T1) Key Words: Nigel Smith, SP6, Technician

reflex mechanism in bronchoconstric- Richard U. Danziger, MD, CDR, USN\
tion Joseph S. Rice, MD, Mt-., MC

(12) Accumulative 14EDCASE 13 Est Accumulative 104) Periodic continue
Cost: OMA Cost: Review Results2/80

(15) Study Objective:
To determine if the previously demonstrated reflex-mediated broncho-
constriction secondary to stimulation of hte lower inflamed esophagus
can be ablated by treatment and resolution of the chemical esophagitis.

(16) *Technical Approech:
A recent protocol demonstrated bronchoconstriction in a group of dogs
who had a chemical esophagitis. This study is dsigned to firm up
this earlier 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 bein 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

ANNUAL PROGRESS REPORT

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

(1) Date: 30 SEP80 (2) Prot No.: 80/10i (3) Status:Terminated

(q) Title: The Evaluation of Stool Hemoccult Positivity in Patients on

Coumadin-type Anticoagulants.

(5) Start Date: 9 Nov 79 (6) Est Comp Date: 1980

(7) Principal Investigator (8) Facility: FAMC

F.M. Moses, CPT_, MC
(9) Dept/Sec: Dept of Med/Gastro (10) Assoc Investigators:
(i) Key Words: none

carcinoma, guaiac testing,
lesions

(12) Accumulative 3) CASEl3Est Acumu ative 1  Periodic continued
Cs:OACost: Review Results: 4/80

(15) *Study Object;ve: 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

undergo serial stcol guaiac monitoring. All patients identified as

occult blood positive will undergo proctoscopy and upper and lower

GI series. Appropriate medical care will Le obtained for all iden-

tified lesions. Those patients with negative evaluation 
and hem-

occult positivity will be referred to the Gdstroenterology Clinic,

FAMC. Results will be forwarded to investigators. According to

(17) *Progress: This protocol has been terminated due to the transfer of

the Principal Investigator.
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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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DEPARTMEiNT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CEI!TER

Aurora, Colorado 80045

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

(I) Date: 30 SEP 8(2) Prot No.: 80/102 (3) Status: Ongoing
(14)Title: Study of Coagulation Parameters Prior ro and Following

Intravenous Injection of Radiographic Contrast Media.
(5) Start Date: 20 March 1979 1(6) Est Comp Date: I December 1980
7) Principal Inve,,tigator (8) Facility: FAMC -

STEPHEN G. OSWALD, CPT, MC

i9) Dept/Sec:Dept of Hematology/Oncology (10 Assoc Invest iqators:
. ,,'Key Words: JOHN C. MICHALAK, LTC, MCSDPVOR A. LUKETIC; CPT, MC

Radiographic contrast media, PTRCA TIC; CPT, MC
PATRICIA STR AHAAN, JMA

Hypercoagulation JUDY BARBER (A.S.C.P.n )

'PTIRTC TA pjiTiT (A.S.C.P.)
(12) Accumulative MEDCASE (13) Est Accumulative 1(14) Periodic continue

Cost: O MA Cost: f .eview Rcr;uits: 4/80
(15) ;':Study Objective:

To determine if coagulation parameters which have been associated
with hypercoagLlable states are altered by injection of contrast media.

(16) *Technical Approach:
Prior to the administration of radiographic contrast 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.

(1 7) -":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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DEPFARTMENT OF C LIN ICAL I NVE ST IGAT iON
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

AN\NUAL PROGRESS REPORT
(HSCR 40-23, App. C-) (Detail Summ~ary Sheet)

( 1) Da te : 30 SEP 80~ (2) Prot No.: 80/103 3 Status: Ongoing
4) Title: Etoposide (VP-l6-.213) Single Agent Chemotherapy in Small Cell

Lun.Cancer, Patients Refractory to First Line Chemotherapy
(5) Start Date: Jun 1930_ 6 Est Comp Djite: 1982
77 Principai Investigator ()Fac iIi t y: F/dIG

N. J. DIBELLA, MD, COL, MC
9) DPt/S c : DepaWtent of Medicie (0 s~cIvsiytr~

TiTY17-ey Words:
Chemotherapy pratocol Michael Langin
Small cell lung cancer

(12) Accurnulative M4EDU7SP' (13Est Acurnulativ (14) Pc riodic continue

-- Cost: - I OMA Cost: (,:vicw Result-,: 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) ;':cchnical Approach:

Clinical study.

17) *Progress: *
Three patients have been entered on the study. Two patients have
experienced a partial resp',nse and one patient has had stable disease
for five months. No serious toxicities have been observed.

Publ icatijons and Presenations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZS1MONS ARMY MEDICAL CENTER

Aurora, Colorado 80o4o

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

-) Date: 30 SEP 80 (2) Prot No.: 80/104 (3) Status: Ongoing

7C ycT~botpiotitVd Y US ncsieo a ugCncer.
c) Start Dte: June 1980 (6) Est Coot) Date: 1983

Princ ;)al Invest igator 78) FacI ty: FA MC
N. J. DIBELLA. MD, COL, MC

-,xOt/S c HfM-UNr, MedlcIne (0) Assuc Invest igators:

, W) Key 4ords:

Small cell CA, chemotherapy

2 OCcurnuative MEDCASE| (13) Est Accumulative 1(14) Periodic continue
Cost : I OMA Cost: Review Results: 6/80

t) Stdy Objective: 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 toxic-ties of the above 3
regimens.
I t ' Tcchnical Approach:

Clinical study.

7 ;'Progress:

No patients entered to date.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CE1TER

Aurora, Colorado 80045

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

(I) Date: 30 SEP 80 (2) Prot No.: 80/105 (3) Status: Ongoing
(4) Title: Dibromodulcitol in Stage IV Metastatic

Malignant Melanoma.

(5) Start Date: June 1980 (6) Est Comp Date: 1982
(7) P MC (8) Facility: FAMCX~sW MC

9) Dept/Sec: Hem-Onc, DOM (I0) A'soc Investigators:
(11) Key Words:

Melanoma, chemotherapy MICHAEL LANGIN. CPT MSC

(12) ccumulative MEDCASE (13) Est Accumulative (14) Periodic continue
Cost:__:I OMA Cost: Review Results:6/80

(15) *'Study Object ve:3

To determine the efficacy, duration of response and toxicity of
DBD in melanoma.

(16) *Technical Appr')ach:
Clinical study.

(17) -'.Progress:
No patients have been entered.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENITER

Aurora, Colorado 8004$

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

(I) Date: 30 SEP 80 (2) Prot No.: 80/107 (3) Status:on-going
41l/ Title: Cross Allergenicity among Grasses Determined by Tissue Threashold
Changes

(5) Start Date: 1980 1(f6) Est Comp Date: 1981
k7) Principal Investigator I(8) Facility: FAMC

H.S. Nelson, MD, COL, MC
(9) Dept/Sec: Medicine/Allergy-Inmmunol. (10) Assoc Invest igators:

-(I i) Key Words:
Immunotherapy cross allergenicity B.G. Martin, MAJ, USA, FAMC

R. Renard, CPT, MC

(12) Accumulative MEDCASEf (3) Est Accumulative (14) Periodic continue
Cost: _ OMA Cost:[ Review Results:6/80

(1) *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 sensitive or only Timothy and Bermuda. It will be
determined whethe.- therapy with only Timothy and Bermuda suppresses cutane-
ous. senitviq tothe enjire Erounlof rasses as well as does immunotherapywlt al ot th in ividuat grasalrn.

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.) (Detail Summary Sheet)

() Date: 30 SEP 80 (2) Prot No.: 80/'U8 (3) Status: O
(4) Title: Topical Cocaine for the Relief of Storatitis in Patients wi

Malignancies: A Double-Blind Study.
(5) Start Date: Octo5er 1980 (6) Est Cump Date: 1981

-7) Principal Investigator 8 Facility: FAMC
N. J. DIBELLA, MD, COL, MC

(9) Dept/Sec: HEM-ONC, Medicine (10) Assoc Investigators:
(I) Key Words:

Chemotherapy, Cocaine RICHARD A. ARTIM, MD, CPT, MC

(12) tkccumuative EDC SE 13) Est Accumulative (14) Periodic continie
Cost: OMA Cost: Review ResL It;: 9/80

(15) *Study Objective:

A. To determine whether topical cocaine is better than Viscous Xylo-

caine in the treatment of stomatitis.

B. To determine which concentration of cocaine affords optimal relief

and the fewest side effects in the treatment of stomatitis.

(16) :'Jechnical Approacn:

Clinical study - Three different concentrations of cocaine combined

with Viscous Xylocaine will be tested 3gainst Viscous Xylocaine alone

in the relief of pain due to stomatitis.

( ;7) '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)

(I) Date: 30 SEP 8C (2) Prot No.: 71/202 (3) Status: Ongoing
(4) Title:

Evaluation of Peripheral Nerve Iniuries at 1AMC
(5) Start Date: (6) Est Comp Date:

(7) Principal Investigator (8) Facility: FAMC

William W. Eversmbnn. Jr., ODL, MC _

(9) Dept/Sec: (10) Assoc Investigators:
(-II) Key Words:

neurorrhapy, peripheral nerve Bertram Goldberg, COL, MC

-12)Accumulative MEDCASE 13) Est Accumulative (14)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

eva luation.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 40- 2 3 , App. C.) (Detail Summary Sheet)

(I) Date: 30 SEP 80'' (2) Prot No.:7 3 /219 (3) Status: Grioing
(4*) Title:

Treatment of Urinary Tract Trauma in the LaboraEtory Animal
(5 S tart Date: May 1:73 (6) Est Comp Date: Indefinite
(7) Principal Investigator (8) Facility: FAMC
Major John A. Vaccaro. M'.D., MC

9 Dept/Sec: Surgery-Urology Service T10 Assoc Investigators:
00l) Key Words: Major Mary L. Osiborrne, M.D., M('

Captain John H. Mani, M.D., MC
Trauma-Renal transplantation Coloncl Edward G. Huck, M.D., PIC

Colonel Howard E. Fauver, M.D., MC

(12) L.oumulative MEOCASEI (13) Est Accumulative (14) Periodic continue
Cost: OMA Cost: Review Results: 6/80

(15) a';Study Objective:
investigation of and comparison of various modes of' treatment of urlogical

trauma with empha;i,, or newer surgical techniques to include renal vascular
repair, Bench sur'gery and autotransplantation.

(16) *Technical Approach:
Various techniqu(os. of vascular reanastomosis and autotransplantation will be
p.er'Iirmnd. This will be followed by IVPs 2-4 weeks posto)perativcly t,(,

asc !' tab riuc(ce;s of failure.
Maipower (in prcfes;ional man years): 24 hours
Funding (in thousands;) FY 79: 1.3

FY 80: 2.5

(17) :'Progress:
C(nt inuirig exprimentation with various techriiques of autotranspi a L Ii

jlt. inuf,. Itt is ant i(:ipated that this particulor pro toc ,I wit ciinj oy in( ra: ii

is; irk th coming yc- lr" as various compound.; such a; l nos ine are u:;ed expri-

mentaily to pr')long warm i ;chemia time. In add it i, n i ) t .he i riva ih I t,
expler-i ernc lained wi Lb vascular anastomoses;, this protocol Irupi'e:;cn t,: , a,,tf 1, 1 i S
s;our:e ot e.xperiment.al data ()f great tise in the milit-ary 54tt inrig whee rentlo

tr' um., i i., he ant i i pt ed.
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PUBLICATIONS for FY 80 ANNUAL PROGRESS REPORT FAMC WU No 73/219
(Prot No)

(I) Levisay, G.L.: Renal Autotranspiantation in the Dog. Proc. of
the Kimbrough Urological Seminar, January 1974

(2) Jackson, J.E.: Renal Autotransplantation with Partial Nephrectomy
in the Dog. Proc. of the South Central Section, AUA, Denver, CO,
15-19 September 1974. (Publ Ished)

(3) Page, M.E.: Renal Autotransplantation wiith Venal Caval Occlusion,
Proc. of the Kimbrough Urological Seminar, Seattle, Washington,
5 October 1975.



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 Urological Seminar, Washington, O.C., January 1974.

(2) Levisay, G.L.: Renal Autotranspiantation 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.: Renal Autotransplantation with Partial Nephrectomy.

in the Dog. Presented: Kimbrough Urological Seminar, San Antonio,

Texas, 14-19 November 1974.

(5) Page, M.E.: Renal Autotransplantation with Venal Caval Occlusion,

Washington, Octobar 1975.

(6) Page, M.E., ard Weigel, J.W.: Exhibit-Renal Transplantation with

Proximal Vena Caval. Presented: South Central Section Meeting

in Urology, September 1975.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(14SCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP 80 (2) Prot No.: 76/203 (3) Status: Ongoing
(4) Title: Screening Program for Military Children at High Risk for

Hearim Toss
(5) Start Date: 17 Oct 76 (6) Est Comp Date: Undefined
(7) Principal Investigator (8) Facility: FAMC

Susan T. Slibeck,M.S.,DAC

(9) Dcpt/S c:Surgery/Otolaryntoloy/Ajdio ,(10) Assoc Investigators:
(i1) Key Words: away None

Parent Interview
Chart Review

(12) Accumulative MECASE (3 Est Accumulative I(T4Periodic continue
Cost: OMA Cost: Review Results: 1/80

(15) *Study Objective:To screen infants and children for information in-
dicating high risk for hearing loss so that early identification and
treatment can be 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 age), and one-year old Well Baby Clinic patients through
parent intervewu 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
be tested or until hearing status is definitely established.

(17) .'Progress:The value of other High Risk Registers is well-documented in
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 o more economical result: 1 out of
19 AT RISK children were hearinx i. .red. Once again, it is reported
that the effectiveness of tbh , is reduced by a shortage of Red
Crois-oluatebr Alternatf nte b- nering techniques may be tried
in the future.

1,53



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 76/203

Publications: none

Presentations:

(1) Slibeck, Susan T.: High Risk Factors for Hearing Loss. Presented:
Pediatric Department, Fort Carson, CO, December 1976.

14

154



DEFARTMENT OF CLINICAL INVESTGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REDORT

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

(I) Date: 30 SEP 80 (2) Prot No.: 77/204 (3) Status: Ongoing
(4) Title: The Anatomical and Physiological Development of the Flexor

Tendon Sheaths in the Human Fetus.
(5) Start Date: September 1979 (6) Est Comip Date: indef.
k Principal Investigator (8) Facility: FAMC
William W. Eversmann, Jr., COL, MC
(9) Dept/Sec: Orthopedic Ser, Dept of Sur ,(10) Assoc Investigators:
II) Key Words: none

Flexor Anatomical Development Flexor Tendo

(12) AccuruIative (EDCASE 13) Est Accumulative (14) Periodic continue
Cost: - OMA Cost: - Review Results: 12/79

(15) "Study Objective: The objective of this study is to detail the ana-

tomical developme:,t 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 correlative 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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DEPARTMENT OF CLINICAL INVEST;GATION
F ITZS IkONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(0) Date: 30 SEP 80 (2) Prot No.: 78/200 (3) Status: Ongoing
(4) Title:

Aj An~mtj!is U1f the Dog Vas Deferens Using Microsurigcai Techniquie
(5) Start Date: Anril 1978 (6) Est Comp Date: ind-fjniite
(7)T Principal investigator (8) Facility: FAMC
Col Howard E. Fauver, M.D. , MC
(9) Dept/Sec: Dept of Surgery, Urology Sv CTF-7-Assoc- hive3t igators:
(11) Key Words: C<; Edward G . Buck, M. 1. , MC
M iroigy-avrotm Mai John A. Vaccaro, M.D. 14MC

Mai Mar.- L. Dosborrne, M. D. ,MC

_ _ _ _ _ _ _ _ _0 3)__ _ M a l i D a r ii e l W . l l n r r i , M ., D . , M C'
(12) Ac-cumulative MEOCASE 1 Est Accumulat ivej b Periodic continue

Cost : OMA Cost: 7 7Review Results: 4/80
(1-5) . :S LudyC bj oc ti ve

To mm; t(r, t he mlcirk iirgi cal anus tosi s of the v, ts duferei, a;

(16) I'-Tcchnical Approach:
' ;tanjard hii it trW vitsec tany performed on mongre l male dog;. Thrue week;

r ar uari a ;instamos i- 11!ac mo 10-0 nlyi 'a i cormp1 eled .
thrttw (tO I at tor t.I e do'g is 5 acrificed and bi Bite ml V:1:;Ugl'ifflh mpI e

t(17) -,-Progress:
Th irty Vr;Va;ton Wert, performed using a varicoy .1' A;u turi and inicr-
;;urjyical t thrliqlw:n. linvest~igatours have mattI~red the A'tnti;~ [[rnk-

ar.atvik;tava;.aoto'(rly tirld Colonlel Huck, (ttluvr'ad Ma ;ju' Vcc
h;iit' Ict taped t;,iittj '. Lent s;ki I11 to perform t lie ja';eduri, io: tara hu iiht

Canrit' [riu''d (txper 'il Iat ion wi th- Various :;uture.; ;iiI mc tr;i1 ~tr eiI cho i qp:ct
h! Iwig 1' hrmed. Since it ito felt t,hatt it rnnirmiim f thir ty It, '.Ini- m 1-

to tuec iit i "; clOO;('.it i ;t I bit re th'~is procedure, an ;w ' b t- o'Fri ii tla. '[ l

15C3



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/200
(Blocks I through 17)

(17) Progress, Continued:

this current protocol represents an indispensiole tool for training new
staff and residents. Due to the expertise gained in this area, referrals
are now being obtained not only throughout CONUS but also Europe.

Publications and Presentations: None

1I.
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DEPARTMENr OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CEN4TER

Aurora, Colorado 80045

ANNUwAL PROGRESS REPORT
(Dutd i I SUrimary Shiet)

(__ 3 2) Prot No.: 79/201 (3) Status: ni3 2 g

c 121.i a I Study for Intraocular Lenses

Il:Se,,t ~mber 1976 E6 Es t Cone DUjte: Unknown
II y t q tr T 7 Fac iI : 1

:17 r ,(t t in 'i Jr. M.,D.
r ii ~re rv A%1o Ivebt gqator ,

CI t:1r~ic tR ,a rd1 A. Manson A M1 .1).,A COL , MC
itirt aneP. S)tealilv, 1 ), LTC M

it 1 ioctilar Lens Kevin smir
Craig e trer s o

IThomas Hl . Mader, M1.D. , Major, M'C

I "AS~ 137 Est Accumu1,tKi.(l4 1 eid Cotiu
CsOMA Cost: Review~ Resuf-tx: 4/'80

I). Fc dett:,. ii- ;,- t o:e rat ive vi-sual acu itv of patients receiving an
lottuo~t lr ~ ~ cmna~-thse result withi those -1~ control grcliip

pat ien ts vh- un h ,o catarac:t surgerv hat do not receive an intraocular le ns.
.2). Ty describe tlie occirrence and time course of ostoperat ivc ocu lar
*n'71l icat ions andl adverse reactions both for intraocular lens iMp1lnt subje tS
and for control sub oct s. ( cont)

After didactic courses, observations, laboratory practice and assistaiice withi an
Lxperiencedl implant 'urgeon, a surgeon who can perform a11 accomplished' cataract
extraction, is then allowed to perform intraocular lens ,urgery under proper
tutorage. Posto)perat ive examinations include: pachvyometry, kerat-omotry. and

specular microscopy. Contraindications to surge:y include: patients withi good
visual potential ini only onte eye, proliferative diabetic retinopathy (cont)

i 'v) ;'.-Progress :

Dtie to theo initial 25 imflants between September 1976 and February 1978 He

implantation of intraocular lenses at FAMC was expanded. We now hav7e
implanted over 200 intraojcular lenses.
\, a result o)f thie past four years experience, we have evolved better guide-

i i 'or piatient 3elIecti!on, bet ter surgical techniques and improved quildance
t ): rajt : vo 'ar e. Our study includes tabulations of operative (coot)



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 78/201

(Blocks I through 17)

(10) William G. Carey, M.J., Cpt, MC

(15)
3). To compare the occurence of adverse reactions and ocular complications

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 complications.
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 retinal detachments
or uveitis.

(17)
complicatiorT, 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 additionally compiled by computer in Washington, D.C. h% the
FDA, our results are a small part of this overall study. Final data from
this massive study is to be completed in the tuture.

159



FAMC WUJ No (Prot No)' 78/201

PUBLICAFIONS for FY 80 Annual Progress Report (2nd Part of DetailI Summary
Sheet.)

SERVICE Ophthalmology DEPARTMENT Dept of Surgery

(1). Cottingham, Jr., A.J: The initial Fifty Intraocular Lens Implantations
in an Ophthalmology Resicdency Training Program. Submitted for publication
to the American Journal of Ophthalmology.

G 0



FA M W p4 (p t4) 78/201

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

Sheet)

SERVICE Ophthalmology DEPART1ENT Dept of Surgery

(1) Cottingham, Jr., A.J.: Keratoplasty. Presented: Optometry

Meeting, FAMC, October 1978.

(2) Cottingham, Jr., A.J.: Endopthalmitis - Cause and Treatment.

Presented: University of Colorado Healtn Sciences Center,

January 1979.

(3) Cottingham, Jr.A.J.: Corneal Keratomycoses. Presented: Universit

of Colorado Health Sciences Center, January 1979.

(4) Cottingham, ,Jr., A.J.: Bacterial Corneal Ulcers. Presented:

Universitv of Colorado Health Sciences Center, January 1979.

(5) Cottingham, Jr., A.J.: The Use of Vitrectotny Instrumentation in
Anterior Segment Reconstruction. Presented: Scheie Institute

Trauma Symposia Philadelphia, Pennsylvania, Septemher 1979.

(6) Cottlngham, Jr., A.,J.: An Analysis of the Initial Twenty-Five
rntraocular l,en Implantations in an Ophthalmology Residency
!rain!ng Program. Presented: 7th Biennial, Walter Reed

Ophthalmologv Post (raduate Course and Alumni MeetIng, April 1q7,

(ottingham, It., A.J.: An Analysis of the Initial Twenty-Five

Inrtraocular leis Implantations in an Ophtha'mology Training Prograr.
Presented: Bascom 'almer Eye Institute Annual Resident Alumni

Mteet fng, unt 1978.

(9). (:ottlngham, Jr., A.,J.: Residual Astigmatism - Postoperative
Keratoplastv. Presented: American Academy of Ophthalmology

(hicago, I!Linols, 7 Nov 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)

(I ) Date: 30 SEP 80 (2) Prot No.: 78/202 (3) Status: ngoing
TiL7e : Evaluation of the Nitroblue Tetrazolium Test (NBT) in Pyogenic

Arthritis Usia S ovia Fluid.(5) Start Date: September 1979 Pb__-Es_--__-_ _
a t

__
: indpfinite

(1) Principal Invest igator (8) Fac ili ty: FAMC
Robert M. Campbell. Jr.. CPT MC

(9) Dept/Suc: Orthopedic Service, FAMC _ () ' c Inve',tigators:
kI1) Key Word,: Thomas g. Fry, III, CPT, MC

NBT Test Pyogenic Arthritis

F1 /, ?cumulativc MICAG E (13) Est Accumulative (1L) Periodic continue
C,,, t : OMA Cost: i\,icw Re ,Ilt':12/79

-T 1 -1t~d/ I )} C-171,i /2

To correlate the NBT test performed on synovial fluid with culture
proven progc:1ic arthritis in the knee joint.

I) I(c hrl ,C'i I , The coordinated effort to e valuate tli use o!
NRT tet{ to predi -r pvogeni c arthri tis of the knc-c iu n,- co rre lati i on 0f

-))s itesl wilh proven 5i c, lture pyogenic arhrilis.

,; Pr, gr.,,,: A smal I series of patients have been completed irc in
this protocal. A greater number is needed to determine th,. usefullnes
of thi s mn thod as an adjunct to the diagnosis ,ind consequent ly ins i tu-
I iona I in p 'ogenic 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)

(I) Date: 30 SEP 80 (2) Prot No.: 76/203 (3) Status: Terminated

(4) Title' The Effects of Heterotopic Lymph Node Transplantation on
Sugically Ilduced Lyniphedema

(5) Start Date: 30 Lvpee79 1 (6) Est Comp Date: 30 Sep 8!

(7) Principal investigator (8) Facility: FAMC

Viktor Gottlieb, Major, MC ... ... ... ______t _________

(9) D.;)t/Scc _ __ _ i7T10 soc lnvv",t i gator; : V
(- I Key Words: 1 John D. Rich, Colonel, MC

I ymphedema
lymph node tissue

I y phdnec tomy
-ym-hancti<,p (13) Est Accumulative (14) Periodic continue

1,x' cunlul1ti~ M[EDCASE~

ro 't :_ OMA Cost: Ro,-view Re,u.t, : 12/79

5) 'udy ),>J t V,, The objective is to study [he t I v t .,t t rtn'plaiit ,d

I v nph id. t A surg i a I ly i rduL ed 1 ymph-dema inl rif s .

r6 ec nrlicn I r rotrh: j ve groups trepit ('d i n v ri u wiv, wil h

'x.irri jd ,I d 1 ,w i fig t ra I,) at ion of I vriph i dt i > .u Aii ,,.i i.i

grrup ,I ix rislrsi r jt nirdvrwvnt ri-,ss. t i,, t ip i lit .r , t [3 .
.tind ingu~lllin ll inph i w ~ - *r>t <. 'it" [l t vrml di'lnw ,li t r.ot ,i l m .(A !vmph, i-,T, i

i t, t , lu, t-r.it ,d It--K will )bi,-rvcd . f I I r" ,,w i lig (h'. . . it , 1

I vni t i.i r 1,,, virr ii,, r ,- ar, It grm)ip)% i IlI h. d 'cl -,wd.

Progr,:,.

Ten patient's were studied. The protocol was terminated due to 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 Surge y DEPARTMENI 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:

(1) Shesol B.F.: Heterotopic Lymph Node Transplantation. Presented:
Ivy Society Resident's Competition, Hershey, Penna., 1978.

(2) Shesol, B.F.: Heterotopic Lymph Node Transplantation. Presented:
Chief Resident's Meeting, Hershey, Penna., 1978.

1I



DEPARTMENT OF CLINICAL INVESTIGATION
'ITZS)4ONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(TI Date: 30 SEP 80 (2) Prot No.79/200 (3) Status: Terminated
(4) Title. Alterations of Hematostatic Mechanisms in Patients Undergol q

Cardiopulmonary Bypass.
(5) Start Date: 1979 (6) Est Comnp Date: j)80
(7) Principal Investigator (8) Facility: FAMC

Douglas D. Pritchard. MAJ. MC (cont'd
(9) Dept/Sec: Surgery ()) A-soc Ilve,,t igators:
-II Key Words: Donald G. Corby, COL, MC

cardiopulmonary bypass Judy A. Barber, MT, DAC
henol ys is
o a.le_ fn__ .n __in___....

C-2 -','ccufiulativ,_ 1IEi)CA L 13 Est Accumulativ, I 47- 1 1,.riodic continue
coIt_: __OMA Cost- - k(. v iew Re',ult : 2/80

", :t jdv j Ct ivc:

I. To evaluate platelet function in patients undergoing cardiopulmonary
by pass procedurus.

2. Tu evaluate the effect of red cell hernolysis on circulating
platelets.

T ,~r hn I A
Twenty adult patients scheduled to undcrqo cardiopulmonary bypass
procedurts "ill be evaluated. All patient- takin(i druqs: aspirin,
persantin, (diplridamole) or other agents knowni to alter platelet
fiunct ion, will be excluded from the study. Platelet funct ,ion will
be evaluat ed pre-operatively, in the operatinq room aite anes thesia
is induced and chest opened, hourly durinq the pump procedure, 10 min

This study has been terminated due to the ETS of the Principal
Investigator. A similar study evaluating p~atelet function in
patients undergo;ng Cardiopulmonary bypass has recently been
published in Blood, November 1980.



CONTINUATION SHEET FOR FY 10 ANNUAL PROGRESS REPORT Proto No: 79/200
(Blocks I through 17)

(7) continued -

John Samuel Clark, COL, MC

(15) continued -

3. To investigate the cause of platelet dysfunction in patients under-
going cardiopulmonary bypass - platelet activation vs. platelet refrac-
toriness secondary to release of red blood cell ADP.

4. To attempt to correlate the degree of hemolysis with alterations of
platelet function and clinical hemorrhage post-operatively.

(16) 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 by electron microscopy, plasma hemoglobin, and RIA
measurements of thromboxane B, and nucleotide content of platelets
and plasma. Platelets Cyclic AMP (cAMP) and adenyl 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 clinical reasons.

Estimates of blood loss will be charted and compared with plasma
hemoglobin leveis. Alterations of platelet f'inction tests vs. time
will be analyzed using analysis of variance with intergroup comparisons.

Ten surgical patients meeting same criteria not uLdergoing cardio-
pulmonary bypass will also be studied.

Publications and cresentations: 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)

7) Date: 30 SEP 80 (2) Prot No.: 79/201 (3) Status: Ongoing
(4) Title:

Platelet Fur.ction in Disease States.
(5) Start Date: 7 Ag 7 '(6) Est Comp Date: Ji.
(7) Principal Invest-igator (8) Facility: FAMC

Victor Ferrari$, M.D.- Ph. D. Ailrnrn_ CQ- RnO4f
(9) Dept/Sec: DOS/Gen Sur& Svc (1O) Assoc Invest igators:
(11) Key Words:

Prostaglandins Thromboxane T. P. O'Barr E. Swanson
Arachidonic Acid Prostacyclin D. Corby
Platelets J.B. Smith

T--20 -Accumulative MEDCASE 13 Est Accumu)ative I(14) Periodic continue
Cost: OMA Cost: Review Results: 8/80

(15) -':Study Objective:
a. To develop and assess methods of measuring in vitro platelet function. I,

b. To investigate the importance of arachindonic acid (AA) metabolism in
platelet function.

c. To use the TXB9 radioimmunoassay to measure platelet survival.
d: To use the above described tests of platelet function to screen patients with

various clinical illnesses for disturbed platelet function. (Contd lacl 1)
(16) tTechnical Approach:

To use tests of platelet function to screen surgical patients for platelet
rotated abnormalities.

(17) ':Prcjgres ,

Aspirin irreversiblv inhibits platelet arachidanic acid metabolism. The
Thrombaxne radioassav can reliably measure the degree (of this inhibition
(see fig. I). Patients requiring emergency operation are being screened
using tests of platelet function (including TXB2 levels 'n serun & bleedlng
time) in order to dttect the presence of ASA-liKe effect on platelets in
these preoperative patients. The auestion beinp asked is, "l)oes the presence
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:
(Blocks I through 17)

Objectives Continued:

e. To investigate in vivo platelet function using an animal model and
the above described platelet function tests.

f. To propose and test new cliaical therapeutic modalities to treat
disease of altered platelet function. These modalities will be based
on the results oDrained from pursuing objectives a,b,c,d, and e.

17. *Progress Continued:

of ASA platelet inhibicion cause increased bleeding problems in patients requiring
emergency operation"? Preliminary results indicate that ASA is commonly taken
prior to emergency operation and there is no majcr increase in bleeding complica-
tions in patients who have taken ASA preoperatively.

, I
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1

FAMC WU No (Frot No) 79/ nl

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

SERVICE General Surgery Service DEPARTMENT of Surgery

(1) 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.

(2) Ferraris, V.A., and Sube, Jenis:
Retrospective Study of the Surgical Management of Reflux Esophagitis Surgery,
Obstetrics and Gynecology, j980 (in Press).
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FAMIC WU N% (. W .) 79/20 1

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

SERVICE Cnprpl irg ry DEPARTMENT tf Sh.rger,

(1) Ferraris, V. A., Subi, 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 INVESTIGATION
FITZSIMONS ARMY MEDICAL CEI41ER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(14SCR 40-23, App. C.) (Detail Summary Sheet)

(1) Date: 30 SEP T (2) Prot No.: 7Zf30Z (3) Status: Ungolng
(q- Title: Comparison of MetabolIc and Functional Changes in Defects of

Platelet Function.
(5' Start Date: [972 (6) Est Corp Date: 19TI
7-) Principal Investigator 7W)Facilty: FAIC

Donald G. Corby, M.D., COL, MC
Qc) Dept/Sec: Clinical Investigation (J0) Assoc Investigators:
-11) Key Words: John W. Harbell, Ph.D., CPT, MSC

cyclic nucleotides, platelet Thomas P. O'Barr, Ph.D., DAC

function, prostaglandlns,
prostac cl ins

TI2 Accumulative MEDCASE (13) Est Accumulative ()4)Periodic continue
Cost: OMA Cost: Review Results: 11/79

(15) " Study Obje'tive:
To correlate biochemical and functional parameters to gain a better
understanding of the pathophyslology of the disorders of platelet
funct ion.

(16) ;.Technical Approach:
Subjects: In most part, this study will deal with the further irivesti-
gation of the platelet "defect" found in the normal newborn infant.
However, since the techniques of studying Lhe biochemical aspects of
platelet function developed In previous studies permit the thorough
evaluation of qualitative platelet disorders in older children a.d
adults, the protocol is also Intended to cover the diagnostic

1 7) *Progress:
During the past fiscal year, three manusc-ripts have been accepted
for publication. The newborn platelet "affect" now most certainly
apoears 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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(16) Technical Approach - continued

evaluation of patients with functional platelet syndromes associated with
the "hemorrhagic state".

Blood Collection: Samples of cord blood will be taken from the umbiiical
vein as follows: Immediately after delivery, the umbilical cord will be
clamped and an 18 gauge disposable needle will be inserted into the umbilical
vein. Blood will be drawn Into a plasti.c syringe and immediately transferred
to a plastic centrifuge tube containlug.either (I) 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 ted hnique
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, ,nixed 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 ofPathology or the Biochemistry Service, Department of Clinical Investigation.

Biochemical Studies:

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:

a) content and release of adenonine nucleotides and serotonin in the
dense granules.

b) assessment of cyclooxygenase activity by measuring Thromboxane2
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 3T3 mouse fibroblasts by platelet lysates.
t measurement of secretable acid hydrolases (B-glucuronidase, B-

galactosidase, and membrane P-nitrophenyl phosphatase) activities.
g) membrane glycoprotein and phospholipid content.
h) release of arachidonate from membrane phospholipids by phospho-

llpase C and diglyceride lipase.
I) mobilization of Ca++.
j) other studies as they become available.
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(16) Technical Approach - continued

Other studies to be condu!cted Include the measurements of ADP receptors
and alpha-adrenergic receptors, adhesion of platelets to deendothelialized
rabbit aortic subendothellum and prostacyclin activity in umbilical veins.

Procedures already available in the Biochemistry 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 unpaired Student's t-test. Clinically oriented studies
will be performed and compared with normal adult volunteers as controls.

(17) Progress - continued

formation of diglyceride and arachidonate from memorane phosphol ipids
will also be assessed. Other studies planned include assessment of alpha
granules content (B-thromboglobulln 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 r

(1) Corby, D.G., Shigeta, F.H., Greene, H.L., and Stifel, F.B.:
Platelet Dysfunction in Glycogen Storage Disease Type I (GSDI):
Reversal with Total Parenteral Alimentation (r A). (Abst.) Clin.
Res. 21:304, 1973.

(2) Corby, D.G.,-Pteston, K.A., ShIgeta, F.H., O'Barr, T.P., and
Zuck, T.F.: Adverse Effect of Gel Filtration on the Adenine
Nucleotides of Human Platelets. (Abst., P. 107), 11I Congress,
International Society 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., O'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-6-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, Tc L: Evaluation
of Cyclo-Oxygenase Pathway in Platelets of tne Newborn, Thrombosis
and Haemostasis (Stuttgart), 38:35, 1977 (Abstract).

(8) Corby, D.G., O'Barr, T; L: Decrease in -Adrenergic Binding
Sites in Newborn Platelets: Cause of Abnormal Response to
Epinephrine? BlooJ, 52:161, 1978.

(9) Corby, D.G.: Aspirin in Pregnancy: Materni;l 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., O'Barr, T.P.: Neonatal Platelet Function: A Membrane-
Related Phenomenon. Haemostasis, In Press.
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(12) Corby, D.G., O'Barr, T.P.: Newborn Platelet Function. Chapter in
Book "Acquired Bleeding Disorders In Childhood". Masson Publ, In Press.

Presentations:
(1) Corby, D.G., Shigeta, F.H., Greene, H.L., and Stifel, F.B.:

Platelet Dysfunction In Glycogen Storage Cisease Type I (GSDI):
Reversal with Total Parenteral Allmentation (TPA). Presented:
Western Society for Pediatric Research, Carmel, California,
February 1973.

(2) Corby, D.G., Preston, K.A., ShIgeta, F.H., O'Barr, T.P., and
Zuck, T.F.: Adverse Effect of Gel Filtration on the Adenine
Nucleotides of Human Platelets. Presented: [Ii Congress,
International Society on Thrombosis and Hemostasis, Vienna,
Austria, June 1973.

(3) Corby, D.G.: Mechanism of Platelet Dysfunction in Newborn
Infants, Society for Pediatric Research, APS-SPR, Washington,

D.C., May 1974.

(4) Corby, D.G., Goad, W.C., Barber, J., and O'Barr, T.P.: Evaluation
of Cyclo-Oxygenase Pathway In Platelets of the Newborn. Presented:
V1th International Congress on Thrombosis and Haemostasis,
?hiladelphia, Pennsylvania, June 1977.

(5) Corby, D.G. and 0'Barr, T.P.: Decreased - Adrenergic Receptors
In Newborn Platelets: Cause of Abnormal Response to Epinephrine?
Presented: Vlith Congress International Society of Thrombosis
and Haemostasis, London, 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 80 (2) Prot No.: 73/305 (3) Status: Terminated
(4) Title: Computer Storage and Analyses of Mycobacteriologic Laboratory

Data from Tuberculosis Patients.
(5) Start Date: 1968 (6) Est Comp Date: Nov 1980
(7) Principal Investigator (8) Facility: FAMC

G.L. Brown, Ph.D., COL. MSC (cont'd) _

(9) Dept/Sec: Cl'nical Investigation (10) Assoc Investigators:
(11) Key Words: Mary V. Rothlauf, M.S., DAC

Computer Storage
Mycobacteria
Tuberculosis __

(12) Accumulative 1EDCASE 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 dat-a 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 b en admitted during this period. Due to the rarity of
positive patients, this protocol has been administratively terminated.
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(elocks I thr 1')

(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) Brown, 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)

(1) Date: 30 SEP 80 (2) Prot No.: 74/300 (3) Status: Terminated
74) Title: Microbiological Research in Tuberculosis.

(5) Start Date: 1974 (6) Est Comp Date: 1980
(7) Principal Investigator (8) Facility: FAMC

G.L. Brown, Ph.D., COL, MSC (cont'd) .

(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators:
II) Key Words: Mary V. Rothlauf, M.S., DAC

Tuberculosis Research Donald D. Paine, B.S., DAC

T-2 ,,ccumulative MEUCASE (13) Est Accumulative (14) Periodic continue
Cost: OMA Cost: Review Results: 4/80

I 5--- tudv 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:
I. Comparison of Middlebrook 7H11 A Agar with modifications thereof.

2. Tests for identification of mycobacterial species.
3. Evaluation of drug susceptibility test media.
4. Characterization of non-mycobacterium tuberculosis species isolated

from experimental media.

5. Characterization of contaminants growing on experimental media.(cont'd)
i7) *Progre ss:

Administratively terminated and rewritten as protocol 80/301.
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(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.

I

I,
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FAMC WU No (Prot No) 741300

PUBLICATIONS for FY 80 Annual Progress Report

SERVICE Microbioloqy DEPARTMENI of ClinicalI nvestigation

(1) Kolb, J.G., Rothlauf, M.V., and Brown, G.L.: 'solation of Mycobacterium
kansasii on Mitchison's Selective 7Hll 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 Undecontamlnated Specimens with Selective 7H10 Medium. (In Press)

Presentations:

(1) Kolb, J.G., Rothlauf, M.V., and Brown, G.L.: Isolation of Mycobacterium
kansasii on Mitchison's Selective 7Hll Medium. Presented: American
Society for Microbiology, New Orleans, LA, May 1977.

(2) B-own, G.L., and iothlauf, 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 Mycobacteria.
Presented: Co!orado State University, Ft. Collins, CO, May 1980.
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DEP,,RTMENT OF CLINICAL INVESTIGATION

FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPOPT

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

"(1) Date: 30 SEP 80 (2) Prot No.: 76/301 (3) Status: Ongoing '

(4) Title: Pancreatic Islet Transplantation in Diabetic Animals.

_5 Start Date: 1976 (6) Est Comp Date: I182

(7) Principal Investigator (8) Facility: FAMC
Dayid T- 7~lcrk- Ph.D).- CPT(P), MSC

(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators:

"(]1) Key Words- Donald G. Corby, M.D., COL, MC
Diabetic, Pancreatic islets,

Transplantatioi

(12) Accumulative tEDCASEI (13) Est Accumulative (14) Periodic continue

Cost: Review Results: 10/79
"(9 *Study Objerctive:

!nfor,- at*,)n derived from islet transplantation experiments indicates

that diab,,tes meihtus can be effectively treated in animals. For

this treatm7ent approach to become practical in humans it appears

obl igatory to achieve effective animal allograft islet transplants.

This goal has not been realized and thus the current protocol directl,'

attempts to perform allogeneic islet transplantation in diabetic animals.

(16) ATechnical 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 's made by measurement of daily

urine volumes and 24 hr urine glucose excretion in addition to serum

glucose values.

(17) *Progress:

Isograph transplantations are approximately 95; successful. Alloqrafts

have been unsuccessful. Culturing the islets for 7 days vay help to

alleviate this problem by destroying the lymphocytes. An Isograft

transplantatior of frozen islets in a glycerol medium was partially

successful since the animal was partially cured before reverting back

to diabetic.

l;'-.This study was inadvertently shown as completed in the last FY report.



FAMC \VU No (Prot No) 76/301

PUBLICATIONS for FY 80 Arnual Progress Report (2nd' Part of Detail Summary

Sheet.)

SERVICE Biochemistry DEPARTMENT of Clinical Investigation

1l) Charles, A., Noble, S., Ownbey, J., Brown, G.L., and O'Barr, T.P.:

Mechanisms of Islet Allograft Rejection. (Abst.) Journal of the

American Diabetes Association, 1979.

(2) Charles, M.A.: Islet Allograft Transplantation in Diabetic Rats.

Diabetes 26: 1978.

Presentations:

(I) Charles, M.A.: Islet Allograft Transplartation in Diabetic Rats.

Presented: American Diabetes Association National Meeting, 1978.
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZS!MONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

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

(I1) Date: 30 SEP 80 (2) Prot No.: 77/300 (3) Status: Ongoing
(4) Title: Immunologic Disorders in Children and Adults: 1. Correlation

of Immune Functions in the I mmunodeficiency State. II. Correlation(cont'd)
(5) Start Date: I October 1977 (6) Est Comp Date: Open ended

(7) Principal Investigator (8) Facility: FAMC

G. I- Brown,_h.D.. COL. MSC .__
(9) Dept/Sec: Clinical Investiuation (10) Assoc Investigators:
(11) Key Words; Donald G. Corby, M.D., LOL, MC

Immunologic Disorders R. Stephen Whiteaker, Ph.D.,
CPT, MSC

(12) Accumulative MEOCASE 3) Est Accumulative ,4Periodic continue
Cost: OMA Cost: Review Results: 4/80

(15) * Study Objective:

Existing specialized immuno-chemical procedures will be consolidated
into a reoiste-ed protocol for use, on 3 consultative basis, by the
hospital staff.

(16) *Technical Aproach:

A clinical laboratory immunology consultation service has been estab-
lished. Main emphasis is performance and evaluation of specialized
immuno-chemizal tests, 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 also 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
immunologic problems. Subjects with indicated major findings were as
follows: 1) Humoral immunologic disorders-serum protein profile
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CONTINUATION SHEET FOK, FY 80 ANNUAL PROGRESS REPORT Proto No:d77/300
(Blocks 1 through 17)

(4) continued - of ;mmure Functions of Leukemia and other Childhood Malignancies.

(16) continued -

clinical immunodeficiency state, lack of response to medical management
and availability of clinical Investigation service for ;aboratory evaluations
for patient care.

(17) continued -

evaluations: 13 cryoglobulinemias, 89 serum protein gammapathies, 39 immuno-
globulin disorders (heavy and light chain and bTnign spike), 18 hypogamma-
globulinermias, 18 hypergammaglobullnemias, 4 C complement abnormalities;
11) Cellular immunologic disorders-lymphocyte evaluations: 108 lymphocyte
blast transformations (PHA, Con A, Pokeweed Mitoger), 10) T-lymphocyte
enumeratives, of these kC, 10, and 6 patients were recorded suppressed
post PHA, PWM and candida stimulations, respectively. III) Miscellaneous
evaluations: 20 B-cell flourescent tagglngs, 26 NBT evaluations, 13 neutro-
phil chemotactic studies, 7 monocyte chemiluminescence evaluations.

Publications: None

Presentations:

(I) 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 Tecnnologist Educational Seminars, Denver, CO,
July 1979.



DEPARTMEflT OF CLINICAL INVLS , IGATIJ:
FITZ3IHONS ARMY MEDICAL CV1TEVl:

Airora, Colorado 8004L,

ANNUAL PROGRESS RrPOT
(HSCP 40-23, App. C.) (Dttiil Summary ShetL)

-( ,L': 30 SEP 80 (2) Prot No.: S8/3_ i > , iL21,m: mp"ezed
- : Radiometric Methods for the Rapid Detection, identification and

_Su5.-cetibLiLyetingof MycobacteriS ..-

P, in i' I nve ,. : Lo,- F, i I i A-ic

J.J. Damato. MAJ__MS n(t'd __

', ....c, ' -: of Clinical Investigation T'o A ',. . L

I] Kc'~ ', r-d : Mary V. Rothlauf, M.S., DAC
Mycobacteria Kenneth McClatchy, Ph.D., NJH
Radiometric testing

7 V- i,-c. u',,.tivQ ; c." 7-7) Est AccumuljtVive T h ic d ic

- o ,t:: ! OMA Cost: -i ie . u',l(t',:
', :St .", 01", .c t ive

To develop radiometric methodology for rapid detection, identification
and susceptibility testing of mycobacteria isolate from patients'
specimens.

It,) I, ci '1li -I J '
1 

i Al:

C14 substratei are employed 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 thu various mycobacterial species and provide early
susceptibility data.

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.

_1. -'
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(Blocks ) through 17)

(7) continued -

G.L. Brown, Ph.D., COL, MSC

Publications: None

Presentations:

(I) Damato, J.J. Rapid 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 Bacilli 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 Nontubercu!ous Mycobactaria by a Radiometric
Method. Presented: National Jewish Hospital and Research Center,
Denver, CO, June !980.

$
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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) Date: 30 SEP 80 (2) Prot No.: 78/302 (3) Status: Completed
(4) Title: Adsorbtion of Propoxyphene by Activated Charcoal

(5) Start Date: Jan 1978 (6) Est Comp Date: 1 July 1980
(7) Principal Investigator (8) Facility: FAMC

W.Nicholas Glab. SP6, B.S.
(T ) Dept/Sec: Clinical Investigation (10) A,,uc lnvestigator,,:
(I1) 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 1EDASE (13) Est Accumulative 104) Periodic continue
Cost: OMA Cost: 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 (100-150 g) were admir2 teied

propoxyphene hydrochloride (P-HCI, 350 mg/Kg) or propoxyphene naysy-
late (P-N, 825 mg/Kg) dissolved or suspended in 5/, acacia in H20.
After 30 minutes, the rats were administered either AC at 10 timts
the drug dose or water. Surviving rats were sacrificed at 1,2,4,°.
12 and 24 hr; the brain, liver and both kidneys were removed intact,
weigheo, and stored at -70'C. After lyophilization, the tissues were

(!7) *Progress: There were significantly less deaths in rats who received

P-HCI+AC or P-N + AC than rats who received either P-HCI or P-N alone
(9vsl, p O.01 and 5vslO, p 0.05 respectively). Tissue levels of pro-
poxyphene and nopropoxyphene were similarly significantly reduced.
These studies provide further evidence of the efficacy of AC in pro-
po;'yphene overdosage.
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(Blocks I through 17) I

(16) continued-
analyzed for propoxyphene and Its metabolite, norpropoxyphene ,1
by GIC.
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(To all C's, Depts/Svcs)

PUB.ICATIONS occuring d-ring FY 80

SERVICE Surgical Research Laboratories DEPARTMENT of Clinical 1n'p tigation

(1) Glab, WN., Corby, r.G., Decker, W.J., and Coldiron, V.R.:
Prevention of Propoxyphene 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 Propoxypnene 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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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:

(Blocks ! through 17) 78/303

(7) continued -

T.P. O'Barr, Ph.D., DAC
Walter J. Decker, Ph.D., Department of Pharmacology/Toxicology, University

of Texas Medical Branch, Galveston, TX

(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.

(17) continued -

being conducted in order to determine the optimum conditions for binding
of iron and other harmful drugs to humic acid.

Publi -, ions and Pr,,' ions: 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.: 78/304 (3) Status: Ongoing
(4) Title: Treatment of Iron-deficiency Anemia I: Comparison of Hematolog'c

Parameters following Treatment with Carbonyl Iron of Ferrous Sulfate(cont'd)
(5) Start Date: 1978 J(6) Est Comp Date: 1981
(7) Principal Investigator (8) Facility: FAMC

Donald G.Corby, M.D. , COL. MC _
(9) Dept/Sec: Clinical Investigation (l0) Assoc Investigators:
(11) Key Words: Walt-r J. Decker, Ph.D.

Iron-deficiency Anemia Director, Dept. of Pharmacology/
Carbonyl Iron, Ferrous Sulfate Toxicology, Univ. of lexas Med.
hematocrit values Br. alveston, TX.

(12) Accumulative MEDCASE (13) Est Accumulative A4Periodic continue
Cost OMA Cost: Review Results: 12/79

--() 5 Study Objective.
To evaluate carbonyl iron in the treatment of experimentally induced
iron deficiency in the rat.

(6) ;' Techn ica l Approach:
This will be a comparative study of hematocrit values using an anirial
model. In addition, this study will evaluate CBS indices, serum iron,
unsaturated iron-Linding 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

(17) ;,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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(4) continued - in Wistar Rats.

(10) continued -

Penelope Rich Giese, B.S., SSG
Lawrence E. Jones, M.T., DAC
Troy Engle, SFC

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTI(GATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 8004

ANNUAL PROGRESS REPORT

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

(I) Date: 30 SEP 80 (2) Prot No.: 79/300 (3) Stcltus : Ongoing
(4) Title: A Study of the Hormone-Dependent Growth of Human

Mammary tumors In Vitro
(5) Start Date: 1979 (6) Est Curmp Date: on going
(7) Principal Investigator (8) Facil ity: FAMC
John W. Harbell PhD, Cpt, MSC
(9) Dept/Sec: DCI/SRLS (10) Assoc Investigatnrs:
(II) Key Words: Donald Mercill, BS DAC
Breast Tumors esie Kramer, BS, Sp5

,-T Accumulative MEDCASE (13) Est Accumulative (14) Periodic continue

Cost: OMA Cost: Ruview 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 mastectomy sp(cimens.
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 protein
synthesis. Histology and macromolecular synthesis measurke response.
(1 7) *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 underqo maximum
proliferation when stimulated by other mammatrophic hormones.
However, even malignant epithelium which was apparently in-
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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.
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FAMC WU No (Prot No)__ 9/100

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

Sheet.)

SERVICE Surgical Research Lab's DEPARTMENT of Clinical Investiqation

1. Harbell, J.W.: Insulin Action on Normal and Transformed GR/A
Strain Mouse Mammary Tissues. (Abst) Ann Tissue Culture Assoc, 1980.

2. 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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PRESENTATIONS for FY 80 Annual Progress Report (Ord Part cf Detail Summai~ry
Sheet)

SERVICE Surgical Research Lab's DEPARTMENT _of Clinical Investigation

1. Harbell, J.W.: Insulin Action on Normal and Transformed GR/A Mouse
Mamm~ary Tissues. Presented: 31st Annual Meeting, Tissue Culture
Association, St. Louis, MO, June 4, 3q80



DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(1) Date: 30 SEP 50 (2) Prot No.: 79/301 (3) Status: Ongoing
(4) Title: Basic Studies to Hasten Recovery from or Help Prevent

Bone _ In ury...

(5) Start Date: February 1979 '(6) Est Comp Date: October 1982
(7) Principal Investigator (8) Facility: FAMC

David T. Zolock. Ph.D.. CPT(P). MSC
(9) Dept/Sec: C inic a Invti ation (10) Assoc Investigators:

(11) Key Words: Daniel D. Bikle, M.D., Ph.D.
Vitamin D, Caicium, Bone, Intestine, Veterans Administration Med.Ctr.
Calcium Binding Prote~n San Francisco, CA

(12) Accumulative MEDCASEI (13) Est Accumulative j(14) Periodic continue
Cost: OMA Cost: Review Results: 3/80

(15) *Study Objective:

To reduce the incidence of fracture wounds and to reduce the time in-
volved to heal fracture wounds by increasing the absorption and re-
tention of calciumi 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 calcium 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
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(17) continued -

if calcium binding protein, Injected Intraveneously, will affect calcium
uptake in the bone and calcium transport and accumulation in the intestine
in rachitic and vitamin D repleted chicks which have blocked protein
synthesis.

* ZA0



FAMC WU No (Prot No) 79/301

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

SERVICE Biochemistry DEPARTMENT of Clinical Investigation

(1) .olock, David T., Morrissey, Robert L., and Bikle, Daniel D.:
Meaning of Non-parallel 1,25(OH) D Mediated Response Relationships

in Intestine and Bone to Dose ani Tlme in Vitamin D; Biochemical,
Chemical and Clinical Aspects Related to Calcium Metabolism.
Walter DeGruyter, Inc., New York, 1979.

(2) Bikle, D.D., Morrlssey, R.L., Zolock, D.T. and Herman, R.H.: Stimulation

of Chick Gut Alkaline Phosphatase Activity by Actinomycin D and 1,25-
dihyroxyvitamin D : Evidence for Independent Mechanisms. J Lab Clin
Med 94:88-94, 1971.

(3) 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.

(4) Morrissey, R.L., Zolock, D.T., Mellick, P.W., and Bikle, D.D.: Influence
cf Cycloheximide and 1,25-dihydroxyvitamin D on Mitochondrial andVesicle Mineralization in the Intestine. Cell Calcium 1:69-79, 1980.

(5) Bikle, D.D., Askew, E.W., Zolock, D.T,, Morrissey, R.H. and Herman, R.H.:

Calcium Accumulation by Chick Intestinal Mitcchondria: Regulation by
Vitamin D and 1 25-dihydroxyvitamin D3 . Biochem, Biophys Acta 598:
561-574, ?980.

Presentations:

(1) Zolock, David T., Morrissey, Robert L., and Bikle, Daniel D.: Meaning
of Non-parallel 1,25 (OH)2 D Mediated Response Relationships in Intestine
and Bone to Dose and Time. 3Presented: Berlin (West), Germany,
February 1979.



DEPARTMENT OF CLINICAL INVESTIGATION

FITZSIMONS ARMY MEDICAL CENTER
Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

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

(I) Date: 30 SEP 80 (2) Prot No.: 79/304 (3) Status: Ongoing
(4) Title: Quaititation of Steroid Hormone Receptors in Tissue

Sections UsinQ Ouantitative Aut radiogradphv
(5) Start Date: 1979 (6) Est Comp -Date: ongoing
(7) Principal Investigator (8) Facility: FAMC

John W. Harbel! PhD.Cpt. MSC
(9) Dept/Sec: DCI/SRLS 0IO) Assoc Investigators:
(11) Key Words:

Steroid Receptozs none

(12) Accumulative MEDCASE (13) Est Accumulative (14) Periodic continue
Cost:I OMA Cost: Review Results: 12/79

(15) *Study Objective:
To provide a means to 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 3H-
labelled steroids, extensively washed with culture medium and
quick 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 responsive cell.
(17) *Progress:
The basic steroid autoradiography technique using in vitro
steroid exposure is now available and is used:l) to provide
nuclear translocation controls for more rapid but nonquantitative
fluorescent steroid receptor localizing techniques especially
applicable for very small clinical samples and 2)to study
steroid receptcrs in cells of the growing murine and human
mammary end-buds and mesenchyme.

Publications and Presentations: None

(i
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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) Date: 30 SEP 80 (2) Prot No.: 79/305 (3) Status: Terminated
(4) Title: Field Trial of New Techniques for Isolation, Identification 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:
(I-I Key Words: J.J. Damato, MAJ, MSC

Mycobacteria J. Kenneth McClatchy, Ph.D.,NJH
Isolation, Identification
Susceptibility testing

(12) Accumulative MEDCASE (13) Est Accumulative (14) Periodic continue
Cost: I OMA Cost: Review Results:L4/80

(1]5) ',Study Object ive:

I. To set up a field trial of Mitchison's selective medium.
2. To develop and evaluate the use of a transport medium for clinical

specimens for mycobacteriology sent to refference laboratories for
processing.

3. To determine primary antituberculosis drug resistance of TB infected
personnel stationed in Korea.

(16) *Technical Approzch:
The 121st Evacuation Hospital, Korea, will collect TB sputum specimens,
prepare smears, inoculate S7HIO directly and split remaining specimens.
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-
bacteriology, Department of Clinical Investigation, FAMC, for isolation
and susceptibiiity testing. Drug susceptibility of M. tuberculosis

(17) *Progress:
No progress during FY 80. Therefore, this protocol has been admir,-
istratively terminated.

Publications and Presentations: None
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(7) continued-

Mary V. Rothlauf, M.S., DAC

James D. Hakes, DAC
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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) Date: 30 SEP 80 (2) Prot No.: 79/306 (3) Status: Ongoing

(4) Title: Adenohypophyseal-thyroid Interrelationships in Dehydration.

(5) Start Date: June 1979 () Est Comp Date: December' )90
(7) Principal Investigator (8) Facility: FAMC

W. Nicholas Glab, B.S., SP6
(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators:
(II) Key Words: John W. Harbell, Ph.D., CPT, MSC

Adenohypophys i s
Thyroid
Dehydration

(12) Accumulative MEDCASE (13) Est Accumulative I(14) Periodic continue
Cost:I 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 Aoproach:
Sacrifice periods, totaling 8 days, will include members of two groups

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. Cell 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.

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.: 79/308 (3) Status: Terminated
(4) 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) Principal Investigator (8) Facility: FAMC
Donald G. Corby, M.D., COL, MC

(9) Dep'7Sec: Clinical Investigation (10) Assoc Investigators:
(II) Key Words: Judy Barber, M.T., DAC

platelet aggregation Pat Rush, M.T., DAC
epinephrine Ellen Swanson, B.S., DAC

T.P. O'Barr, Ph.D., DAC
(12) Accumulative MEDCASE (13) Est Accumulative 0(14) Periodic 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.

(16) -,'Technical Approacin:
Patients who have previously been evaluated in the Coagulation Section
of the Department of Pathology for minor bleeding disorders as well 3s
some normal adults known to have decreased secondary aggregation re-
sponses to epirephrine will be studied. All pdtients will abstain
from aspirin and other drugs known to affect secondary aggregation
and release (i.e., aspirin) for ten days prior to study. Approximately

( 7) *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
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(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 ri tocetin at standard con-
centrations.

Thromboxan (TxB2 ) 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.

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

207



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No.

(Blocks I through 17) 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.) (Detail Summary Sheet)

(I) Date: 30 SEP 80 (2) Prot No.: UO/300 (3) Status: Ongoing
(4) Title: Evaluation of Laser Nephelometry for Detecting and Quantitating

Circulating Imnune-complexes in Cancer Patients.
(5) Start Date: 1 March 1980 T6) Est Comp Date: 1 March 1982
(7) Principal Investigator (8) Facility: FAMC

George L. Brown, Ph.D., COL, MSC _

(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators:
(I) Key Words: Nicholas J. DiBella, M.D., COL,MC

Laser Nephelometry Wilson C. Bourg, M.D., MAJ,MC
Circulating Immune Complexes
Cancer Patients

(12) ,ccumulative ME9CASE 13 Est Accumulative (14) Periodic continue
Cost: OMA Cost: Review Results: 3/80

(15) *Study Objective:
To evaluate laser nephelometry as a means of efficient and rapid detec-
tion and quantitation of circulating immune complexes in cancer patients.
To correlate Lhe levels of circulating immune complexes with disease
status.

(16) *Technical Approach:
The known ability of polyethylene glycol to precipitate immune complexes
will be combined with the ability of laser 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 quantitate 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 IgG (AHG). This failure to achieve greater sensitivity
was eventually found to be due to a concentration of polyethylene
glycol which precipitated monomeric IgG in addition to AHG. By lowering
the polyethylene alycol concentration and chanqgnq the other incubation



DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 8004

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

(I) Date: 30 SEP 80 (2) Prot No.: 80/301 (3) Status: Ongoing
(4) Title: Microbiological Research in Tuberculosis

(5) Start Date: June 1980 (6) Est Comp Date: 1982
(7) Principal Invest igator (8) Facility: FiiMC

J.J. Damato, MAJ, MS , (cont'd)
(9) Dept/Sec: Clinical Investigation (10) Assoc Investigators:
-(-I) Key Words: Donald D. Paine, B.S., DAC

Tuberculosis Research J. Kenneth McClatchy, Ph.D., NJH
Philip J. Kessens, SP5, USA
James D. Hakes, DAC

(12) Accumulative IMEDCASE (13) Est Accumulative (14) Periodic continue
Cost:I 0MA 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 correlation 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.
4. 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, nitrate 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 OA medium (S7HIO) has been
completed, aid a oaoer has been accepted by the Journal of Clinical(cont'd)
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(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 S7HIO medium for direct susceptibility testing
is continuing, as are studies indicating the frequency with which casual
isolates of mycobacteria are recovered from undecontaminated specimens.

Studies concerning a simplified method for determining growth temperature
range or mycobacteria have been completed and is currently being written.



80/301

1UbL ICA) ION." 1 80 Anlual Progress Report (Ilid i,,f . , Lctaj "Ur,.-,I /

,[RVILL MICtOBIOLOGY OEPARTMI- r DCI

(1) Rothlauf, M.V., Browni, G.L., and Blair, E.B.: Isolation of Mycobacteria
from Undecontamirated Speolimens With Selective 7H10 L:ediuxr. Accepted
for publication in the Journal of Clinical Microbiology. (In Press)

-/i
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FAMC WU Ne (P,, No) 8/301

PRESENTATIONS for FY 'nual Progress Report (3rd Part of Detail Surnwrary
Sheet)

SERV CE MICRO6IOLOGY DEPARTMENT JCI

(1) Damato,J.J.: Biochemical Methods for Differentiating Mycobacteria.
Presented: Colorado State University, Ft. Collins, Colorado, !k.ay I'8C.
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DEPARTMENT OF CLINICAL INVESTIGATION

Surgical Research Laboratories Service

Training Support Summary

During the year, 109 students received training 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. Training was conducted or) 27 days, using 27 dogs,
and consisted of a slide lecture and movie, introduction to the operating
room, including asept*c technique, 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 trained 64 nurses and 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
Surgical Research Labs personnel for Initial anesthetic induction, mainte-
nance and monitoring.

Orthopedic Service, Department of Surgery, utilized 32 rabbits and seven
rats in 39 visits to train one staff surgeon and seven residents in micro-
vascular surgery using the operation microscope. A total of 117 hours
was spent to accomplish this training, requiring 195 hours of support by
Surgical Research Labs personnel in pre-operative anesthetic induction,
surgical preps, anesthesia monitoring, post-operative recovery and angi-
ography.

Neurosurgery Service, Department of Surgery, u3 ed 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, requliing 40 hours of support by Surgical Research Labs
personnel.

Thoracic Surgery Service, Department of Surgery, ued six dogs in the training
and evaluation of cardiopulmonary bypass methods. Two staff surgeons spent
66 hours in training, requiring 72 hours of support by Surgical Research Labs
personnel in pre-operative anesthetic induction, surgical preps, anesthesia
monitoring and punp 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-operative anesthetic Induction, surgical preps, anesthesia monitoring,
circulating and clean-up.

Urology Service, Department of Surgery, used two dogs in training three staff
surgeons, four resiJents 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.
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DLI-SRLS Training Support Summary - continued

In addition, two high school seniors from Aurora Public Schools Technical
Center received on-the-job vocational training as veterinary aides arid one
senior was given training as a clinclal laboratory aide under Memorandum
of Agreement. A total of 358 hours of training was received, requiring
537 hours of supervision and instruction by personnel of the Surgical
Research Labs.

Cost of Training

Suturing Techniques: $90.64/session x 27 sessions = $2,447.28
Pediatric Nurses: 14.35/animal x 20 cats = 287.00
Rabbit Microsurgery: 79.19/session x 40 sessions = 3,167.60
Rat Microsurgery: 61.94/animal x 7 rats = 433.58
Thoracic Surgery: 143.75/case x 6 c3ses 862.50
Staple Gun Exercises: 76.11/animal x 6 dogs = 456.66

($7,654;.62)

i . . .. . . .
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DEPARTMENT OF CLINICAL 'NVE TI;ATION
FITZSIMONS ARMY MEDICAL CUTrR

Aurora, Colorado 800f5

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

(I Date: 30 SEP 80 (2) Prot No.: 76/350 (3) Status: Terminated
TVT Title: Evaluation of ibuprofen (Motrin) in treatment of dysmenorrhea

(5) Start Date: September 1979 (6) Es* Coop[ Date: June 1980
(1) Principal rivc t igator (3) Fac i I ty: F;01C

Gordon S. Park, M.I)., CPT, MC Department of Obstetrics&Gynecology
() Dept/Sec: GYN Section Ii0) Asstc Investigators:
( Key Words" None

'reatment of dysmenorrhea

-2 k) ,ccumulative MEDCASE (13) Est Accumul.)tive- (1/) Periodic continue
)- t : None - OMA Cost: None xcv i ew Re.,, t s: 5/80

1 :: Study Objective:
'o compart, the effectiveness of Ibuprofen (Motrin) in the treatment of
primary dvsmenorrhea.

(16) ;',T2chn i cA I Aproach:

Patients to he randomly treated with either aspirin, placebo, or
Motrin for three consecutive cycles and comparison of subiective
relief.

1 7) .'Proqr( , s

Study terminated aF of June 1980. No presentat ions or plans for
puibi icit ion have been formulated at this time.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

AN1NUAL PROGRESS REPORT

(HSCR 402 3 , App. C.) (Detail Summary Sheet)

(I1) Date : -30 SEP 80 (2) Prot No.: 78/350 3T Statius: Terminated
_4 T itle:

Inhibition of Premature Labor With Terbutaline
S~fart te. s nm ae June 99-terminated

T)Principal tnvestigacor (8)Faci-lity: FAPIC
J.R. Bobitt, 1 D, Col, MC A o netiaos(9 _Deort/Se_:._ OB-GYN - OB service Y s c uvsiaos

Tfl ey -Wo0rds D.I). Riston, MD;CPT,MC

Inhibition of PrematLre Labor with
Terbutaline

(l27 ~~-1 Acuuaie)IOAE Est Accumulative I14 Periodic terminate
Cost : qOMIA Cost:- Review Results: 5/80

(T5) - StLudy Objecti-ve:

To study inhibitory effects of Trerbutaline on premature labor.

(16) *Tcchn icalI Approach:
Patients at less than 33 weeks of gestation, with no contrainldicating
condition such as ruptured BOW, intrauterine sepsis, or abruptio placentis,
will be treated for premature labor with either Terhutaline or a7 placebo.
The presence of labor and absence of fetal distresF will be confirmed by
electronic monitor. Entrance to the study will he approved by a member
of the attending staff prior to obtaining permission from the hospital.
(17) o"Progress:

The project was terminated in June 1979 as ordered by the Office of the

Surgeon General who ordered discontinuance of the T.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 REPORT
(SC , 40-23, App. C.) (Octail Summary Sheet)

I4) Date: 30 SEP 30 (2) Prot No.: 78/351 (3) Status: Completed
-77 Title: An Evaluation of the Effect of Suction Drainage on Infectious

Morbidity in Patients UndergoiR Cesarean Section.
S-tart Date: (6) E, Ci ;) DitL: Terminated

j Principal Irve-t igator (8) Facility: FAM
Bobitt, J.R., M.D., Col, MC
9) Dept/Suc:OB-GYN - OB Service (10) Assoc Invest igatcrs:
1 T K y Wor-ds,-,:

Effect of suction W.D. Smith, M.D., Cpt, MC

drainage on cesarean section patients. J.J. Mancuso, M.D., Cpt, MC

12) Accuulative ,IEDASE (13) Est Accumulative 04) Periodic continue
Cost: OMA Cost: t :<view ResuIt',: 5/80

(15-) "Study Object ie:
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 compare 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 he included in tLhe st ud,.
Patients on antibiotic medications will also be excluded. Any patient who
will have had to fours of labor at the time of cesarean section or has ruptured

U17) *Progress: (Cont'd)
This study was completed after 100 patients had been studied. Thre was
found to be no difference in infectious morbidity among the two groups ot
patients. It has therefore been concluded that the routine use of suctionl
drainage to decrease infectious morbidity in patients undergoing ces;rean
set tion is not indicated.
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(Blocks I through 17)

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
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DEPARTMENT OF CLINICAL INVEST16wTIQN
FIT7SIMONS ARMY MEDICAL CENTER

urora, Colorado 8Co14s

ANNUAL PROGRESS REPORT
WSC. A0-23, APP. C-) (DetailI Summar) Sheet)

71I) 0a te: 30 SEP 80 (2) P ro t No .: 78/352 () Status: Completed

14) Title: Amniotic Fluid Infection in Premature Labor Patients withi intact
Membranes: As Determined by Transabdominal Amnniocentesis

(5) Start Date: (6) Est Cop.)I Date: Completed
( 7) P r i c i pa I I nycs 5ti ga tor (8) Fc ii Ity : FAMC

Bobitt, J.R., M.D., Col, MC __________

(9) Dept/Sec: OB3-CYN - OB Service (10 A ,SU C1 Ive St iga to r:
(II) Key Words: Amniotic Fluid Infection Clifford C. llayslip, CPT, MC

transa66oninai aniocentesis James J. Damato, MAJ, MSC

(12) Ac cumi.ulative MECAE (3 Est Accumulative (14 Periodic complete
Cost: j OMA Cost: Review~ Resultt5: 8/80

(5) -Study Objective:
To determine the pre sence, number and frequency of bacteria in the amniotiC
fluid of patients in premature labor with intact membranes.

(16) 'Technicul Approach:

Patients in premature labor with intact membranes will have an amniocentesis

if they consent to participate in the study. Amniotic fluid will be analyzed

for the following infectious parameters: 1) Quantative cultures, 2) Viral

Cultures, 3) Polvmorphonuc lear count, 4) Lactic dehydrogenase, and 5) Gram
stain.

7' 0 rrc.

Project completed.



S.. . . __78/352

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

SERVICE Obstetrics DEPARTMENT OB-GYN

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
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DErATtET OF CLINICAL INVESTI(;jT1ON
FITZSItMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR 10-23, App. C.) (Detail Sunmary Sheet)

-I) Date: 30SEP 80" (2) Prot No.: 78/353 (3) Status: Onoing
-FIi) Title: Prenatal Evaluation of Quantitative Cervical and Vaginal Cultures
for the Group B Streptococcus and Their Relationship to Maternal 6 Neonatal

,5T Start Date: () Est Cori D;) c:Mar 80-terminated
T/) Principal Investigator M Fac i Iit y: -,tC
J.R. Bobitt, M.D., Col, MC

v7 Dept/Sec: OB-GYN - OB Service 71 TF Assoc Iiwrvfti;ator :
i1 ) Key Words: Prenatal Evaluation
for Group B Streptococcus G.L. Brown, Ph.D., MAj, MSC

J.E DaCAtE IA, S

-1-2) Accumulative NED (13) Est AccumuLati~c lly Pcricdic continue
Cost: OMA Cost:' ev uu Reu t : 12/79

r) Study Oijoctivc:

To determine the incidence and clinical significance of Group B Streptococcus
colonization in the cervix and vagina of prenatal women after 24 weeks
gestation.

(1 ) Tz 'chn ica I Alrproash:
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 investigation Service,
I)epartment of Microbiology. Results are blinded. Mother and newborn
records are reviewed for infectious morbidity.

( 7) ,':Progress:

This study was completed in 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.
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#4 Infectious Morbidity.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL !NVESTIGATION
FITZSIMONS ARMY MEDICAL CE!ITFR

Aurora, Colorado 8004.1

ANNUAL PROGRESS REPORT
qCR, 4J-23, Arp. C.) (Detdil Summary Sheet)

Jate: 30 SEP 80 (2) Prot No.: 79-350 (3) Status:Ongoing
Ttle: A prospective study of endometrial changes with exogenous

hormonal therapy

, Start Date: June 1979 (6) Est Comp Dute: June 1981
Prir ic -al Investigator (8) Fac i I ty: FAiC

Steven R. Shirts, M.D., CPT, MC
, -"-:- t/SI c: OB/CYN ( A) Csoc Irl'.'ust igator:
1T) Ke} Words:

Exogenous hormore use in postmeno- Donald A. Simsen, M.D., COL, MC
pausal females.

ula I c] MEDCASEj (13) Est Accumulative (14) Periodic continue

-, st:[ OMA Cost: R(view Results: 11/79
17 ) " St Ljd Jb - ect ire:

To determine by tissue diagnosis, the incidence of various forms of

endometrial patlologic changes in women who use exogenous hormonal
therapy in relief of perimenopausal and postmenopausal symptoms.

i ":Tc.chnical A;)proach:

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.

17 -P :rogress :

Our results have been tabulated and prepared for publication. The
attached article has been accepted for print in The Journal of
Gynecologic Oncology.
It 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-
olasia in this grouo of patients.



/.To all C's, Depts/Svcs)

PUB-ACATIONS occuring diri'ig FY 80

SERV ICE Obstetrics DEPARTMENT Obstetrics/Gynocology

(1) Simsen, D.A., Shirts, S.R., Howard, F.M., Sims, J., Hill, J.M.,:
Endometrial Findings in Asymptomatic Postmenopaus.al 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 CL IN ICAL 1NV[ SII;AT I ON

FITZSIMIONS ARMY MEDICAL UHITER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(nSCR 40O23, App. C.) (Detail Summary Shcet)

()Da te: 30 SEP 80 (72) YProt No. : 75/401 "3) Stolu : Ongoi~q_
7T)Ti tle: Effect of Prophylactic Antibiotic Therapy on Cravid Group B-

Beta Hemolytic Streptococcus Carriers.
(5 -Start Date: September T j5 Es~Wt Cowl ) Dd:- 1(482
7) Principal Investigator (8) Facil ;t;: l'-01C

Gerald B. Merenstein, Col, MC _____ _____

(9) Dept/Scc: Pediatrics/Newborn 0 I I I''/( i, L j ;qtn r
I) Key Words: John R. Plerce, I.TC. MC
Group B Strep, Prophylactic Penicillir

1 27 Accumula tive MEDCASE (13) Est AccumulIat ;:eo ~F Triu1c continue
Co-t: OMA COs5t: T.I .. Re.u It',: 8/80

(I) Study objective:
To evaluate the use of prophylactic antibiotic therapy, in antepartum
GBHS carriecrs with regard to colonization of the infant.

(16) *~Technical A'pproach:

Gravid Females are evaluated for the p~resecne of Group B11S using selectivye
broth and are then considered candidates for proplivlact ic antihb ot irs
or control. The infants are evaluated for coloni zation with (mIIS.

0 7) ;'Progress:
We are currently reviewing the literature and otherwise evaluating metiods
of more rapidl ' identifying GBHS carriers. The rapid identification will
then permit random evaluation of preterm deliveries.



FAMC VVJ [No (rrot No)_ 7)/40]

PUBL IAIOUNL lui I Y 80 i\flOtl Progre5s5 Report (2rid PFjri ot .)etai 5 'a

'dRV I ('L Newborn DEPARIMI( IT Pediatrics

I. Yost, C. C., CaI cagno, .1. V., Merenstein, G. B., Todd, W. A., Dahow, E. E.,
Brown, G. L., TulI, A. H. and Kile, D. E. Group B Beta Herio!vtic
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, 1. L.
The Tre;tment 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 Hemolytic Streptococcus: Randomized Controlled Treatment Study
at Term. OB-CYN 55, 315-318, 1980.
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FAMC WU Nk. (PW r, ) 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

Microbiology, Atlantic City, N. J. 1976.

2. Luzier, T. L.. The Treatment of Gravid Females at Term Colonized with
Group B Beta Hemolytic Streptococcus: A Randomized Controlled Study.

Presented: Military Section, American Academy of Pediatrics, New York,
New York, NOvember 1977.

3. Luzier, T. L. The Treatment of Gravid Females at Term Colonized with

Group B Streo. Presented: Western Society for Pediatric Research, Carmel.

California 2 February 1978.

4. Pierce, J. Streptococcal Sudden Unexpected Death Syndrome. Presented:

Aspen Conference on Perinatal Research, Aspen, Colorado July 1978.

5. 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, C. B. The Prevention of Group B Streptococcal Colonization

Presented: American Academy of Pediatrics District VIII, Section on

Perinatal Medicine, Park City, Utah, May 1980.

7. Merenstein, G. B. The Spectrum of Group B Streptococcal Disease in the

Newborn. Presented: Aspen Conference on Perinatal Medicine, July 1980.



DEPARTN.ENT OF CLINICAL IIJVEST;LATIIt
FITZSIIONS ARMY MEDICAL CE-NTER

Aurora, Colorado 8004.)

JNNUAL PROGRESS REPORT
(HSCR '40-23, App. C.) (Detal I Summary Shcet)

",) Date: 30 SEP 80 (2) Prot No.: 75/402 (3) Status: Ongoing
(4) Title: Early Digitalization in Premature Infants with Idiopathic Res-

piratory Distress (IRDS) Who Have Echocardiographic Evidence of Left Atrial
EnlargementS) Start Date: January, 1976 (6) Est Cump Date: July, 1981

M/) Principal Investi ator (8) Facility: FAMC
*Gerald L. Way, M.9., MAJ, MC

(9) Dept/Sec: Pediatrics/Newborn (10) Assoc Investigators:
(1I) 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.
TF-12 Accumulative MEDCASE (13) Est Accumulative (14) Periodic continue

Cost: OMA Cost: eview Results: 6/80

(15) *Study Objective: To determine the usefulness of early 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 dose of digoxin and maintained at 10
mcg/kg/day. Group B-infants who will not receive digoxin unlus they
clinically demonstrate overt congestive heart failure. Echocardiogram
will be repeated every other day throughout the respirator course, and

(17) :Progress: There have been no new patients added to this study during

the past year; however, the data is being evaluated to determine if w2
achieved any meaningful results. It is anticipated that more pat[ent ;
may be added to this study this year.

*Deceased

A?.,, (04
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16. Technical Approach (Continued): subsequently only if abnormal findings remain.
Additional echocardiograms will be obtained if the clinical situation deterior-
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~
FITZSIMONS ARMY MEDICAL CEN1,TER

Aurora, Colorado 80045

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

(I Date: 30 SEP 80--T/) Prot No.: 77/4&02 (3) Status: Ongoing
4)Title: Evaluation of Ventricular Function and Pulmonary Vascular

Resistance in Asphyxiated Infants. ______________

757 S-tart Date: December 1977 (6) Esi Cump Date: December 1981
(7) Principal Investigator 7 Fc iI it y: FAMC

Carl Gumbiner, Mai, MC
(9) Dcpt/sec: Pediatrics/Newborn (10) Assoc Inve;t igators:
1,11) Key Words:Parc lswCpM

Newborn, Asphyxia, HeartParcGlsw CpM

,127 Accumulative MEDCAS 13Et Accumulaie (4 Periudic continue
Cost: IMA Cost: Review Results: 2/80

0) "-Study Objective:

To serially measure left ventricular in newborns with asphyxia flea-
natorum

(16) o'T-cchn ica.l Approac h:
All infants with the diagnosis of asphyxia neonatorum are candidates
for this study. Study infants will be serially evaluated with
echocardiograph -

I /) 'Progrcss:

The addition of a pediatric cardiologist to our staff will permit
the resuimption of this study that was reniporarily suspended with the
medical retirement of our previous pediatric cardiologist.

Publications and Presentations: None
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DEPARTIMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
H!OiCR '0-23, App. C.) (Dctdil Summary Sheet)

'7) Da te: 30 SEP 8O (2) Prot No.: 77/403 (3) Status: Ongoing
7'rTitle: Determination of Pulmonary Vascular Resistance in Newborn

Infants at 5280 feet using Ri pht-sided systolic time intervals.
Start Date: September 1977 - (6) Est Cutup Dite: December 1981

/ Pr icipal Investigator 7(78Facility: F AMC
H. Philip Stalker, Cpt, MC

7 D'e.t/Sc: Pediatrics/Newborn- (I0) Assoc lnvc t igato rs:
-7 I) Key Words: Carl Gumbiner, Maj, MC

Newborn, Pulmonary Vascular Resistance
Echocardiogram, Electrocardiogram

12 Accunulative EDCASE (3)Est AccumuI-t ive 4)Periodic continue
Cot: OMA Cost: Review Results: 2/80

56) %';Study Objective:

To determine the normal range of pulmonary vascular resistance and
elcctrocardio5frams at 5280 feet.

(16) '.Techn ica 1 Approach:

Al I normal infants admitted to the normal nursery will have echo--and/or
clectro-cardi ograms in the first 24 hours of life.

I 7) :Prngr-ess

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 thut FY 81 will
be productive.

Publications and Presentations: None



DEPARTMENT OF CLINICAL INVESTIGATION
F!TZSIMONS ARMY MEDICAL CEN4TER

Aurora, Colorado 8004)

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

1) Date: 30 SEP 80 (2) Prot No.: 78/402 (3) Status: Ongoing
ys) Title: The Influence of Body Positioning on Gastric Residuals in Pre-

mature Infants
(5) Start Date: July. 1978 (6) Est Comp Dote: July, 1981
(7) Prir:cipal Invest igator (8) Facility: FAMC

Barbara S. Turner, MAJ, ANC_

7 7T) Dcpt/Soc: Pediatrics/Newborn (I0 ) A, s)c I rvc:st i gators:
,,I]) Key Words: Body position, gastric None.

residuals, premature infants

02) Accumulative U1EDCASE (13) Est Accumulative 1(iG) Periodic continue
C_ _s_: OMA Cost: Relvi,,- Results: 5/80

-5) Study ubiective: To compare the amount of gastric residuals in the
premature infant's stomach three hours after feeding in relation to
the body position of the infant.

16) *' Tcchnicul Approach: Premature infants requiring gavage 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 previously used. Gastric residuals were measured
and recorded with body position. Positions used are right side, left
side and stomach.

(17) ':Progress: Data collection began in July, 1978. To date, 20 subjects
have been studied. Data have been recorded on gastric residuals, body
positions as well as the extraneous variables of gestational age, sex,
race and type of formula. Data analysis will begin on I Jan 1981.

Publications and Presentations: None
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t --- Li -- 7--I~T--T7 Prot No. 78/40 t. Ongoin g
, ritle1 Iu t hlle;ci of Body Positioning on -tri eidual in PrF-

io.t ur . Infants Requiring Ventilatory Assistance
-- - ort ),t)1 : July, 1978 E "?_ [-A .. ,r:: Jul:., 1981

,' - Pi i icial Iv,-uti jator F Ii
Blarhara S. Turner, MAJ, ANC, RN,MS,MA _

6- t/c: Pediatrics/Newborn ,cat

I Kry Wo/rds: (n-4tric residuals,
prem.iturc i n0 ants, body position ing Non e

Y17C ,CU.c IuIatiVt { 'IFCACE_ (13) Est Accumulotiv- d ic continue
Lwt: 0MA Cost: 7 1:I t..., -,osu : 5/80

0)) :Study )bject ie: To compare the amount of 4astric residuals in the

prematurt, infant's stomach three hours after feedins. in rdAotion to tue
body position of the infant.

16) :Tcchnical Approach: Premature infants requiring ventilator, assist-

ance and oavage feedings who were less than 35 weeks Kestation were

examined. Infants meeting outlined criteria were fed the same foruLo]a,
at the same time, and in the same manner as previouslv used. G;astric :e-

siduao, were measured and recorded with body position. Positions used

are left side, right side and and back.

" p7/'; Data collection began in July, 1978. To date 20 sub jects
have been studied. Data have been recorded on gastric residuals, body

positions as well as the extraneous variables of gestational age, sux,

race, and type of formula. Data analysis will begin on I Jan 1981.

Publications and Presentations: None
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DEPARTME'4T OF CLINICAL INVESTIGATION
FITZSIMIONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORI
(MSCR 40-23, App. C.) (Detail Summary Sheet)

I Datc: 30 SEP 80 (2) Prot No.: 78/404 (3) Status: Terminated

I'- Title: Assessment of the Relationship of Serum Amino Acid Levels to

Episodes of Apparent Sepsis.

(5) Start Date: July, 1978 7) Est Cump i Date:
(7) Principal Investigator (8) Facility: Fi.MC

John R. Pierce, M.D., LTC, MC
(9) Dept/Sec: Pediatrics/Newborn (10) Assoc lvest igators:
(I ) Key Words: Serum amino acid, levels

sepsis. Thomas P. O'Barr, Ph.D., DAC

"12) Accumulative IEDCASE (13) Est Accumulative (14) 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
infant (26-36 weeks gestation) who is suspected of having sepsis. These
samples will be axamined by thin-layer chromatography for the amino
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



DE '.^,,I: ENT OF CL IN I CAL I NVEST I I,,TIL.
F I TZSI IONS ARMY MED C,AL C E:TER

Aurora, Colorado 80041A

,\NU,\L PROGRESS REPORT

:-. ;0-.3, ,,,'c. . D (Deta I Summary Shuet)

-Dte: SEP 30 (2) Prot No.: 78/407 "3) S:atu: Terminated

' Ttit~: Evaluation of New Criteria in the Diapnosis of Acute Renal

Failure in the Full- term and Premature Newborn.
. Stact ?tc: July 197q ( Lst C,: D<to: Jlv' 1980)

' ri-ci:a I ;v t ' a tor 8) Fc i ,: F,,tC

Jlohn Moore, Cpt , MC
u p ', . P( ]~r (', .,< . ) Ir:v ," t .' .-.

,LI Ke' words: Gerald B. Merenstein, C,, MC

Renal Failure, Full Term Newborn, G

Prtriat ure Newborr

L Uli( 'E)St CC4r-L t' .,i-,d ic terminate.7 9ucu u aiveMDCASE 13, Est ,ccumuV<,Tlvei "<kitemnt

',S : _ ! OHA Ccst: ' j. Re A 'I 3/80
I St:dy LCtvc:

To determine the normal values of urine and serum urea nitrocen,

creat inine, ,odium, potassium, ind chloride in full-term and premature
infants of various gestational ages on a fixed oral or I.V. sodium
load. Psin these normal vlaues, the usefulness of the urine-to-plasma

urea, uirint-to-plasma creatinine ratios, and the fractional excretion of
sodi um in the differential diagnosis of pre-renal versus renal failiure

l6, " i C 'rc(o h: in the newborn can be determined.

lRatndomlv ,elected newborns of consenting parnts have been studied.

2'' .'Progrc: ';

Due to the publication, by other authors, of a similar study niectin n
our o jectives, the studv has been terminated.

Publications and Preentations: None



DLPAtALNT OF CLINICAL IVESTIGTIl,

f I T. rI ONS ARMY MED I CAL C L'4 [P

Aurora, Colorado 8004;,

ANUAL PROGRESS REPOT

-)c t a i I Sammary Sh (ct;

-0 SEP 0-- (2) Prot No.: 78/408 3. Stat, : Completed

ritl,: the Tired Adolescent: An Analysis of Etiology

a.,uary 1979 Est Cr Dc . Completed

- : :. .;i. , f ., , t c g t r (8 ) Fac i Ii:. F,, C.

D r . A la n R . F ig e lm ar I__ ,_ ___,_t ____ ___t

,'S: Pediatric/Adolescent Med S ) , letigator':

- ---d: '  Dr. Gentry W. Yeatman

adolesoent fatigue, clinical

correlation I

- -.:.v2 1EDASE E 13) Est Accumulative id PrJdic continue
OtMA Cost:/ rL,.'ie,.. RcsuLt:ll/79

, t 5 ,jd . '-L 1,Cct ire :';

a. To examine the conditions that may cause the adolescent to present

Lo an outpatient clinic with the chief complaint of tiredness.

b. To determine the clinical correlation, if any, of age, sex, growth

and maturation, diet, and exercise with the complaint of tiredness.

". To determine the clinical correlation, if any, of social, sexual,

pvchological and medical history with tiredness.

c I cn ;ca I p,1, roac h:

A lengthv history and physical was performed along with an extensive

1aboratory evaluation was performed.

7 :Pt-o~jres :

Tih, patients and controls have been seen and evaluated. At present

Dr. F..4elman is in the process of analyzing the data and preparing it

for publication.

-M -.M



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto to:78 /40 8

(Blocks I 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

I-



DEPAR T MENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
(HSCR '0-23, App. C.) (Detail Summary Sheet)

(I ) Date: 30 SEP 80 (2) Prot No.: 79/40C (3) Status: OnaoilI4) Title:

Effect of Adriamycin in Platelet Fun tion
(5) Start Date: November ]97 (6) Est Co,-p Date: mn 198]

(7 Principal Invest igator (8) Focil ity: FAMC
Askold D. MosLj.lzuk, M.D.

(9) Dept/Sec: Pediatrics (10) Assoc Investigators:
1) Key Words: '. Philip 0'Barr, Ph.D., DAC

Effect of Adr-iamycin in Platelet Ellen Swanson, M.S., DAC
Function

12) Accumulative VIEDCASL (13) Est Accuulativ e 14) Pcriodic continue
Cost: OIA Cost: cview Results: 5/80

(15) Study Objective-

To determine and measure possible effect of adriamycin on platelet
fun-t ion.

(16) *Technical Approach: Forty ml of blood ar( drawn from a healthv adult

volunteer. The bhlod is centrifuged and PRP and PPP are drawn off. In a
p lit e let aggregometer , 20 ml of adriamycin are added to t hr PRP in one cuvi i e,
with t he other -Lv t t with PRP serving as a cont ro I. After ori minute, aq(ure-
qat inq aclents--APP, rFpinephrine, collagen--are added to each live te and the
percent agqregation compared in the two samples. Aliquols of PHP are removed

at certain times to measure the amount of tromboxane released.

(17) :':Progress: To date, 23 donors have been studied; in five of the.;e a sliaht

to moderate degjree of inhibition of platelet agareqaiion has; l c t found, which
wis al4 e reflected bv decreased levels of thromhoxane.

Additionil donosrs are planned to be tested, as well as attemp s Io determine
the poss7ibte mechanism by which adriamycin decreises platelet function. Th is
is beinq (ione by reactinq the platelets with thrombin and measuriiia the iriter-
mediate products of platelet phosphalipid metabolism on a column.

Publications and Preseatations: None



DEPARTMENT OF CLINICAL INVESTIUATION
F!TZSIIIONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(1) Date: 30 SEP T0 (2) Prot No.: 79/401 (3) Status: Terminated

"7) Title: An Investigation of the Effects of Aminoglycosides and Lasix
upon the inner Ear of the Guinea Pig_

7 Start Date: June 79 (6) Est Comp DtLe: May 80

(7 Principal Investigator (8) Facility: FAtIC

John D. Daigh. Jr., CPT, MC I
3 Dept/Sec: Pediatrics 0(1) Assuc Invcstigators:
i1) Key Words: Patrick Glasow, CPT, MC

Aminoglycosides John W. Harbell, Ph.D.,CPT,MSC

Lasix W. Nicholas Glab, B.S., SP6

Inner Ear
HI Accumulative EDCASE (13) Est Accumulative (14) Periodic terminate

Cost: j OMA Cost: Review Results: 8/80

(1:;) "Study Objective:

The objective is to establish the effect unon the cochlea of the

Guinea pig of aminoglycosides and lasix.

c c.hechnical Ap;)roch:

Guinea pigs were given various amounts of aminoglycosides and lasix.

The anima!s have been sacrificed and their cochlea examined under

light and electron microscopy.

! ' *Progress :
The study was terminated due to the unanticipated, early PCS of the

Principal Investigator to enter Pediatric Sub-specialty training.

Publications ana 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) Date: 30 SEP 80 (2) Prot No.: 79/402 (3) Status: Terminated
(4) Title: An Analysis of the Health Care Needs of Teenagers Living in
Single Parent or Reconstituted Families.

(5) Start Date: Has not been started (6) Est Comp Date: Is not being done.
(0) Principal Investigator (8) Facility: FAMC

Dr. Alan R. Figelman Fitzsimons Army Medical Center

(9) Dept/Sec: Dept of Pediatrics, FAMC (10) Assoc Investigators:
1 I) Key Words: Dr. David W. Wells, and

Health Care; Teenagers; Single Parent; Dr. Richard T. Takao.

Reconstituted Families

-F Accumulative MEDGASE (13) Est Accumulative I(14) Periodic continue
Cost: OMA Cost: Review Results: 11/79

-(15) ;Study Objective.

N/A due to the termination of the study.

(16) -;Technical App-oach:

N/A due to the termination of this study.

( 7) *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 C[ENTER

Aurora, Colorado 8004%

ANNUAL PROGRESS REPORT
1A'SCR 40-23, App. C.) (Detail Summary Sheet)

OTI D-ate: 30 SEP 80 (2) Prot No.: 79/403 (3) Status: On goin
(4) Title: Evaluation of Transcutaneous Oxygen Monitoring in the Acute _n

Management of Infants with RDS_________________
(5) Start Date: January 1980 (6) Est Courp Datc: July 1981
7) Principal Invest igator (8) Facility: FiVAC

Gerald B. Merenstein, MD, Col, MG
(9) Dept/Sec: P *i jr~jcS Newhorn (10) Assoc Investigators:
(1I I Key Words: Howard Kilbride, MD, Maj, MC

Transcutaneous Oxygen Monitoring Gilbert Frank, MD, Maj, MC

TF2 -ccumu Ia t i veMECE (13) Est Ac-cumulat ive (14) Periodic continue
Cost: OMA Cost: ieview Res.ults: 10/79

To determine the efficacy of continuous transcutaneous PO02 monitoring
in the acute management of infants with RDS

(16) Tcchn ica I Apro3ch:
Infants less than 3'4 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.

17) ,':Progress:

To date 17 infants have been studied. The stuay will have sufficient
infants by July 1981.

Publications: None



FAMC WU jN4 (P., No) 7/0'

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

SERVICE Newborn DEPARTMENT__ Pediatrics

Kilbride, H. Transcutaneous oxygen monitoring, Presented: Aspen

Conference on Perinatal Retearch, July 1980. (Aspen, CO)
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11I'C R U-23 Ap 1. I .. (DetaiL Summary h<t,

D,,tu: 30 (----(2) Pro t lo.: 79/404 > S;t-i- Onge, oi!
(71T Title: The ff'*t of Early Meconium Evacuation on Bilirubin Lev-els in

Brt.ast-1-vd and Formula-Fed Healthy Full-term Infants
-)- SI di!rt id ,t rehruary 1981 (6) C'.t u': Xate: Januar.' 1982
J/TPz inci Ql Iri ,:st qator Faui It1 i -

(erald B. Mernstein, MD, Col, MC
-) ) D -/S c: Pediatrics/Newborn iC) ,5'C lwiotigat' r-:

F I -  Ket Word'o: ariln DiGirol, LTC, ANC
Rilirubin, Meconium, Breast Fed, Jan Collins, Cpt, ANC
Bottle Fed Leonard Weisman, ',i, MC

1 2--2 Accurmula.ivc I-EDCASEI (13) Est AccumuIit ive I( t4) r,(-ri:_dic continue
C,)! t : OMA Cost: "ve., uesu J-: 12/79

-(T"7 - udy Gbjcct ivc:
a. To determine the effect of glycerine suppositories on peak bililrubin

levels in breast and formula fed infants.

b. To compare peak bilirubin levels in breast and formula fed full term
infants.

(16) ;'TechnicaI Approach:
500 Healthy fullterm infants will be ranl'omlv assigned to one of four
grotos including suppository or control and breast or bottle fed.
tilirubins will be measured serially by a bilirubinometer.

7) ',Progress:
Funds have been obtained from the March ot 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)

(I) Date: 30 SEP 80 (2) Prot No.: 79/405 (3) Status: Ongoing
(4) Title: Assessment of Maternal Fever in the Immediate Prenatal Period

as a Predictor of Perinatal Newborn Infections
(5) Start Date: January, 1981 (6) Est Cump Date: July, 1982
(7) Principal Invest igator (8) Facility: FAMC

Howard Kilbride, M.D., MAJ, MC _

(9) Dept/Sec: Pediatrics/Newborn (10) Assoc Invest igators:
(') Key Words: Maternal fever, re: Gil Frank, M.D., MAJ, MC

perinatal infections John Steenbarger, M.D., LCDR,

MC, USN

"'-) Accumulative MEDCASE (13) Est Accumulative (14) Periodic continue
Cost:I OMA Cost: 7 Review Results: 12/79

-(15) Study Objective: To determine the incidence of serious perinatal
infections in infants born to febrile Lnothers.

(16) *TechnicAl Approach: Mothers who are febrile within 24 hours of
delivery as well as a matched control nother will have blood and
placental cultures at the time of delivery. Each infant born to
these study and 2ontrol mothers will have peripheral blood, stool
and umbilical cu'tures, 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.

(17) *:Progress: Due to the PCS move of the principal investigator, no
patients have as yet 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 ab HSC has asked for some clarifications of the volun-
teer agreement.

21'b
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/405

(Blocks I through 17)

.6. 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 bL 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

2W}



DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIHONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

l) Date: 30 SEP 80 (2) Prot No.: 7q!ZCh (3) Status:
&4) Title:

Intergroup Ewing's Sarcoma of Pelvic and Sacral Bones
(5) Start Date: 27 M;r h lqpn (6) E- C; D82
7) Principal Investigator (8) Facil ity: F,, C

_ kold D. Mosiiczuk ,  M.D. 7 1__07_ _7__
9 Dt/Sec: Pediatrics 7/0 v(suoc I -t igator :

711) Key' '4ords None

Intergroup }.wing's Sarcoma of
Pelvic and Sacral Bones

F Accumulative MEDCASEI (13) Est Accumulajive 4) Periodic continue
Cost: 0MA Cost: Review Results: 5/80

I15) Study Objecive:
1. Improve the survival of patients with localized Ewing's sarcoma of

the pelvis and sacrum who have no evidence of metastases by using al intensive
rmriIt imodal therapei tic approach.

2. Determine the effectiveness cf high dose intermittent chemotherapy to
prevent local recurrence of disease and/or metastases.

f!6) -Technical Approach:

Patients with Ewing's sarcoma of pelvic and sacral bones receive surgery,
radiation and chemothe-apy according to protocol (uide 1ines and tumor
survival and response are measured.

(I 7) iProgress:

To date, no FAMC patients have been entered on this study. Nit tonaIly, t I
study is progressinq satisfactorily and is open to new e'til ies.



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No:79 /40 6

(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 ano confirm the prognostic characteristics with respect tc

the tumor and the host.

Publications and Presentations: None

I.



DEPARTMEN.T OF CLINICAL INVESTIGI-TION
FITZSIIMONS ARMY MEDICAL CE;IT[R

Aurora, Colorado 80045

AN4NUAL PROGRESS REPORT
HSCR 40-23, APP. C.) (Detail Summary Sheet)

(I Da te : 30 SEP 80 (2) Prot No.: 79/407 (3) Status: Onaoina
'4) T itlIe :

Intergroup Ewing's Sarcoma Pelvic and Sacral Sites Excluded

5) TStart Date : 27 'iarch 1980 ()Est Comp: Date:
(3) Principal Investigator (8) Facility: FAMC

Askold D. Mosiiczuk, M.D._________
()Dept/Sec: General Prediatrics (10) Assoc Inve,,t iga tors:

mTI Key words: Nn
Intergroup Ewinlg's Sarcoma; Pelvic-

and Sacral Sites Exc'.uded
T-TF Accumulative 11 eridicconinu

,2(13) Est Accumulative (4 eidccniu
Cost: j OMA Cost: Review Results: 5/80

(lb) <,'Study Objective:

1. Improve the survival of patients with localized Ewinq's sarcora of
hone who have no evidence of metastases at dlagnosis with ani intensive mitf i-

nodal therapeutic approach.
2. Dletermine the effectiveness of high dose intermit tent chemotherapy as-

compared to moderato, duse continuous chemotherapy to prevent local rel1aytse atnd/or

~~ ica I Approach:
Patienits- with Ewing's sarcoma, except those involvingi pelvic- and s;acral honesf ,

rec ,eive surgery, radia Jion, arid chemotherapy accordingi to p~ro-tocol) (iu!ide incrs

and tuimor response- and survival are measured.

17) -,:Progress:

To date, no FAMC patients- have been entered on th is stiudv. Nat iona~ II, t he

!;fkiy is proqrcssinq satisfactorily and is open to now ent ries.



rONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/407
(Blocks I 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 disea5e.
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

2I
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LEnAa, TME T OF CLINICAL IHVESTIGATIOJ

F ITZSI ONS ARMY MED ICAL CLNTEP,

,urora, Colorado 8004"

A VJUAL PROGRESS REPOFT

Surnmary Sheet.

,.*: D SE a E O (2) Prot No.: 79/408 (I t tus: Lw'rv

(ntt-z II _u Hiabdomyosarcoma Study I T

te: ' M.ir q0 *(, i ) t C', t :

I I7 .t :q.Ftr 1777 ;1 F,,4 C
-, ,,.i Mo I 1. Zt ul , 1r L
A:k,!eri M s !'ezuk. M.D. ___________________

- I , ; r Pediatrics tI 1 q,) t r- :

lr tcr' roup Rliibdomvosarcoma Study II Nore

-1"- , ulat,. I EC,,SLj (13) Est Accumu t, 5l T (14' ridic continue
M D0A Cost: 'i ei ResiI t : 5/80

c,' Jo ectivc: The objectives of this study are to determine if

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, an6

renal dysfunction in Clinical Group I Disease. In Clinical Group II 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 (cont'd)

116) :':Techri cal Akpproach:

Pat ien its with rhabdornyosarcoma received suraorv, radi~it ioni, id i.

accordirnq to prot ocol qui de lines , and A umor response aid i;urv i v. i I

17) ;',Progress:

To date, no FAMC patients have been enrolled on this study. Nationally,

th2 study is pronressinq satisfactorily and is open to receive entries.

',1



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/408
(Blocks 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 III 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-I 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 Nasopharynx-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

Localized to the Peltis (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 .4hat the frequency and significance is of regional lyrph
node involvement in relation to primary site of tunor origin. In relation
to ''Pathology" it is to determine the relationships between the special and
undifferentitated cell types I and II (Ewing's tumcr of soft tissue) and
classical rhabdomyosarcomas in terms of uiological behavior, ultrastructural
features, and resj onse to therapy.

Publications and Presentations: None
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DEPARTME',IT OF CLINICAL INVESTIGATION
FITZSIMlONS ARMY MEDICAL CENTEP

Aurora, Colorado 8004L

ANNUAL PROGRESS REPORT
HSCR 40O-21, App. .) (Detail Summary Sheet)

I)Date: 30 SEP 60 (2) Prot NO.: 7'*9 (3) Status: Urco ic

4 ,Title:
Nat ion~il Wilms Tumor Study ___________

77 S t,' I Dd tc : 27 March 1980 7T 77 5,tc 1 ue: 2

_7 _ Pr iric i ;),) I: 1 r es t i ga t,)r c T '1t.'F:

AskolId F). MoFdii .iik, M4. [. _____________________

TT U,- / Sc c :GcrIwrol FPedijitrigs q /0(I ji 9 tr
I ) Key .or-ds:

riat iori I WVi I n- Ti mor S'tutdy utre

Z2) ,luccjrnu I)" )L.MLDU. J[ (13) Est j'C r -1 t I.4. PrTikdi(- Ctnue

cc),,t: MA . cs t.pl ~v i e Re,_ It,,: 5/80

* , o: e- t yIev

I 1 .h I t, r Irnior t~jr jill(; ,f f fie 4i I s w,. 1, hv r,01 l l';. : , 1,-d

6: T., L~ I r,)

.:. ~.' I~l t ' t 1' Iv. O' ' L C ICt. * C

h . p v I, 1 r- ! C I ro;i . tI i - IIV ol ,



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/409
(Blocks I 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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DEPARTMEN4T OF CLINICAL INVESTIGATION
FITZSIHONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT

0SCR 40-23, App. C.) (Detail Summary Sheet)

(I ) Date: 30 SEP 80 (2) Prot No.: 79/4,10 (3) Status: tjrqoiif

Non-Hodgkin's _Lymphoma ________________

S5 Star t Da te : 27 March 19380 f(6) Est C'lrp Date: '

,71 Pi-inci a! Invest igator [(8) Fccility: F,,M C
Askold Dl. Mosi jrzuk, M.D. ) (CI

De Opt/Sec: p"i' ,j- iV' c jt)r.

(11) Ke! Wor d s

rl()ri-Hodgk in '; .ym.phomij Noi

F12T ccu-ulative MEDCASE 1 Est Accumji . fe!4) Pr odic continue
Lost: 01-A Cost: V I~ ii' 1 6/80

lo' -stud. thle 'I~Ai~iin~i'd hjsoo. f tildi '1 f 1 i

-i i rk i tr ~ 'i. t ' fi -0(1 I i t I I :14' t I I I4. '' 1

I''.o'.I A I 
1 

.. ' (ule i r 4 1) ) ',;~., , . ''

h,' t Prd Pr'',r ('w .

1I 4 I 41r I ( mod-4 4( 1 f if-d'i 4., '*.

F' r f w4 1 i /r' tfIi Ii k! I ' 7 1 44 T11 Wi I ( ; ' 4 ' :

t 1 11' 1 r('~ . . Vr0r
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CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/410
(Blocks I 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 irradiatio
of bulk disease.

Publications and Presentations: None
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DEPARTMENT 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 8d0 (2) Prot No.: 80/400 (3) Status:
(4) Title: 1valuation of Lymohocyte Blast Transformatlon In 9reast

Milk and Perioheral Blood Lymp ovtes.
(5) Start Date: 1 April 80 (6) Est Comp Date: 30 Sept. 83
7 Principal Investigator (7) FaciIity: F4MC

Leonard E. 1Weisman MD MAJ. M.C ... _ _

(9) Dept/Sec:Pediatrics/Newborn (I0) Assoc Irnvett iya tors:
II) Key Words: IBreast Milk R. Stephen Whiteaker, Ph.D.,

Lymphocyte CPT, HSC
Blast Transformation

12) Accumulative ,4EDCASE 13 Est Accumulative 1'14) Periodic continue
Cost: OMA Cost: I 'rvie.,j Remult,: 4/80

) -'tiidy Objectiv: To obtain data on lv.n.hocvtp blast
transformation of human breast milk lvmohocytes and
conoar, the m to maternal post-Dartum oerIoheral blood
lvmphocvt s.

' c) 1tchnicol A;1; 1'<,)h: Simultaneous brpast mllk ani Dprlpheral
hlood samles from Dost-Dartum q1inl-cts ari ,vl'n
,'cor lvmohonvt" blast transformation usinz a miro-
t-chnlque aft-ri 1) 1utili7ifn various is.olation oroce-
lures or i) utIlIzInq various selected oatient oopula-
tions Tr 3) ut1lIzIng various laboratory storage
cond It Ions.

7, Projrevt. 1) Ton nalred samples were collacted, at various
lays oost-partum from term uncomplicated oost-oartum
women, for absolute lymphocyte couits. Ootimum time for
samole collection was thus determined. 2) 23 palred
samoles were collected from term uncomplicat ed oost-
oartum women for comparative lymohocyte evaluation of
E- rosetting. Normal breast milk T-cell ooulations
were established and found smaller than peripoheral blood.

25 7



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 80/400
(Blocks 1 through 17)

(17) 3) 37 paired samples were collected from term
uncomplicated Dost-partum women for comparative
evaluation of lymphocyte blast transformation.
Normal values for lymphocyte blast transformation
were established and breast milk lymphocytes were
found hyporeactive when compared to Deripheral
blood lymphocytes. 4) 6 paired samples were col-
lected from term uncomplicated post-Dartum women
for comparative evaluation of lymphocyte blast
transformation after isolation of E-rosetting
population. 5) 14 paired samples were collected
from term uncomplicated post-Dartum women for
comparative evaluation of viability after storage
at -196 C. 6) 3 paired samples were collected from
term uncomplicated post-partum women for com~arative
evaluation of viability after storage at -20 0.

Publications and Presentations: None
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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)

(I) Date: 30 SEP 80 (2) Prot No.: 80/401 (3) Status: Ongoing

(4) Title: Investigation of Heparin Induced Platelet Aggregation Secondary

to Prostacyclin Interference in the Rabbit Model
(5) Start Date: June 1980 (6) Est Comp Date:July 1981
(7) Principal Investigator (8) Facility: FAMC

Larry G. Maden. MD. Mai_ USAF, MC _ _ _-__

k9) Dept/Sec: Pediatrics/Newborn (10) Assoc Irivcst igators:

,11) Key Words: John Harbell, PhD, Cpt, 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: Review Results: 6/80

(15) :'Study Objective:

To investigate henarin induced prostacyclin inhibition as manifested

by increased platelet adhesion at the tip of an arterial catheter

in ;a rabbit model.

06) :Tcchnical Ajproach :
Four grouips (,f rabbits will have arterial ca heter placed and infased
with varying concentrations of henarin. Platelets will hc harve'tcd

from the animals labelled and reinfused. 'Pit rabbits will be s-ann _"d 1\1
a gamma counter at ix and 24 hours. After, utlanized 4 rabbits from
each group will haltc an autocardiograph of tht. aortai. Tht remainin 2

rabbits in each group will hav, the aorta analyzed for pro,;t ;cvcli in ad
7 1Pr,,r , he par iT at the cat bet r itt

All Iexperiments have been completed. ).at .I is heiTlg' retr i tve d from

compuit er atorge and wi I I be ana I yzed.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 83045

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

(I ) Date : 30 SEP 80 (2) Prot No.: 79/1450 (3) Status: Ongoing
~4) ~itl onin he Pathogqe~s of J\~venile

ei, 2 a&if q c tnRe oa 12tin atus arid er iptera

5) Star-, Iate:_ Sep 79 (6) Est Comp Date: Sce pg
(7) Principal Investigator (8) Facility: FtdMC

Patricia L. Stranahan. MC ___ ______

(-7- Dp/c:1pt of Pathology CT0) iAssuc lrvct igators:
IT Key Words: Complement Activation; Pau N'akane, Ph.D.

Juvenile Onset Diabetes Mellitus; Coagula- Judy Barber, IP (ASCP)
tion Abnomalities in Juvenile Onset Dia- Patricia Rush, I'TE (ASCF)
betes Mellitus; peripheral ascular C-onpli-
cat-, 'I- nf -Tiwnien I "plcs t T)-i A14Qt-e Mx:I1 -ti -, I________________

(12) Accumulative MEDCASEl (13) Est Accumulative (14) Periodic continue
Cost: I OMA Cost: Review Results: 3/80

-157) '',St udy Object ive
Clq is present on hunari platelets. 1) It is kn~own that Clq displaces collager.
with respect to collagen dependent platelet aggregation. 2) It is also ' Lnovi-
that Clq specifically binds to Beta cell memnbranes. 3) 1 Th bjective of this-
s~tudy is to compare the levels of Clq in normal patients with juvenile onset
diabetes mellitus.

(16) .'.-Te chn ica I Approach:

We have developed a rocket ixrmunoelectmophoresis procedure for quanutitation of
('1q. P'revious method-s used for determininv_ CI-1 levels; tak e up to 10 dlavs.
With our procedure, overnight results are obtainedi. "resently we are rexort~nr

our results in )of normial as we currently have no purifded ('1(j to qiantlltale

0I7) e:P ro gre s -

In the past 18 months vie have continued to rui serum ;ampies on s;everal siorre 1
patients and diabeti.c patients as well as Patient.- with )--nown euito-imuneri

dsease. Our problem at this time is procuring7 a pure C0Thc ariti!xdysbsra
Many o t the resul ts have b-een exc it ing; howeve-r, -1iie to thle i nabi ily,, to
produce a si ecif-ic anti-human Clq, the results have not, to (late, beQen (-onI irme(1d.

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.: 79/451 (3) Status: Ongoing
() Tit1 e: Efficacy of FPeeze Presevat~on of Platelets for HuenUtiljzation -

Vito d Vv Capabilities After Freeze Preservation with

(5) Start' Date: 30 Sep 80 (6) Est Comp Date: SC Sep 81
(7) Principal Investigator (8) Facil ity: FAMC

Patricia L. Stranaban, MC
(9) Dept/Sec: Dept of Pathology (I0) Assoc Investigators:
k 1) Key Words: Rick Martinez, Y-T (ASCP)

Freeze Preservation of Human Platelets Judy Barber, . ' (ASCP)
Freeze Preservation of These Platelets
Utilizing HES
(12) Accumulative MEDCASEI (13) Est Accumulative '(14) Periodic continue

Cost:[ OMA Cost: iLLuview Result,: 6/80
(1) *Study Objective:

To compare the differences between fresh platelets and freeze pr-eserved
(HES) platelets for use ii thrombocytopenic leukemic patients.

(16) -'Technicai Approach:
In the past six months, platelets have been frozen in HLS and tested for
in vitro function. These studies have teen carri2d out Loth boeore 'ree::'nr
and after thawing. Suitable controls with room temperatre Lncilat ion fa,,
also been studied.

(17) *Progress:
We have manipulated the platelets using various techniques whiclh as to atu,
,have not included the technique utilized by the 5ritii 2;tud,7 -h: ne:e:
the platelets at a constant tenerature with liquid nitrosen. Work is
,,nderwiy to begin study utilizing, liquid nitro)gen.

Publications and Presentations: None
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DCPA, TMENT OF CLINICAL INVESTIGATION
FITZSIMONS 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.: 80/500 (3) Status: Ongoing

7 Title: Health &<pectancy Styles for Patients and Physicians and Their

Per ce p ti on s o f a Re fer r a l Pr oce s s -E st _______Da t e : _Sep t _81

(5) Start Date: July 1980 -' 7) Est Comp Date: Sept 81
_-/T Principa! rInvest igtor () F c l t : F.

_ PTROBERT R. ROLAND , MC
) Dept/Sec: DEPT OF PSYCH 0.1 Assuc i vest igator, :
,;) Key Words: Paul G. Longobardi, CPT, 'IC

Health Styles, Patient/Physician

Perception of Referral

2) Accumulative MEDCASEj (13) Est Accumulative 14) Periodic continue
Cost: OMA Cost: i',eviev.' Results: 5/80

(1i) 7"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

i6) :Ticn ic I A;.)- roah:

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.

J 71) r'-Progress:

Thus far, data has been collected on 14 patient/physician pairs. It is

expected that a sufficient number of responses ill 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

Aurora, Colorado 80045

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

(I ) Date: 30 SEP 80 (2) Prot No.: 80/501 (3) Status: Terminated
(4) Title: Physical Anhedonia and Perceptual Aberration in Acute Psychosis.

(5) Start Date: 1980 (6) Est Comp Date: 1980
(7) Principal Investigator (8) Facility: FAMC

Paul G. Lon-goberdi, CPT, MS
(9) Dept/Sec: Psyciatry (10) Assoc Investigators:
(TII) Key Words: Loren J. Chapman, Ph.D.

psychosis Jean P. Chapman, Ph.D.
schizophrenia both with the Univ. of Wisconsin

T-2) Accumulative MEDCASEj (13) Est Accumulative 1(14) Periodic terminate
Cost: OMA Cost: I Review Results: 6/80

(15) *Study Objective: Using scales of psychosis proneness in college
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.

(16) *Technical Approach:
Participating patients will undergo the following procedures:
Physical Anhedonia Scale, Perceptical Aberration Scale, NonConform-
ity Scale, Magical Ideation 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

(17) *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
IHSCR 410-23, App. C.) (Detail Summary Sheet)

D1) Date: 30 SEP 80 (2) Prot No.: 7h/600 (3) Status: Ongoing

(4) Title: Bone Marrow Scintigraphy and Scinti 7raphic Localization of

Soft Tissue Tumors by Use of Indiumn -ll! Chloride
(5 Start Date: lq74 1(6) Est Comp Dztc: indefinite
77 rincipal Invest igator (8) Facility: FiMC

PeterW._Blue LTC,_MC _______________

9T Dept/Sec: Nuclear Medicine Service (I))' Ass'c Invust igators:

(I I Key Words: Nasser Ghaed, COL, M
Indium 111 ChLoride
Bone Marrow

,12) Accumulative HEDCASEI (13) Est Accumulative (I 4)Periodic continue
Cost:I OMA Cost: Review Results: 6/80

715) :;Study Object ive:

Clinical evaluation of Indium-ill Chloride supplied by Medi-Physics,
!nc. 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-invasivc
techniques. In selected patients, this affords clinical information
which could not be obtained by other methods.

(16) *TechnicaI Approach:
Up to 2mC of Indium-ill Chloride or proportionally less depending
on body weight supplied by Medi-Physics, Inc. will be administered
intravenously to patients r-eferred to Nuclear 4edicine Laboratory for
either scintigraphic evaluation of sites of erythropoiesis in bone
marrow or the presence of soft tissue tumors.

J 7) ;'Progress:
Only one study (normal) was performed during the previous year.
It is anticipated that several of these studies will be done in
the coming year.

Pblications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 8004S

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

() Date: 30 SEP 80 (2) Prot No.: 74/602 (3) Status: mngoing
(4) Title: The Use of Indium 111 DTPA for the Study of Cerebrosminal

Fluid Pathways.
(5) Start Date: 1974 (6) Est Comp Date: Indefinite
(7) Principal Invest igator (TFaci ity: FAMC

Peter W. Blue LTC, MC
(9) Dept/Sec: Nuclear Medicine Service (10) Assoc Investigators:
(11) Key Words: Nasser Ghaed, 2OL, MC

Indium 111 DTPA
Cerebrospinal Fluid

(12) Accumulative MEDCASE 13)Est Accumulative l(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.

(17) -'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 purpose, and again
no detectable side effects were observed.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CLNTER

Aurora, Colorado 80045

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

(1) Date: 30 SEP 80 (2) Prot No.: 79/00 (3) Status: OnQging
74) Tit7e: Non-Invaive Realtime Ultrasonic valuation of Carotid Occlusive

Vascular Disease
(5) Start Date: 1979 (6) Est Comp Date: indefinite

(7 Principal Investigator (8) Facility: FAN1C
Stanley F. Smazal, Jr., M.D., DAC

9) Dept/Sec: Radiology/Ultrasound 7 O) Assoc Invest igators:
(Ii) Key Words: Carotid Artery Lewis Mologne, COL

Thrombus John Buscemi, LTC
Ulcerative plaque John Eielson, LTC

I Na~sr rhaed. COL
(12) Accumulative IEDCASE 13) Est Accumulative (14) Periodic continue

Coct: 7___ _ OMA Cost: iReview Results: 6/80
(15) *'Study Obiective:

To objectively evaluate the patency of the carotid artery; to evaluate
the presence and extent of a thrombus and/or ulcerative plaque in the
carotid artery; and to employ a full pulsed doppler to measure bi-
directional flow in the carotid artery.

(16) *'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) Patients who have experienced a previous stroke within
the last 12 months. This entire patient population will be evaluated

(17) -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.



rONT!NUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 79/600
(elacks 1 through 17)

(16) by a non-invasive real-time technique.

Publications and Presentations: None



DEPARTMENFr OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CENTER

Aurora, Colorado 80045

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

(1) Late: 30 SEP 80 (2) Prot No.: 80/6OO (3) Status: Ongoing
(4) Title:

Tc99r - PIPIDA for diagnosis of Hepatobilary disease
(5) Start Date: 1980 (6) Est Comp Date: indefinite
(7) Principal Investigator (8) Fac'lity: FAMC

Peter W. Blue, LTC, MC
(9) Dept/Sec: Nuclear Medicine Service (10) Assoc Investigators:
(1) Key Words: Nasser Ghaed, COL, MC

Tc-99m-PIPIDA, diagnostic
hepatobiliary, Dignostic Isotopes

(2) Accumulative 14EDCASE '3 Est Accumulative (14) Periodi ontinue
Cost:( OMA Cost: Review Results: u80

(6) *Study Objective:
To evaluate the clinical efficacy of Tc-99mn-PiPIDA as a diagnostic
hepatobiliary and gallbladder agent for Diagnostic Isotopes,
Incorporated, Bloomfield, New Jersey, as an FDA Phase III study.
Information concerning the efficacy will be furnished to Diag-nostic

Isotopes in support of the company's New Drug Application (!IDA)
on a cost recovery basis.

06) *Technical Approach:
Each patient will be studied following a 6-8 hour period of fastini
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.

(I 7) ;: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.: 74/651 (3) Status: Ongoing
(4) Title:Establishment of and Training in Methods for Special Studies

of Abnormal emoglobins
(5) Start Date:January L9'4 (6) Est Comp Date: Indefinite
(7) Principal Investigator (8) Facility: FAMC
Nicholas C. Bethlenfalvay, MD., DAC
(9) Dept/Sec: DPCCM (10) Assoc Investigators:

(I1) Key Words:
Abnormal Hemoglobins Techniques on Joseph Lima, DAC, GS-11
Identification

(12) Accumulative 14EDCASE (13) Est Accumulative (14)Periodic continue
Cost:I OMA Cost: Review Results: 12/79

(15) -Study Objec t ive:

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: Since 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 methemoglobin reductases.

Publications and Presertations: None



DLPAiQ11i1IJr OF CLINICAL I1JVE T If,.TIjf,W
i ITZIMONS ARMY MEDICAL UTI.

A-rord, Colorado 8DU411

ANNUAL PROGRESS REPORT
f. 40-23, lii. C.) (D( taiI Summary Shui.t

TI--,,t: 30 S P 8-- ) Prot No.: 78-650 r Stat': Ongoing
-Title: ~Evaluation of Thalassemia as Cauae of Hypochromic Microcytic

Anemia in interaction with Hemoglobin Variants
(Tri ,,it,: March 1978- (Gj E'.,t C : indefinite

-1- i ip ,vs i--Jo Uoroy7 oL 8-M ) Fac i I it: F#,fC

ilcholas C. Bethlenfalvay,MD,DAC

-Q Dept/Se.c: DPCCM (19) Asoc k
1,Il) Key Words: Congenital Anemia

Thalassemia None

(,121 Accumulative MEDCA E (13) Est Accumulative 1(! 4) Periodic continue
Cost:I OKA Cost: tevie.. Results.: 2/80

(15) 'Study Objecivc:

Copy abbreviated version from 1979 resume

(16) -'TechnicaI Approach: Patients with (a) khypochromic-microcytic anemia
(b) patients whose hemoglobin electrophoretogram reveals a variant hemoolob;n
in amounts greater than 50 or tess than 40 will be evaluated. Peripheral
blood will be incubated with 1'C leucine. Alpha/beta globin synthetic
ratios will be calcui ated.

17) -'Progress: Since 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 0 thaaassemia,
HbH disease, *acquired, 2 cases!) HbH disease (a de-novo genetic event)
alpha-thalassemia - i and type II normal HbA2 - beta plus thalassemia.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION
FITZSIMONS ARMY MEDICAL CEkTER

Aurora, Colorado 80043

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

(1) Date: 30 SEP 80 (2) Prot No.: 78/651 (3) Status: Ongoinqg
(i) Tit I e: Evaluation and Structural Identification of Unusual Human

Hemoglobin Variants
(5) Start Date: March 1978 (6) Est Comp Ddte. Indefinite
(7) Principal Invest igator (8) Facl ity: F,',MC
Nicholas C. Bethlenfalvay, MD, DAC
7 O-ept/Sec : DCCMi) Assoc Invest igator-:
(I I) Key Words: Joseph E. Lima, MS, DAC, GS-II

Abnormal Hemoglobins

Tl Accumulative MEUCASEI (13) Est Accumulative 1(14) Periodic continue
Cost: OMA Cost: itevie,.i Results: 2/80

(l15 "Study Objective:

To demonstrate that variation at critical sites in hemoglobin structure is one
of the reasons for anenia, polycythemia or a hemolytic state in man.

(16) *Technical Approich: 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.

(l 7) *Progress: Since 'he inception of the study, four cases witn 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 garmma 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 substi-
tution, this is a hitherto unreported high oxygen affinity variant. Report
is in preparation.

Publications and Pr.sertations: None
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DEPARTElENT OF CLINICAL INVESTIGATILI,

FITZSIHONS ARMY MEDICAL Ct.TLk

Aurora, Colorado 8004,

ANIUAL PROGRESS REPORT
(HSCR "0-23, Apr. C.) (Detail Surimary Sh,_et)

(I) Date: 30 SEP 80 (2) Prot No.: 78,652 ( ) SttJs: Terminated
7:) Title: Alpha Tnalassemia: Evaluation of the Significance of Hemoglobin

PAa-rt's in the Wlat-k _Nnate_

(5) Start Date: May 3978 (6) E t C o; a t,:
Pr i, aC I- lve St iga tor 7 7 c ili VIIL

Nicholas C. Bethlenfalvay, MD., DAC

bO] dept/St:c : DPCCM., . 2 ., . :
.I) Key '.ords: Thomas P. O'Barr, Ph.D., LAC

Alpha-Thalassemia Donald G. Corby, COL, MC
Hemoglobin Bart's

--F2 c - ccu:-- Iative i AEDM ASE (13) Est Accumrutl 1(]V Pcriodic terminate
I-)St: OtMA Cost: u'e.. P ' ,': 5/80

t5i) :Stidy SbK:c e:

To confirm the presence and assess the severity of alpha thalassemia in
Black neonates who have Hemoglobin Bart's. Those cases who present with
detectable amounts of Hemoglobin Bart's at birth will be again studied
at one year of age by incubating their peripheral blood with 1 4C leucine
in vitro. At that time alpha/beta chain synthetic ratios will be oeternined.

16. Tcclrical Afl:)oach: 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
will be agaia 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.

117) '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

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

(1) Date: 30 SEP 80 (2) Prot No. : 78/653 (3) Status: Terminated

Gamma Thalassemia in the Newborn.

(5) Start Date: March 1978 (6) Est Comp Date: 1980
7 Principal Invest iqatorDr Mosijczuk & (8) Facl ity: FAMC

Dr Bethlenfalvay _

(9) Dept/Sec: DPCCM (10) Assoc I ivestigators:
(11) Key Words: Thomas P. O'Barr, Ph.D., DAC

Congenital anemia Donald G. Corby, COL, MC
Gamma - thalassemia

(12) Accumulative MEDCASE1 (13) Est Accumulative 1(14) Periodic terminace
Cost: I OMA Cost: Review Results: 5/80

]$) -'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 mijrocytic.
hypochromic anemia of unknown etiology will be incubated with 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 beta/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 1.980.

Publications and Presentations: None
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DEPARTMENT OF CLINICAL INVESTIGATION2
FITZSIMONS ARMY MEDICAL CEIJTER

Aurora, Colorado 80045

ANNUAL PROGRESS REPORT
I ISCR 10-23, ApP. C.) (Detail Summary Sieet)

T, Date: 30 SEP 8O (2) Prot No.: 80/650 53) Sto-tus. Ongoin
Title: The Ontogenesis of Hemoglobin in the American Opossum

( Didelphis Virginia) t()) Start Date:-18 March 1980 (6.) Est Cop Dae: June 1982
,A' Princi pal Investigator (8) Fac lit y: F,.MC
Nicholas C. Bethlenfalvay, M.D., DAC

-9) Dept/Sec: DPCCM 10' Assuc lnv-, tigators:
(Il) Key dords: N/A

Opossum Hemoglobin
Methemoglobin reduction

(12) Accumulative MEDCASE (13) Est Accumulative 1(14) Periodic continue
()st: OMA Cost: R Review Results: 4/80

"05) :Study Objective:
This is a continuation of a previous Clinical Investigation study that was
completed in June 1975. The overall object.ve is to follow and define the
kinetics of methemoglobin reduction of opossum hemoglobin.

(16) o:Tchnical 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 as substrate for methemoglobin reduction.



CONTINUATION SHEET FOR FY 80 ANNUAL PROGRESS REPORT Proto No: 80/650
(Blocks I through 17)

(17) Progress: (continued)

NADH dependent cytochrome b methemoglobin reductase was quantitatively twice
that seen in human red cells, ana 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.

Publications and Presentations: None
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