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GLUCOTROL* (glipizide) Tablets

Brief Summary of Prescribing Information

INDICATIONS AND USAGE: GLUCOTROL is indicated as an adjunct to diet for the control of hyperglycemia in patients with non-

insulin-dependent diabetes melhtus (NIDDM, type II) after an adequate trial of dietary therapy has proved unsatisfactory.

CONTRAINDICATIONS: GLUCOTROL is contraindicated in patients with known hypersensttivity to the drug or with diabetic

ketoacidosis, with or without coma, which should be treated with insulin

SPECIAL WARNING ON INCREASED RISK OF CARDIOVASCULAR MORTALITY: The administration of oral bypoglycemic drugs
has been reported to be associated with increased cardiovascular mortality as compared to treatment with diet alone or
diet plus insulin. This warning is based on the study conducted by the University Group Diabetes Program (UGDP), a long-
term prospective clinical trial designed to evaluate the effectiveness of glucose-lowering drugs in preventing or delaying
vascular complications in patients with non insulin-dependent diabetes. The study involved 823 patients who were
randomly assigned to one of four treatment groups [Diabetes, 19, supp. 2:747-830,1970).

UGDP reported that patients treated for 5 to 8 years with diet plus a fixed dose of tolbutamide (1.5 grams per day) had a rate
of cardiovascular mortality approximately 2-1/2 times that of patients treated with diet alone. A significant increase in
total mortality was not observed, but the use of tolbutamide was discontinued based on the increase in cardiovascular
mortality, thus limiting the opportunity for the study to show an increase in overall mortality. Despite controversy
regarding the interpretation of these results, the findings of the UGDP study provide an adequate basis for this warning. The
patient should be informed of the potential risks and advantages of GLUCOTROL and of alternative modes of therapy.
Although only one drug in the sulfonylurea class (tolbutamide) was included in this study, it is prudent from a safety
standpoint to consider that this warning may also apply to other oral nypoglycemic drugs in this class, in view of their close
similarities in mode of action and chemical structure.

PRECAUTIONS: Renal and Hepatic Disease: The metabolism and excretion of GLUCOTROL may be slowed in patients with

impaired renal and/or hepatic function. Hypoglycemia may be prolonged in such patients should it occur.

Hypoglycemia: All sulfonylureas are capable of producing severe hypoglycemia Proper patient selection, dosage, and

instructions are important to avoid hypoglycemia. Renal or hepatic insufficiency may increase the risk of hypoglycemic

reactions. Elderly, debilitated or malnourished patients and those with adrenal or pituitary insufficiency are particularly

susceptible to the hypoglycemic action of glucose-lowering drugs. Hypoglycemia may be difficult to recognize in the elderly or

people taking beta-adrenergic blocking drugs. Hypoglycemia is more likely to occur when caloric intake is deficient, after severe

or prolonged exercise, when alcohol is ingested, or when more than one glucose-lowering drug is used.

Loss of Control of Blood Glucose: A loss of control may occur in diabetic patients exposed to stress such as fever, trauma,

infection or surgery. It may then be necessary to discontinue GLUCOTROL and administer insulin.

Laboratory Tests: Blood and urine glucose should be monitored periodically. Measurement of glycosylated hemoglobin may be

useful.

Information for Patients: Patients should be informed of the potential risks and advantages of GLUCOTROL. of alternative

modes of therapy, as well as the importance of adhering to dietary instructions, of a regular exercise program, and of regular

testing of urine and/or blood glucose. The risks of hypoglycemia. its symptoms and treatment, and conditions that predispose to

its development should be explained to patients and responsible family members. Primary and secondary failure should also be

explained.

Drug Interactions: The hypoglycemic action of sulfonylureas may be potentiated by certain drugs including non steroid a I anti-

inflammatory agents and other drugs that are highly protein bound, salicylates, sulfonamides, chloramphemcol, probenecid.

coumarms, monoamme oxidase inhibitors, and beta-adrenergic blocking agents. In vitro studies indicate that GLUCOTROL

binds differently than toibutamide and does not interact with salicylate or dicumarol. However, caution must be exercised in

extrapolating these findings to a clinical situation. Certain drugs tend to produce hyperglycemia and may lead to loss ot control,

including the thiazides and other diuretics, corticosteroids, phenothiazines. thyroid products, estrogens, oral contraceptives,

phenytoin, nicotinic acid, sympathomimetics. calcium channel blocking drugs, and isomazid. A potential interaction between

oral miconazole and oral hypoglycemic agents leading to severe hypoglycemia has been reported. Whether this interaction also

occurs with the intravenous, topical, or vaginal preparations of miconazole is not known.

Carcinogsnesis, Mutagenesis, Impairment of Fertility: A 20-month study in rats and an 18-month study in mice at doses up to

75 times the maximum human dose revealed no evidence of drug-related carcinogenicity. Bacterial and in vivo mutagemcity

tests were uniformly negative. Studies in rats of both sexes at doses up to 75 times the human dose showed no effects on
fertility.

Pregnancy: Pregnancy Category C GLUCOTROL (glipizide) was tound to be mildly fetotoxic in rat reproductive studies at all dose
levels (5-60 mg/kg). This fetotoxicity has been similarly noted with other sulfonylureas. such as tolbutamide and tolazamide.
The effect is perinatal and believed to be directly related to the pharmacologic (hypoglycemic) action ot GLUCOTROL. In studies
in rats and rabbits no teratogemc etfects were found. There are no adequate and well-controlled studies in pregnant women.
GLUCOTROL should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus
Because recent information suggests that abnormal blood glucose levels during pregnancy are associated with a higher
incidence of congenital abnormalities, many experts recommend that insulin be used during pregnancy to maintain blood
glucose levels as close to normal as possible.

Nonteratogenic Effects: Prolonged severe hypoglycemia has been reported in neonates born to mothers who were receiving a
sulfonylurea drug at the time of delivery This has been reported more frequently with the use ot agents with prolonged half-
lives GLUCOTROL should be discontinued at least one month before the expected delivery date
Nursing Mothers: Since some sulfonylurea drugs are known to be excreted in human miih, insulin therapy should be considered
if nursing is to be continued

Pediatric Use: Safety and effectiveness in children have not been established.

ADVERSE REACTIONS: In controlled studies, the frequency of serious adverse reactions reported was very low. 01702 patients.
11.8% reported adverse reactions and in only 1.5% was GLUCOTROL discontinued.
Hypoglycemia: See PRECAUTIONS and OVER00SAGE sections.

Gastrointestinal: Gastrointestinal disturbances, the most common, were reported with the following approximate incidence:
nausea and diarrhea, one in 70; constipation and gastralgia, one in 100. They appear to be dose-related and may disappear on
division or reduction of dosage. Cholestatic jaundice may occur rarely with sulfonylureas GLUCOTROL should be discontinued if
this occurs.

Dermatoiogic: Allergic skin reactions including erythema, morbilliform or maculopapular eruptions, urticaria, pruritus, and
eczema have been reported in about one in 70 patients. These may be transient and may disappear despite continued use of
GLUCOTROL, if skin reactions persist, the drug should be discontinued. Porphyria cutanea tarda and photosensitivity reactions
have been reported with sulfonylureas

Hematologic: Leukopenia, agranulocytosis, thrombocytopema, hemolytic anemia, aplastic anemia, and pancytopema have
been reported with sulfonylureas

Metabolic; Hepatic porphyria and disulfrram-like alcohol reactions have been reported with sulfonylureas. Clinical experience to
date has shown that GLUCOTROL has an extremely low incidence ot disulfiram-lihe reactions,

Endocrine Reactions: Cases of hyponatremia and the syndrome of inappropriate antidiuretic hormone (SIADH) secretion have
been reported with this and other sulfonylureas.

Miscellaneous: Dizziness, drowsiness, and headache have each been reported in about one in fifty patients treated with
GLUCOTROL They are usually transient and seldom require discontinuance of therapy.

OVERDOSAGE: Overdosage of sulfonylureas including GLUCOTROL can produce hypoglycemia If hypoglycemic coma is
diagnosed or suspected, the patient should be given a rapid intravenous injection ot concentrated (50%) glucose solution. This
should be followed by a continuous infusion of a more dilute (10%) glucose solution at a rate that will maintain the blood
glucose at a level above 100 mg/dL Patients should be closely monitored for a minimum of 24 to 48 hours since hypoglycemia
may recur after apparent clinical recovery. Clearance of GLUCOTROL from plasma would be prolonged in persons with liver
disease. Because o( the extensive protein binding ot GLUCOTROL, dialysis is unlikely to be ot benefit
DOSAGE AND ADMINISTRATION: There is no fixed dosage regimen for the management of diabetes mellitus with GLUCOTROL; m
general, it should be given approximately 30 minutes before a meal to achieve the greatest reduction in postprandial
hyperglycemia.

Initial Dose: The recommended starting dose is 5 mg before breakfast. Geriatric patients or those with liver disease may be
started on 2.5 mg. Dosage adjustments should ordinarily be in increments of 2.5-5 mg, as determined by blood glucose
response. At least several days should elapse between titration steps.
Maximum Dose; Tne maximum recommended total daily dose is 40 mg.

Maintenance: Some patients may be effectively controlled on a once-a-day regimen, while others show better response with
divided dosing Total daily doses above 15 mg should ordinarily be divided.

HOW SUPPLIED: GLUCOTROL is available as white, dye-free, scored, diamond-shaped tablets imprinted as follows. 5 mg tablet—
Pfizer 411 (NDC 5 mg 0049-4110-66) Bottles of 100; 10 mg tablet—Pfizer 412 [NDC 10 mg 0049-4120-66) Bottles of 100.
CAUTION: Federal law prohibits dispensing without prescription.
More detailed professional information available on request.

ROeRIG A division of Pfizer Pharmaceuticals
New York, New York 10017



Practical
Diabetes

Information...

...at your fingertips.
Keep one year of DIABETES (12 issues) at hand with one

slipcase or binder. Bound in attractive blue leatherette and

embossed with gold lettering, each makes a handsome

addition to your library. And each comes with gold

transfers, allowing you to personalize your volume further.

These durable, stylish cases make affordable gifts as well.

SLIPCASES: $7.95 each, three for $21.95, six for $39.95

BINDERS: $9.95 each, three for $27.95, six for $52.95

MAIL TO: Jesse Jones Industries, Dept. DIAB

499 East Erie Avenue, Philadelphia, PA 19134

Please send cases; binders

. Add $1 per item for Postage andEnclosed is $

Handling.

Outside U.S.A. add $2.50 per item (U.S. funds only).

Print Name

Address
(No PO Boxes Please)

City/State/Zip

PA residents add 6% sales tax

We also accept American Express, Visa, MasterCard and Dincia

Club (for minimum orders of $15.00). CALL TOLL FREE

(charge orders only) 1-800-825-6690. 7 days, 24 hours.

NOTE: Satisfaction guaranteed.
Slipcases are also available for DIABETES CARE, DIABETES

SPECTRUM and DIABETES FORECAST.

For information write:
American Diabetes Association
1660 Duke Street,
Alexandria, VA 22314
Attn: Circulation Dept A American

Diabetes
.Association,

OCTOBER AUTHOR INDEX

(Volume 41, Number 10)

Adkins-Marshall, B.A.,
1308

Barnett, D.W., 1221
Bertrand, S., 1273
Blackman, J.D., 1346
Boel, E., 1355
Bonner-Weir, S., 1320
Bracy, D., 1229

Cauter, E.V., 1346
Chen, C , 1320
Cherrington, A.D., 1247,

1308
Connolly, C.C., 1308
Crook, D., 1341

Dai, F., 1328
Davis, M.R., 1335
De Paepe, M., 1273
Dobrjansky, A., 1257
Dudley, A.L, 1293
Dunaif, A., 1257
Dyrberg, T., 1355

Earle, K., 1239

Fogarty, J., 1286

Garg, A., 1278
Gibbs, E.M., 1360
Gillis, K.D., 1221
Godsland, I.F., 1341
Goldstein, B.J., 1293
Gould, G.W., 1360
Green, G., 1257
Gruber, M.K., 1267
Grubin, C.E., 1355
Grundy, S.M., 1278

Haffner, S.M., 1267
Hagopian, W.A., 1355

Jaspan, J.B., 1308, 1346

Kahn, B.B., 1360
Karlsen, A.E., 1355
Kelly, P., 1229
Klein, R.L, 1301
Kozlowski, P., 1328

Lacy, D.B., 1229
Lapolla, A., 1286
Leahy, J.L., 1320
Lernmark, A., 1355
Li, L.K., 1239
Licholai, T., 1257

Lopes-Virella, M.F., 1301

Madsen, O.D., 1355
Mellman, M., 1335
Messent, J., 1239
Michelsen, B.K., 1355
Misler, S., 1221
Mohr, T., 1229
Monnier, V.M., 1286
Moore, M.C., 1247
Morales, P A , 1267

Neal, D.W., 1247, 1308

Odetti, P., 1286
Oliver, M.F., 1341

Pagliassotti, M.J., 1247
Peeling, J., 1328
Petersen, J.S., 1355
Polonsky, K.S., 1346
Pressel, D.M., 1221
Pugh, W., 1308

Saunders, J.K., 1328
Segal, K.R., 1257
Sell, D.R., 1286
Shamoon, H., 1335
Shelley, D.R., 1257
Shepherd, P.R., 1360
Sidhu, M., 1341
Stern, M.P., 1267
Sturis, J., 1346
Sutherland, E., 1328
Sutherland, G.R., 1328

Tariq, T., 1239
Thistlethwaite, J.R., 1346
Thorens, B., 1320
Trevisan, R., 1239
Tyson, R., 1328

Unger, R.H., 1278

Viberti, G., 1239
Vigeant, C, 1273

Walker, J.D., 1239
Walton, C, 1341
Wasserman, D.H., 1229
Weir, G.C., 1320
Wesslau, C , 1360
Wohltmann, H.J., 1301
Wynn, V., 1341

Yale, J.-F., 1273



diabetes
A JOURNAL OF THE AMERICAN DIABETES ASSOCIATION®Editor

PHILIP E. CRYER, MD

Associate Editors
DAVID D. CHAPLIN, MD, PhD

GEORGE S. EISENBARTH, MD, PhD

MICHAEL L McDANIEL, PhD

MIKE M. MUECKLER, PhD

M. ALAN PERMUTT, MD

JULIO V. SANTIAGO, MD

JOSEPH R. WILLIAMSON, MD

Editorial Assistant
MARY KHARIBIAN

Editorial Board
GRAEME I. BELL, PhD
SUSAN BONNER-WEIR, PhD
WILLIAM E. CONNOR, MD
BORIS DRAZNIN, MD
MARJORIE DUNLOP, PhD
PETER J. DYCK, MD
ROBERT ECKEL, MD
DAVID E. GOLDSTEIN, MD
BARBARA B. KAHN, MD
AMIRA KLIP, MD
SUZANNE LAYCHOCK, PhD
EDWARD LEITER, PhD
KENNETH L. LUSKEY, MD
MICHAEL J. M A C D O N A L D , MD

MARK MAGNUSON, MD
FRANZ MATSCHINSKY, MD
JOHN P. MORDES, MD
LAWRENCE S. PHILLIPS, MD
ELIZABETH R. SEAQUIST, MD
JAY TABORSKY, MD
HELEN VLASSARA, MD

Publisher

SUSAN H. LAU
Editorial Director
PETER BANKS
Managing Editor
SUSAN WHITE HALE
Assistant Managing Editor
GAIL SHAFFER
Production Editor
STACEY N. WAGES
Assistant Editors
KAREN L. INGLE
SARAH L ROBERTS
Publications Assistant
PATRICIA M. WALSH
Advertising Manager
PEGGY B. ABBOTT
Advertising Assistant
PATTI THOMPSON

Mission Statements for Diabetes and Diabetes Care

Diabetes publishes original research about the physiology and pathophyslology of
diabetes mellltus. Submitted manuscripts can report any aspect of laboratory, animal,
or human research. Emphasis is on Investigative reports focusing on areas such as the
pathogenesis of diabetes and its complications, normal and pathologic pancreatic Islet
function and Intermediary metabolism, pharmacological mechanisms of drug and
hormone action, and biochemical and molecular aspects of normal and abnormal bi-
ological processes. Studies in the areas of diabetes education or the application of
accepted therapeutic and diagnostic approaches to patients with diabetes mellltus are
not published.

Diabetes Care publishes original articles and reviews of human and clinical research
Intended to increase knowledge, stimulate research, and promote better management
of people with diabetes mellltus. Emphasis is on human studies reporting on the path-
ophysiology and treatment of diabetes and Its complications; genetics; epidemiology;
psychosoclal adaptation; education; and the development, validation, and application
of accepted and new therapies. Topics covered are of interest to clinically oriented
physicians, researchers, epidemiologists, psychologists, diabetes educators, and other
professionals.

All manuscripts and other editorial correspondence should be sent by first-class mail to Philip
E. Cryer, MD, Editor, Diabetes, Division of Endocrinology, Diabetes, and Metabolism (Box
8127), Washington University School of Medicine, 660 South Euclid Avenue, St. Louis, MO
63110.

Diabetes publishes only original material. When submitting a manuscript, authors must state
in their transmittal letter that the material has not been published or submitted simultaneously
to another journal. Accepted manuscripts incur a charge of $25 per printed page.

Manuscripts should be prepared in accordance with the requirements specified in the
document "Uniform Requirements for Manuscripts Submitted to Biomedical Journals," Annals
of Internal Medicine 96:766-71, 1982. An "Instructions for Authors" page containing
specifications for manuscript preparation appears in the January, April, July, and October
issues of each volume.

All material published in Diabetes is copyrighted by the American Diabetes Association, Inc.
All manuscripts submitted to Diabetes must include a transmittal letter stating the following
before they will be considered for publication: "In consideration of ADA reviewing my (our)
submission, the undersigned author(s) transfers, assigns, or otherwise conveys all copyright
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DIABETES fibre Than
7 Million People
Don't Even Know
They Have Diabetes.

V —Diabetes: 1991 Vital Statistics, pg. 1

You'll find hundreds of timely and vital diabetes statistics like
this in ADA's latest fact-filled publication.

Almost every imaginable statistic on diabetes
has been gathered for you by ADA and pub-
lished under one brand new title—Diabetes:
1991 Vital Statistics,

Designed as a quick reference manual,
Diabetes: 1991 Vital Statistics is filled with more
than 30 easy-to-read charts and graphs that
highlight the latest diabetes statistics. Examples
include:
• More than 725,000 new cases of diabetes are

diagnosed each year.
• Mexican Americans are three times as likely to

develop NIDDM as whites.
• The prevalence of NIDDM is 60 percent

higher in blacks than in whites.
• Much more!

There's also a convenient bibliography of tables
and figures at the back of the book. It's a great

time-saver when you need to make a quick
statistical reference.

Diabetes: 1991 Vital Statistics also contains
page after page of information to help you
diagnose diabetes and treat and prevent com-
plications. Informative topics include:

• How Diabetes is Diagnosed
• Risk Factors for Diabetes
• Diabetes Complications
• Diabetes Treatment and Prevention
• Much more!

Diabetes: 1991 Vital Statistics provides the
latest diabetes statistics and important treatment
information. It's sure to be a valuable addition to
your personal library.

So order your copy of Diabetes: 1991 Vital
Statistics today. And become the source for the
most timely diabetes information available.

•"Yes! Please send me copies of Diabetes: 1991 Vital Statistics at $6.25 per copy for members or

$6.95 per copy for nonmembers. I will be sure to add shipping and handling using the chart below

Publication Total $

Virginia Residents Add 4.5% sales tax $

Orders outside the U.S., please
add $15 for each airmail shipment

Add shipping & handling (use chart)

GRAND TOTAL

Shipping & Handling Chart
Up to $5.00 add $1.75

$5.01-$10.00 add $3.00

$10.01-$25.00 add $4.50

$25.01-$50.00 add $5 50

over $50.00 add 10% of order

DIABETES

Name

Address

City

Send your check or money order payable to:

4A American Diabetes Associations
1970 Chain Bridge Road
McLean, VA 22109-0592

State Zip

PJ99204
Allow 6-8 weeks for delivery. Add $3.00 to shipping & handling
for each additional shipping address. Foreign orders must be
paid in U.S. funds, drawn on a U.S. bank. Prices subject to
change without notice.
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Acceptance of Manuscripts on Diskette

Diabetes welcomes the submission of manuscripts on computer diskettes beginning with
the January 1992 issue. The text stored on diskettes can be used directly for typesetting,
improving the efficiency and speed of journal production.

Authors should submit diskettes with the final version of their manuscripts along with
the typed revised manuscript. (Do not send diskettes with the initial submission. An
exception to this is when a rapid publication is submitted a diskette must accompany the
manuscript.) All diskettes must be accompanied by 4 accurate double-spaced paper
copies of the manuscript.*

Either 3.5 or 5.25-inch diskettes can be used, and any major word processing program is
acceptable. Diskettes may be produced on IBM, IBM-compatible, Apple, or Wang
computers.

Diskettes must be labeled with the following information: 1) author's name, 2) article
title, and 3) software and hardware used. Detailed instructions for diskette preparation
and submission appear in the instructions for authors guidelines in the first issue of every
volume.

*Number of paper copies has been changed from that cited in previous issues.



The world's eading diabetes experts
just wrote the only therapy manua

you'll ever need.
Imagine not having to

wade through volume
after volume of diabetes
therapy textbooks that
consume too much of
your time. Or having the
expertise of more than
50 diabetes profes-
sionals at your fingertips
in one new publication.

Well, the world's
leading diabetes ex-
perts just wrote the only
therapy manual you'll
ever need. And it's easy
to use!

Therapy for Diabetes
Mellitus and Related
Disorders has just been
published by the Ameri-
can Diabetes Associa-
tion and is the authoritative
guide to diabetes therapy. It's
a "how to" reference manual
filled with all the information
you need to provide the best
care for your patients. Yet each
of the 49 chapters average just
seven pages, so you'll be able
to digest the latest in treatment

and therapy in minutes.
You'll learn about:

• The latest drugs for treat-
ing diabetes, including
sulfonylureas, metformin,
and alpha-glucosidase
inhibitors

• Genetic counseling for
type I diabetes

• Treating diabetic
nerve, eye, and
kidney disease

• Controlling blood
lipid abnormalities in
diabetic patients

• Managing diabetic
ketoacidosis and
hyperglycemic
hyperosmolar coma

• Much, much more!
Therapy for Diabetes

Mellitus is also filled
with more than 170
charts and tables,
making each chapter
easier to read and
understand. Also, the
manual's pocket-sized
format will allow you to
carry it with you for

quick reference whenever
necessary.

So order your copy of
Therapy for Diabetes Mellitus
and Related Disorders today.
And put the most comprehen-
sive and easy-to-use therapy
manual in your pocket.

Re's! Please send me copies of Therapy for Diabetes Mellitus and Related Disorders at $22.45 for

members or $24.95 for nonmembers. I will be sure to add shipping and handling using the chart below.

Publication Total $

Virginia Residents Add 4.5% sales tax $-

Orders outside the U.S., please
add $15 for each airmail shipment $-

Add shipping & handling (use chart) $ -

GRAND TOTAL $ .

Shipping & Handling Chart
Up to $5.00 add $1.75

$5.01-$10.00 add $3.00

$10.01-$25.00 add $4.50

$25.01 -$50.00 add $5.50

over $50 00 . . ..add 10% of order

Name

Address

City

Send your check or money order payable to:

4AAmerican Diabetes Associations
1970 Chain Bridge Road
McLean, VA 22109-0592

State Zip
PJ393O3

Allow 6-8 weeks for delivery. Add $3.00 to shipping & handling
for each additional shipping address. Foreign orders must be
paid in U.S. funds, drawn on a U.S. bank. Prices subject to
change without notice.
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The ADA Professional Section.
New Membership^ Categories
And Benefits Designed
Specifically For You.

ew Membership Categories!

To better serve your professional interests, ADA now
offers you a choice of" four membership categories:

FULL PROFESSIONAL MEMBERSHIP—Includes all
physicians. Also includes all other health-care profes-
sionals who wish to receive the full range of profes-
sional section benefits. (Physicians must join this
category.)

RESEARCH FOCUS—Includes Ph.D.'s, researchers,
and scientists studying diabetes.

CLINICAL FOCUS—Includes nurses, dietitians, phar-
macists, diabetes educators, and other health-care
professionals who devote at least 50% of their time
to patients with diabetes.

ASSOCIATE PROFESSIONAL—Includes same pro-
fessionals as Clinical Focus Membership who devote
less than 50% of their time to diabetic patients.

If you have received your first professional degree
within the last five years, you are eligible to become
a Member-In-Training. This qualifies you for dues at
half-price. Just be sure to list your degree informa-
tion in the space provided on the membership form.

Full
Professional Research CHnjcajBENEFITS

Diabetes
—~—»--—_
Diabetes Care
~—~~~——_
Diabetes Sped
— — — — —
Clinical Diabetes
————____
Diabetes forecast

Membership F o c u s

Professional
Section Report

Annual Membership
Directory y

Discounts on
Educational Program

Grants* Awards
_

Voting Rights

Membership in
local ADA Affiliate

Discount on
Registration to

"Colleague"

Grants and Awards

NEW! • DIABETES SPECTRUM
DIABETES
DIABETES CARE
CLINICAL DIABETES
DIABETES FORECAST
DIABETES '89
PROFESSIONAL SECTION REPORT

ADA publications offer continuing education for
professionals. You're as close to the latest research
and up-to-date information on treatment and care as
you are to your mailbox (see box for publications
offered for each membership category).

EE Council Membership

Your opportunity to learn and serve on your
choice of nine ADA Special Interest Councils.
Select your council(s) from the list on the other
side.

'rofessional Membership Directory
Your link to a valuable network of more than
8,000 diabetes experts.

• Members of the ADA Professional Section are
eligible to receive grants to support diabetes
research. In addition, annual awards are
presented to physicians, educators, and research-
ers to honor outstanding performance.

Discounts on Educational Programs

• Save on registration for ADA's Scientific Sessions
and the Postgraduate Course.

Voting Rights and Privileges H H I
• Your national ADA membership also entitles you

to membership at the local affiliate level where
you can vote and actively participate in shaping
the future of ADA. Through your participation in
locally sponsored professional and patient educa-
tion programs, you can help ADA improve the
well-being of all people with diabetes. Through
the products and services we provide our profes-
sional members, ADA is helping you and your
colleagues to get closer and closer to the cure.

On-line Library Access

Discount of $25 when you subscribe to BRS
Colleague, the computerized medical library.
Members can now access Colleague via their per-
sonal computers to review selected ADA publica-
tions plus a comprehensive library of non-ADA
journals and books.
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Application for
Professional Membership

Name

Address

|

|
|

1 1 1

(P'es

1 1 1 1
| |

| |

ise print]

i

|

i |
i

i
|_|
i

1 |
1 |

Phone (_ Is this your • Home or • Office address?

University or College Attended
Education: Degree

Degree

Specialty

Specialty

Date Earned

Date Earned

PROFESSIONAL SECTION MEMBERSHIP DIRECTORY INFORMATION
Please check your specialty or specialties (up to 3) for your Directory listing:

• Administration (AD)
• Anatomy (AN)
• Anesthesiology (AE)
D Biology (BI)
• Biochemistry (BC)
D Cardiology (CA)
• Dentistry (DO)
D Dermatology (DE)
• Diabetes (DM)
D Dietetics (DN)
• Education (ED)

• Epidemiology (EP)
• Endocrinology (EN)
• Family Practice (FP)
• General Practice (GP)
• Geriatrics (GE)
• Internal Medicine (IM)
• Immunology (IU)
• Metabolism (ME)
• Nephrology (NE)
• Neurology (NR)
• Nursing (NS)

Please check one of the following locations:

• Academic (1)
• Clinic (2)

D Hospital (3)
• Office (4)

• Nutrition (NU)
• Obstetrics/Gynecology (OG)
• Ophthalmology (OP)
• Optometry (OT)
D Orthopedics (OR)
• Osteopathy (OS)
• Pathology (PT)
• Pediatric Diabetes (PD)
• Pediatric Endocrinology (PN)
D Pediatrics (PE)
D Pedorthic Management (PR)
• Pharmacology (PA)

• Public Health (5)
• Research (6)

• Pharmacy (PM)
• Physical Therapy (PX)
• Physiology (PY)
• Podiatry (PO)
• Psychiatry (PS)
• Psychology (PC)
• Public Health (PH)
D Research (RE)
• Social Work (SW)
• Surgery (SU)
• Urology (UR)
n Other

• Other (7)

FREE COUNCIL MEMBERSHIP
Please check your selection. FULL PROFESSIONAL MEMBERS receive two free Council Memberships. All other members
receive one free Council Membership. Additional Council Memberships are available for $25 each.

D Council on Complications (TT)
• Council on Diabetes in Pregnancy (BB)
• Council on Diabetes in Youth (EE)
D Council on Behavioral Medicine

and Psychology (PP)

D Council on Education (SS)
• Council on Foot Care (RR)
• Council on Epidemiology

and Statistics (CC)

• Council on Exercise (XX)
• Council on Health Care (DD)
• Council on Nutritional

Sciences and Metabolism (AA)

MEMBERSHIP C A T E G O R Y / D U E S INFORMATION Please check appropriate membership category
Full Membership* Research Focus Clinical Focus Associate

Regular

Student**

International** *

Student International * * *

D $180.00

D $ 90.00

• $298.00

• $190.00

• $108.00

D $ 54.00

• $181.00

• $127.00

• $108.00

• $ 54.00

• $184.00

D $130.00

• $ 60.00

• $ 30.00

• $106.00

• $ 76.00

* M.D.'s must select this category.
* * If you've received your first professional degree, diploma, or certificate during the preceding 5 years, be sure to list your degree

information in the space provided on the membership form.
* * * Includes all members living outside the U.S. and Canada. All publications will be expedited within 18 days.

for a • New • Renewed Membership,
for additional Council(s).

Signature
• MasterCard D VISA Exp. Date
Account #

• I am enclosing $
• I am enclosing $
TOTAL AMOUNT ENCLOSED $

The portion of the membership dues set aside for publications is as follows: DIABETES $50.00 (in-training members
$25.00); DIABETES CARE $3500 (in-training members $17.50); DIABETES FORECAST $14.00 (in-training members $7.00);
DIABETES SPECTRUM $20.00 (in-training members $10.00).
If you need specific information not available, call our Please send completed application with your dues
toll-free number 1-800-232-3472. payment to: American Diabetes Association, Professional

Please a/to. 7-9 W**s tor ft. processing or your order. * * * » '*" * * " * " "



DEADLINE FOR RECEIPT OF ABSTRACTS IS JANUARY 8,1993

A American
Diabetes f, t. _ 1OO_ _ _, XT ,
Associat ion ~ ' as ^e^as^ Nevada

53rd SCIENTIFIC SESSIONS

INSTRUCTIONS FOR PREPARATION OF ABSTRACTS

1. Originality of work, adequacy of data, and clarity of expo-
sition are the determinants in the selection of abstracts. Make
abstracts as informative as possible, including a brief statement of
the purpose of the study or why it was done, the methods or what was
done, the results observed, and the author's conclusions based on the
results. Actual data should be summarized. It is inadequate to state
"The results will be discussed" or "The data will be presented."
Tables may be used to present data.

2. Abstracts are not eligible for consideration if the paper has
been presented at another national or international meeting, or
will be published before ADA's Scientific Sessions.

3. The original abstract should be clear and within the border
of the form, and is limited to the space provided. If typed, use
carbon ribbon or slightly used black silk ribbon. (New ribbons
smudge; old one reproduce too faintly.) Practice typing the abstract
in a rectangle 4 3/16" X 6 3/16" before using this form. An abstract
printed by a laser printer or good-quality dot matrix printer is
acceptable. However, the printed abstract must be an original copy
and must be submitted on the abstract form. As with typed abstracts,
the text must be within the border of the form. Those exceeding the
border will not be accepted.

4. The signature of an active member of the Professional
Section of the American Diabetes Association is required to
validate the abstract. Members who sponsor non-members should
verify that the latter are conforming to the rules.

5. An individual (member or non-member) may only appear
on two abstracts, and may appear as first author on only one
abstract. A member can appear as author, co-author, or sponsor. A
non-member can appear as author or co-author.

6. The final decision with respect to selection, programming,
and/or publication of any abstract will be made by the Scientific
Sessions Meeting Committee.

7. The original and three copies of the abstract must be pro-
vided.

8. Abstract headings must follow a specified format.
format is:

The

a. Only the first letters of major words in the title should be
capitalized. Do not use subtitles (e.g., Methods, Results) within the
body of the abstract.

b. Author(s) complete first and last names should be listed and
capitalized.

c. Author(s) who are members of ADA's Professional Section
must be indicated by an asterisk.

d. Do not list degrees (e.g., MD, RN, RD) academic title(s),
and institutional affiliation(s).

e. Include city and state or country of origin of work; do not
include street address and zip code.

f. Headings should begin to the immediate right of the box
located in the upper left corner of the abstract area.

The Mechanism of Glucosamine-Induced Insulin Re-
lease, FRANZ M. MATSCHINSKY*, JANINA KOTLER-
BRAJTBURG, JEANETTE ELLERMAN, and MARSHA
ROGERS, St. Louis, MO

9. The first line of the text of the abstract and the first line of
any subsequent paragraphs should be indented three spaces.

10. The use of standard abbreviations is desirable. Examples
include kg, g, mg, ml, L (liter), meq, m (meter), mM (millimoles per
liter), / (per), and % (percent). Place special or unusual abbrevia-
tions in parentheses after the full word the first time they appear.
Use numerals to indicate numbers, except to begin sentences.

11. Nonproprietary (generic) names should be used the first
time a drug is mentioned and typed in lowercase letters; the first
initial of a proper name is capitalized, e.g., aspirin (Bufferin).

12. Simple tables or special symbols may be included if they fit
within the rectangular form provided. Material that cannot be
typed should be drawn in India ink.

13. Do not fold the Abstract Form or copies. They should be
mailed with cardboard backing FIRST CLASS, or AIR MAIL when
applicable, and addressed as follows:

Scientific Sessions Meeting Committee
American Diabetes Association
P.O. Box 26427
Alexandria, VA 22313-6427

14. Changes to abstracts may not be made after submission.
Accepted abstracts will be printed as submitted. They should be
carefully written and edited before submission.

15. Abstracts must be received at the National Center by
January 8,1993. Abstracts received after the deadline, regardless
of the postmark date, will not be accepted.

16. Provide one typed 3" X 5" white index card for each author
named on the abstract to be listed in the index of the program.

-1 -



The author's name and degree(s) should be typed in the top left
corner of the card. The abstract category should be typed in the
center of the card.

SMITH, Leslie E.*, MD, PhD
Category -- Lipids and Lipoproteins

17. If you wish acknowledgement that an abstract was received
by ADA, the Abstract Form should be accompanied by a
postage-paid postal card addressed to the corresponding au-
thor; the reverse side of the card should indicate the title of the
abstract and the name(s) of all author(s).

18. A non-refundable processing fee of US$25.00 must accom-
pany each Abstract Form submitted to the American Diabetes

Association. Payment must be in the form of a check or money
order made payable to the American Diabetes Association, or by a
major credit card. Purchase orders are unacceptable. Foreign
payments must be prepaid in U.S. funds and drawn on a U.S. bank.

19. Additional Abstract Forms may be obtained from Jill
Thompson, American Diabetes Association, 1660 Duke Street,
Alexandria, VA 22314.

20. Papers are to be presented by the first author listed.

21. Oral presentations at the Scientific Sessions will be limited
to 10 minutes to allow time for discussion.

22. Presenters must pay the registration fee for attendance at
the Annual Meeting.

CHECKLIST FOR PREPARATION
OF ABSTRACTS

Before mailing, please check your abstract for the following:

• Are only the first letters of major words in the title capitalized?

• Are all letters in the author(s), co-author(s), and sponsor(s) names
capitalized in the title and do the author(s)' complete first names
precede last names?

DAre asterisks only used to designate active members of the
Professional Section of the American Diabetes Association on the
Abstract Form?

• Are degrees, academic titles, institutional affiliations, street
address, and zip code not listed in heading of abstract?

D Does the heading of the abstract, including title, author(s) name(s),
city, and state, begin to the right of the box located in the left
corner of the abstract typing area of the Abstract Form?

• Is the first line of the text of abstract and first line of subsequent
paragraphs indented three spaces?

D Has the Abstract Form been signed by an active member of the
Professional Section of the American Diabetes Association?

DHas the appropriate category number been filled in on the
Abstract Form?

d Are three (3) photocopies enclosed with the Abstract Form?

D Has a typed index card with name, degree(s), and abstract
category been provided for EACH author? If an acknowledge-
ment is desired, is a postage-paid postal card addressed to the cor-
responding author enclosed?

D Is a US$25.00 processing fee, in check or money order form and
made payable t o the American Diabetes Association, enclosed
for each abstract submitted? Or, has credit card information, in-
cluding signature, been provided?

1993 ABSTRACT CATEGORIES

Select one two-digit category number and enter it on the
appropriate line on the abstract form:

01 Clinical Diabetes
02 Complications, Macrovascular
03 Complications, Microvascular
04 Complications, Neuropathy
05 Complications, Other
06 Epidemiology
07 Exercise
08 Forms of Therapy
09 Genetics
10 Health Care Delivery
11 Health Education
12 Hormone Action
13 Hormone, Others
14 Hormone Receptors
15 Immunology/Immunopathology
16 Insulin Action
17 Insulin Synthesis/Secretion
18 Lipids/Lipoproteins/Atherosclerosis
19 Metabolism, In Vitro
20 Metabolism, In Vivo
21 Microvascular
22 New Technologies
23 Nutrition/Obesity
24 Pregnancy
25 Psychosocial/Behavioral Medicine
26 Signal Transduction
27 Transplantation

- 2 -



TYPE ABSTRACT WITHIN BOX American

Please retype title:

Key Words for Program Index: Please list 1 or 2 words that relate to the content of your abstract
for indexing purposes. You may use words in the category listing or choose other more specific
terms. The word diabetes is unacceptable. (Please print clearly.)

1. 2.

ABSTRACT FORM

This form must be signed by an active
member of the Professional Section of the

American Diabetes Association.

IMPORTANT

The instructions on pages 1 and 2 must be followed exactly
for abstracts to be considered.
List names, degrees, address, and telephone and fax num-
bers of author who should receive correspondence (please
type or print):

Name

Address

City State Zip.

Country

Work Number: (

Fax Number: (

The sponsoring member agrees that the material submit-
ted herein conforms with the instructions listed on pages
1 and 2.

MEMBER'S SIGNATURE

PRINTED NAME

CHECK ONE:

Poster Session Only

Oral Presentation Only

No Preference

The author's wishes will be followed if possible.

ABSTRACT CATEGORY NUMBER:

(See two-digit category numbers listed on page 2)

Method of Payment

I have enclosed a check/money order in the amount of US$25.00 for each abstract
submitted.

I authorize the American Diabetes Association to charge $ to my credit card for

my abstract processing fee.

[ ] American Express [ ] VISA [ ] Mastercard

Card issued in name of (please print):

Card Number:

Signature:

FOR OFFICE USE ONLY

Payment Received?

Yes No

Abstract No.

Expiration Date:_

Reviewer Group_

Status

PN
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CHALLENGES AND CONTROVERSIES IN THE MANAGEMENT
OF DIABETES AND OTHER ENDOCRINE DISORDERS



Speakers

an Francisco is full of sur-

prises. It's a place where drag-

ons, bocce ball players, sidewalk

stringed quartets, kite fliers and

calligraphy street signs are a part

of the everyday landscape...where

you can scale home-grown alps in

antique cable cars, walk across

the Pacific (on the Golden Gate

Bridge), serpentine down a street

that looks like a slalom run and

island-hop by ferry. It's a city of

all seasons with mild winters,

springlike summers, views that

rival Rio's and stores on a par

with Paris.

San Francisco has been called a

"window of the world." The way

the hills rise steeply out of a

sparkling, island-studded bay is

reminiscent of Hong Kong.

At other times, when the harbor's

a wind-whipped green,

San Francisco assumes a Nordic

look. The Marina, a forest of sail-

boat spars, and Fisherman's

Wharf, where the fishing fleet ties

up, could be scenes painted in

Portofino or St. Tropez. This is

the far eastern edge of the Orient.

The western edge of the continent.

A port of gold.

Sharon Anderson, MD
Associate Professor of Medicine
Oregon Health Sciences University
Portland, Oregon

John P. Bilezikian, MD
Professor of Medicine and of
Pharmacology; Chief, Division of
Endocrinology, Columbia University,
College of Physicians and Surgeons
New York, New York

Andrew J.M. Boulton, MD
Reader in Medicine/Consultant
Physician
Manchester Royal Infirmary
United Kingdom

Patrick J. Boyle, MD
Assistant Professor of Medicine
University of New Mexico
School of Medicine
Albuquerque, New Mexico

Glenn D. Braunstein, MD
Professor of Medicine, UCLA School of
Medicine; Chairman, Department of
Medicine, Cedars-Sinai Medical Center
Los Angeles, California

Brenda A. Broussard, RD, MPH
Nutrition Specialist
Indian Health Service Diabetes Program
Albuquerque, New Mexico

Michael Brownlee, MD
Professor of Medicine and Co-Director
of Diabetes Research Center,
Albert Einstein College of Medicine
Bronx, New York

John D. Brunzell, MD
Professor of Medicine
University of Washington
School of Medicine
Seattle, Washington

Philip E. Cryer, MD
Professor of Medicine and Director of
the Division of Endocrinology,
Diabetes, and Metabolism,
Washington University
School of Medicine
St. Louis, Missouri

Mayer B. Davidson, MD
Professor of Medicine, UCLA School of
Medicine; Director, Diabetes Program,
Cedars-Sinai Medical Center
Los Angeles, California

Larry Deeb, MD
Endocrinologist
Children's Clinic
Tallahassee, Florida

Stefan S. Fajans, MD
Professor Emeritus (Active) of Internal
Medicine
University of Michigan
School of Medicine
Ann Arbor, Michigan

Ruth Farkas-Hirsch, MS, RN, CDE
Diabetes Clinical Specialist,
University of Washington
School of Medicine
Seattle, Washington

John Foreyt, PhD
Director, Nutrition Research Center,
Baylor College of Medicine
Houston, Texas

John Galloway, MD
Clinical Research Fellow, Lilly Research
Laboratories; Professor of Medicine,
Indiana University School of Medicine
Indianapolis, Indiana

James R. Gavin, III, MD, PhD
Senior Scientific Officer
Howard Hughes Medical Institute
Bethesda, Maryland

David Goldstein, MD
Professor of Pediatrics, Medicine,
and Pathology
University of Missouri
School of Medicine
Columbia, Missouri

Douglas Greene, MD
Professor of Internal Medicine, Division
Chief, Endocrinology & Metaholism;
Director, Michigan Diabetes Research
and Training Center
Ann Arbor, Michigan

Scott Grundy, MD, PhD
Professor of Internal Medicine &
Biochemistry
University of Texas Southwestern
Medical Center at Dallas
Dallas, Texas

Debra Haire-Joshu, PhD, RN
Director, Diabetes Education Center,
DRTC, Research Associate
Professor of Medicine, Washington
University School of Medicine
St. Louis, Missouri



Deborah Hinnen, RN, MN, CDE
Program Director
Diabetes Treatment and Research Center
Wichita, Kansas

Irl Hirsch, MD
Director, Diabetes Care Center;
Associate Professor,
University of Washington
Seattle, Washington

Robert W. Jeffery, PhD
Professor of Epidemiology
University of Minnesota
School of Medicine
Minneapolis, Minnesota

Howard L Judd, MD
Professor of Obstetrics and Gynecology,
UCLA; Executive Director, Division
of Reproductive Endocrinology,
UCLA and Cedars-Sinai
Los Angeles, California

John L. Kitzmiller, MD
Professor of Obstetrics
University of California-San Francisco
School of Medicine
San Francisco, California

Davida F. Kruger, MSN, RN, CDE
Clinical Nurse Specialist
Henry Ford Hospital
Detroit, Michigan

Harold E. Lebovitz, MD
Professor of Medicine
SUNY Health Science Center at Brooklyn
Brooklyn, New York

Donald E. McMillan, MD
Professor of Internal Medicine;
Professor of Physiology and
Biophysics; Co-Director State
Diabetes Center
University of South Florida
Diabetes Center
Tampa, Florida

Jerrold M. Olefsky, MD
Professor of Medicine
Veterans Affairs Medical Center
San Diego, California

Leopoldo Raij, MD
Chief, Nephrology/Hypertension,
Veterans Affairs Medical Center;
Professor of Medicine, University of
Minnesota School of Medicine
Minneapolis, Minnesota

Robert E. Ratner, MD
Associate Professor of Medicine,
George Washington University;
Director of Endocrinology,
Washington Hospital Center
Washington, D.C.

Gayle E. Reiber, PhD
Assistant Professor Health Services
and Epidemiology
Veterans Affairs Medical Center
Seattle, Washington

William Riley, MD
Professor of Pediatrics/Pathology and
Laboratory Medicine,
University of Florida
School of Medicine
Gainesville, Florida

David S. Schade, MD
Professor of Medicine
University of New Mexico
School of Medicine
Albuquerque, New Mexico

Aaron I. Vinik, MD
Professor of Internal Medicine &
Anatomy/Neural Biology, Institute at
Eastern Virginia Medical School;
Director of Diabetes Research
The Diabetes Institute
Norfolk, Virginia

Elizabeth Warren-Boulton, RN, MSN
President, Diabetes Education
Consulting Associates
Washington, D.C.

Thomas Wiegmann, MD
Professor of Medicine, University of
Kansas; Director, Renal Service,
Veterans Affairs Medical Center
Kansas City, Kansas

Duncan S. Wigg, PhD
Clinical Psychologist,
University of California-Irvine;
Department of Family Medicine-
Pepperdine University
Irvine, California

William Winter, MD
Associate Professor of Pathology and
Laboratory Medicine, Pediatrics, and
Immunology and Medical Microbiology
University of Florida
Gainesville, Florida

40th Advanced
Postgraduate
Course
The 40th Annual Advanced
Postgraduate Course is presented in two
concurrent tracks. Track I will feature
sessions on diabetic neuropathy, new
applications of standard therapy, unusu-
al subsets of diabetes, controversies in
clinical endocrinology, and upcoming
therapies. Track II will provide an
update on intensive insulin therapy,
obesity as a risk factor, educational and
counselling strategies for various ethnic
populations, and the effects of standards
of practice on the delivery of diabetes
health care.

These advanced sessions have been
specifically designed for endocrinolo-
gists, diabetologists, nurses, and other
health care professionals who will bene-
fit from an advanced program.

Program
Objectives
1. To review the latest approaches in
the management of type I and type II
diabetes, and provide an overview of
recent therapeutic developments.

2. To provide an update on current
clinically-based research in the areas of
malnutrition-related diabetes, Maturity-
Onset Diabetes of Youth (MODY), and
diabetes in the Black American.

3. To discuss issues of controversy on
the topics of replacement estrogen ther-
apy, the androgenized woman, and
asymptomatic primary hyperparathy-
roidism.

4. To review the importance of obesity
as a risk factor in patients with diabetes.

5. To compare and contrast effective
treatment, educational, and counselling
strategies for various ethnic populations.
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FRIDAY. JANUARY 22.1993

SESSION 1: Diabetic Neuropathy

8:30 a.m. - 9:15 aan. Pathophysiology and Results in New
Clinical Studies with Aldose Reductase Inhibitors

Douglas Greene, MD

9:15 a.m. - 10:00 aan. Unusual Clinical Aspects of Diabetic
Neuropathy

Andrew J. M. Boulton, MD

10:00 a.m. - 11:00 a.m. Break

11:00 aan. - 11:45 a.m. New Treatment Modalities for
Diabetic Neuropathy

Aaron I. Vinik, MD

11:45 aan. - 12:30 p.m. Hypoglycemia-Associated
Autonomic Failure in the Absence of Autonomic Neuropathy

Philip E. Cryer, MD

SESSION 2: New Applications of Standard Therapy

2:00 pan. - 2:45 p.m. Microalbuminuria: Harbinger of
Clinical Nephropathy?

Thomas Wiegmann, MD

2:45 pan. - 3:30 pan. Role of Antihypertensive Treatment in
Early Diabetic Nephropathy

Leopoldo Raij, MD

3:30 pan. - 4:15 p.m. Break

4:15 p.m. - 5:00 p.m. Do Low Protein Diets Delay Renal
Insufficiency in Patients with Early Diabetic Nephropathy?

Sharon Anderson, MD

5:00 pan. - 5:45 pan. Alternative Drug Treatment of
Hypertriglyceridemia in Diabetes

Scott Grundy, MD, PhD

SATURDAY. JANUARY 23.1993

SESSION 3: Unusual Subsets of Diabetes Mellitus

8:30 aan. - 9:15 aan. Type II Diabetes in Black Americans
Harold E. Lebovitz, MD

9:15 aan. - 10:00 aan. Atypical Diabetes in Younger Black
Americans

William Winter, MD

10:00 aan. - 11:00 aan. Break

11:00 a.m. - 11:45 aan. Diabetes When Food is Scarce
(Malnutrition-Related Diabetes)

Donald E. McMillan, MD

11:45 aan. - 12:30 p.m. Inheritance and Pathogenesis of
"Maturity-Onset Diabetes of Youth" (MODY)

Stefan S. Fajans, MD

SESSION 4: Controversies in Clinical Endocrinology

2:00 p.m. - 2:45 p.m. Replacement Estrogen Therapy - Yes
Or No? If So, How?

Howard L. Judd, MD

2:45 p.m. - 3:30 p.m. The Androgenized Woman - From
Simple Hirsutism to Virilization

Glenn D. Braunstein, MD

3:30 p.m.- 3:45 p.m. Break

3:45 p.m. - 4:30 p.m. New Approaches to the Evaluation
and Treatment of Patients with Asymptomatic Primary
Hyperparathyroidism

John P. Bilezikian, MD

SUNDAY. JANUARY 24.1993

SESSION 5: Therapies Just Around the Corner

8:00 a.m.- 8:40 a.m. Future Therapies of IDDM: Are We
There Yet?

Robert Ratner, MD

8:40 aan. - 9:20 a.m. Maintenance of Endogenous Insulin
Secretion in New Onset Type I Diabetes

William Riley, MD

9:20 a.m. - 10:00 a.m. New Insulins and Insulinotropic
Agents

John Galloway, MD

10:00 aan. - 11:00 a.m. Break

11:00 aan. - 11:30 aan. Aminoguanidine - An Inhibitor of
Advanced Glycosylation End Products (AGE)

Michael Brownlee, MD

11:30 aan. - 12:00 noon Metformin, Phenformin's (DBI)
Cousin

Mayer B. Davidson, MD

12:00 noon - 12:30 p.m. Thiazolidinediones - Restorer of
Insulin Sensitivity

Jerrold M. Olefsky, MD



E U E

Track II Truck II

FRIDAY. JANUARY 22.1993

SESSION 1: Intensive Insulin Therapy Update

CHAIR: Ruth Farkas-Hirsch, MS, RN, CDE

8:00 a.m. - 8:40 a.m. Complications of Intensive Therapy
Patrick J. Boyle, MD

8:40 aan. - 9:20 aan. Controversies of Insulin Management
During Surgery

Irl Hirsch, MD

9:20 aan. - 10:00 a.m. Critical Role of the Nurse Specialist in
Intensive Management

Davida Kruger, MSN, RN, CDE

10:00 a.m. - 11:00 a.m. Break

11:00 aan. - 11:45 aan. Assessment of Glycemic Control
David Goldstein, MD

11:45 a.m. - 12:30 p.m. Trends in the Management of Brittle
Diabetes

David S. Schade, MD

SESSION 2: Obesity As a Risk Factor: More Than
Meets the Eye

CHAIR: Debra Haire-Joshu, PhD, RN

2:00 p.m. - 2:45 p.m. Dilemma of Weight Gain After
Smoking Cessation

Debra Haire-Joshu, PhD, RN

2:45 pan. - 3:30 pan. Treating Obesity: Is It Worth the Effort?
John D. Brunzell, MD

3:30 p.m. - 4:15 pan. Break

4:15 pan. - 5:00 pan. Can Successful Long Term Weight
Loss Be Predicted?

John Foreyt, PhD

5:00 p.m. - 5:45 pan. Is Diet-Induced Weight Cycling a
Health Risk?

Robert Jeffery, PhD

SATURDAY. JANUARY 23.1993

SESSION 3: Individualised Educational and Counselling
Strategies for Various Ethnic Populations

CHAIR: Deborah Hinnen, RN, MN, CDE

8:30 aan. - 9:15 a.m. Does Counselling Really Improve
Compliance?

Duncan Wigg, PhD

9:15 aan. - 10:00 aan. Educating the Low Literacy Client
Deborah Hinnen, RN. MN, CDE

10:00 a.m. - 11:00 aan. Break

11:00 aan. - 11:45 aan. Cultural and Ethnic Issues
Impacting Health

James R. Gavin, III, MD, PhD

11:45 aan. - 12:30 pan. Barriers to Effective Nutrition
Education: Clinical and Community Approaches

Brenda Broussard, RD, MPH

SUNDAY. JANUARY 24.1993

SESSION 4: The Effects of Standards of Practice on the
Delivery of Diabetes Health Care

CHAIR: Elizabeth Warren-Boulton, RN, MSN, CDE

8:30 a.m. - 9:15 a.m. Standards for Medical Care
Larry Deeb, MD

9:15 aan. - 10:00 aan. Guidelines for Foot Care
Gayle E. Reiber, PhD

11:00 aan. - 11:45 aan. Guidelines for the Care of the
Pregnant Diabetic Woman

John L. Kitzmiller, MD

10:00 a.m. - 11:00 a.m. Break

11:45 a.m. - 12:30 aan. Standards for Patient Education
Elizabeth Warren-Boulton, RN, MSN, CDE



G E N E R A L I N F O R M A T I O N

Exhibits
An exposition with over 30 companies will feature the most
up-to-date products and services available for diabetes
treatment. Time is included in the course program for atten-
dees to visit the exhibits to review the latest developments in
diabetes care. Morning coffee breaks will be served in the
exhibit hall. NO ONE UNDER THE AGE 16 WILL BE
PERMITTED IN THE EXHIBIT HALL.

Exhibit Hours: Friday, January 22 10:00am - 2:00pm

Saturday, January 23 10:00am - 2:00pm

Registration
Return the enclosed registration form with payment by check,
money order, MasterCard, VISA or American Express to the
American Diabetes Association. All checks and money orders
must be payable in US funds and drawn on a US bank.
Registration is not official until payment is received.

The registration fee (see schedule below) includes course
materials and admission to all sessions, exhibits and social
events. Registration will be confirmed if postmarked by
December 28, 1992. Students, fellows and residents must
include certification of status to obtain the reduced rate.
Guest registration will admit individuals to the exhibit floor
and social functions only.

Registration Fees

ADA Professional Member [MD]
Nonmember [MD]

Postmarked
on or before
December 4

$250
$430

ADA Professional Member [nonMD] $165
Nonmember [nonMD] $250

Student/Fellow/Resident

One Day Registration

Guest Registration

$125

$125

$50

Postmarked
on or after
December 5
or on-site

$300
$500

$210
$310

$170

$125 Day

$50

One year membership to American Diabetes Association is
included in the non-member fees. You may decline member-
ship with American Diabetes Association; but you must still
pay the non-member fee. A complete membership application
will be mailed to you upon receipt of registration.

Cancellation Policy-
Ail cancellation requests must be submitted in writing and
postmarked on or before December 28, 1992. Cancellations
postmarked before November 6 will receive a full refund less
$50 processing fee. Cancellations postmarked between

November 7 and December 28 will receive a registration
refund less 50%. Cancellations postmarked after December
28, 1992 will not be honored.

Registration/Information Desk Hours

Thursday, January 21 4:00pm - 9:00pm

Friday, January 22 7:30am - 6:00pm

Saturday, January 23 7:30am - 5:00pm

Sunday, January 24 7:30am - 2:00pm

Program Objectives
AADE ADVANCED STUDIES INSTITUTE FOR
DIABETES EDUCATION (ASIDE)

Courses from the American Association of Diabetes
Educators' Advanced Studies Institute for Diabetes Education
will again be offered in conjunction with the ADA
Postgraduate Course. The Institute consists of a series of
interrelated courses emphasizing experiential learning activi-
ties. Certain education and experience requirements must be
met in order to be admitted to the Institute. Once admitted,
candidates must successfully complete six core courses and six
electives in areas which include diabetes education, complica-
tions, health care systems and settings, psychosocial, research,
and business management.

The core course on Diabetes Complications and elective
courses on "Teaching Patients with Low Literacy Skills" will
be scheduled on free afternoons so as not to conflict with the
Postgraduate sessions. Significant preparatory work must be
completed prior to the onsite workshops and enrollment is
limited to 32 students per course.

Further information about registration materials and dead-
lines for ASIDE are available ONLY from the AADE National
Office, 444 North Michigan Avenue, Suite 1240, Chicago,
Illinois 60611; telephone 1-800-338-DMED. The ASIDE fee
is separate from the Postgraduate Course registration fee.

Accreditation
The American Diabetes Association is accredited by the
Accreditation Council for Continuing Medical Education
to sponsor continuing medical education for physicians.

The American Diabetes Association is approved as a
provider of continuing education in nursing by the Virginia
Nurses' Association, which is accredited as an approver of
continuing education in nursing by the American Nurses
Credentialing Center's Commission on Accreditation.

ADA also has applied to the American Dietetic Association
and the American Association of Family Physicians for
accreditation.

Credits will be distributed at the ADA Registration/
Information Desk between 12:30pm and 2:00pm on Sunday,
January 24.



PREREGISTRATION FORM
Please register only one person per form. This form can be copied for additional registrants.

Section A: Personal Data
Academic degree(s) • MD • DO • PhD • RN • RD • RPH • Other

Please print or type all information clearly

First Name Ml Last Name

Title Affiliation

Mailing Address

City State Country Zip Code

Business Phone Number Business Fax Number

Specialty Area (check one) Type of Practice (check one)
G Adult Endocrinology G Pediatrics G Clinic G Research
G Epidemiology G Pediatric Endocrinology G Corporate G Academic
• Family Practice G Pharmacology G Hospital G Student
G Geriatrics G Podiatry G Private Practice G Government/Military
G Internal Medicine G Psychology G Public Health G Other (please indicate)
G Nursing Q Public health Q HMO
G Nutrition . G Research
G Opthalmology G Other (please indicate)
Q Ob/Gyn

Section B: Registration Fees
Postmarked on Postmarked on or after
or before December 4 December 5 or on site

ADA Professional Member (MD) $ 250 $ 300
Nonmember (MD) $430 $500

ADA Professional Member (non MD) $ 165 $210
Nonmember (non MD) $250 $310

Student/Fellow/Resident $125 $170

One Day Registration $ 125 $ 125

Indicate day that you will attend:

Guest Registration $ 50 $ 50
One year membership to ADA is included in the non-member fees. You may decline membership with ADA; but you must still pay
the non-member fee. Please authorize that you would like to become a member of ADA by signing:

Cancellation Policy
All cancellation requests must be submitted in writing and postmarked on or before December 28, 1992. Cancellations postmarked
before November 6 will receive a full refund less $50 processing fee. Cancellations postmarked between November 7 and December
28 will receive a registration refund less 50%. Cancellations postmarked after December 28, 1992 will not be honored.

Section C: Payment of Fees
Registration Fee $

Method of Payment (Checks and money ordersmust be made payable to the American Diabetes Association and must be payable in
US funds drawn on a US bank.) G Check G Money Order G American Express G VISA G MasterCard

Card Issued in the name of: (please print) Card Number Expiration Date:
I authorize American Diabetes Association to charge the total payment fee indicated on this form to my credit card.

Signature:

Section D: Mailing Information
Please complete and return this form, with payment to: American Diabetes Association, Department 0825, McLean, VA 22109-0825
If you have questions regarding registration, please contact the ADA Meetings Department at (703) 549-1500 ext. 330
Fax number (703) 836-7439

For ADA Use only: Check No: B/PCharge:. AMEX/VISA/MC Amount Received: Date Received:



e Recommendation
We Think Von Netd.
6 • These manuals contain concepts
that are essential to the education of

every person who undertakes the care of
persons with diabetes mellitus. They
are highly recommended for medical

students, resident physicians, and nurse
lcians.

sician's Guid
Insulin-Depenc

(Type D Dial?

Roger W. Turklngton. MD
Book Review, JAMA, Mm26, 1989

Vol. 20, p. 3037, Copyright 1989

physician.s G

Authoritative Resources from the
American Diabetes Association.

I am an ADA member and want to take advantage of my
member discount.
My Membership Number is .
(See mailing label on Diabetes Forecast)

Please send me
copies, Physician's Guide to IDDM #PTIPG
ADA Members: $17.95; Nonmembers: $19.95 $
sets, IDDM Slide Presentation #PTISS. ADA
Members: $81.00; Nonmembers: $90.00 $
copies, Physician's Guide to NIDDM #PTIIPG.
ADA Members: $17.95; Nonmembers: $19.95 $
sets, NIDDM Slide Presentation #PTIISS.
ADA Members: $81.00; Nonmembers: $90.00 $

Publications Subtotal $ .

VA Residents add 4.5% State Sales Tax $.

Add Shipping & Handling (see chart) $ .

TOTAL $.

os«s and
eatment

Color slide programs, designed to follow the Guides, are available
for group presentations. Presenter's scripts are included.

Name

Address

City

State Zip

PJ393O2
Shipping & Handling Chart (calculate using publications subtotal)
up to $5.00 $1.75 $25.01-$50.00 $5.50
$5.01-$10.00 $3.00 over $50.00 . 10% of order
$10.01-$25.00 $4.50
To order, send your check or money order payable to the American
Diabetes Association, 1970 Chain Bridge Road, McLean, VA
22109-0592. Please allow 6-8 weeks for domestic delivery- Add $3.00
to shipping & handling for each additional "ship to" address. Add
$15.00 to shipping & handling for air A A m o r i r a n
shipped orders outside the U.S. Prices J k n a h o t o c
subject to change without notice. M^L. U i a D e i e S

A r % . Association.



AN EQUIVALENT1 AND COST-EFFECTIVE ALTERNATIVE
INTERCHANGEABLE WITH THE LEADING BRAND1

LEVO-T™/'SYNTHROID *
IN A CLINICAL STUDY COMPARING THERAPY IN 31 HYPOTHYROID PATIENTS — EQUIVALENT IN ALL THYROID INDICES'

THYROID INDEX
Triiodothyronine (%)

Thyroxine (|ig/dL)

Free thyroxine index

Thyroid stimulating

hormone {TSH)(,iU/mL)

NORMAL RANGE

4.6-11.9

LEVO-T™ SYNTHROID
41.12 + 3.24
10.87 i 2.57

4.43 + 0.93

4.05 + 8.71

41.16

10.45

4.27

3.43

±3.47

+ 2.53

0.98

t 5.41

Thirty-one patients completed the study. N=25 and 26 for the TSH test and reference values, respectively,

due to TSH concentrations below Hie limit ol assay detection (<0.1 jiU/mL) in the remaining subjects.

"NS-differences not statistically significant (P<0.05) ANOVA.

• COMPARABLE IN POTENCY AND CONTENT UNIFORMITY'
• NO DIFFERENCE IN FREQUENCY AND SEVERITY OF ADVERSE EFFECTS'

PRICED LOWER THAN THE LEADING BRAND ... AND LEDERLE
WILL NOT INCREASE ITS PRICE BEFORE 1995

SlANCARD S^d'Jcts " = F
l£~ J I * \ U D U C I J People and Service M O W

Please see full Prescribing Information accompanying this ad. especially Warnings. Adverse Reactions, and Precautions



LEVO-T™ Levothyroxine Sodium Tablets, USP
DESCRIPTION

LEVO-T contains synthetic crystalline L-3,3',5,5'-
tetraiodothyronine sodium salt [levothyroxine (T4) sodium].
Synthetic T4 is similar to that produced in the human thyroid
gland. T4 contains four iodine atoms and is formed by the
coupling of two molecules of diiodotyrosine (DIT).

Levothyroxine (T4) sodium has an empirical formula of
Ci5Hiol4NNa04xH20 and a molecular weight of 798.86
(anhydrous).

LEVO-T tablets contain the following inactive ingredients:
Microcrystalline Cellulose NF, Pregelatinized Starch NF, Lactose
NF (Anhydrous), and Magnesium Stearate NF. The following are
the color additives per tablet strength:
Strength (meg) Color Additive(s)

LEVO-T™ Levothyroxine Sodium Tablets, USP
hypersensitivity to any of their active or extraneous constituents.
There is no well documented evidence from the literature,
however, of true allergic or idiosyncratic reactions to thyroid
hormone.
WARNINGS
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FD&C Yellow No. 6 Aluminum Lake

None

FD&C Red No. 40 Aluminum Lake
FD&C Blue No. 2 Aluminum Lake

D&C Yellow No. 10 Aluminum Lake
D&C Red Lake Blend (D&C Red No. 27
Lake and D&C Red No. 30 Lake)

FD&C Yellow No. 6 Aluminum Lake
FD&C Red No. 40 Aluminum Lake
FD&C Blue No. 1 Aluminum Lake

FD&C Blue No. 2 Aluminum Lake

D&C Yellow No. 10 Aluminum Lake
D&C Red No. 27 Aluminum Lake

D&C Yellow No. 10 Aluminum Lake
FD&C Yellow No. 6 Aluminum Lake
FD&C Blue No. 1 Aluminum Lake

CLINICAL PHARMACOLOGY
The steps in the synthesis of thyroid hormones are controlled

by thyrotropin (Thyroid Stimulating Hormone, TSH) secreted by
the anterior pituitary. This hormone's secretion is in turn
controlled by a feedback mechanism effected by the thyroid
hormones themselves and by thyrotropin releasing hormone
(TRH), a tripeptide of hypothalamic origin. Endogenous thyroid
hormone secretion is suppressed when exogenous thyroid
hormones are administered to euthyroid individuals in excess of
the normal gland's secretion.

The mechanisms by which thyroid hormones exert their
physiologic action are not well understood. These hormones
enhance oxygen consumption by most tissues of the body and
increase the basal metabolic rate and the metabolism of
carbohydrates, lipids, and proteins. Thus they exert a profound
influence on every organ system in the body and are of particular
importance in the development of the central nervous system.

The normal thyroid gland contains approximately 200 meg
of levothyroxine (T4) per gram of gland, and 15 meg of
triiodothyronine (T3) per gram. The ratio of these two hormones
in the circulation does not represent the ratio in the thyroid
gland, since about 80% of peripheral triiodothyronine comes from
monodeiodination of levothyroxine at the 5 position (outer ring).
Peripheral monodeiodination of levothyroxine at the 5 position
(inner ring) results in the formation of reverse triiodothyronine
(1T3), which is calorigenically inactive. These facts would seem to
advocate levothyroxine as the treatment of choice for the
hypothyroid patient and to militate against the administration of
hormone combinations which, while normalizing thyroxine
levels may produce triiodothyronine levels in the thyrotoxic
range.

Triiodothyronine (T3) level is low in the fetus and newborn,
in old age, in chronic caloric deprivation, hepatic cirrhosis, renal
failure, surgical stress, and chronic illnesses representing what
has been called the "low triiodothyronine syndrome."

Phamtacokinetics: Animal studies have shown that T4 is
only partially absorbed from the gastrointestinal tract The degree
of absorption is dependent on the vehicle used for its
administration and by the character of the intestinal contents, the
intestinal flora, including plasma protein, soluble dietary factors,
all of which bind thyroid and thereby make it unavailable for
diffusion.

Depending on other factors, absorption has varied from 48%
to 79% of the administered dose. Fasting increases absorption.
Malabsorption syndromes, as well as dietary factors (children's
soybean formula, concomitant use of anionic exchange resins
such as cholestyramine),cause excessive fecal loss.

More than 99% of circulating hormones are bound to serum
proteins, including thyroxine-binding globulin (TBG), thyroxine-
binding prealbumin (TBPA), and albumin (TBa), whose
capacities and affinities vary for the hormones. The higher affinity
of levothyroxine (T4) for both TBG and TBPA as compared to
triiodothyronine (T3) partially explains the higher serum levels
and longer half-life of the former hormone. Both protein-bound
hormones exist in equilibrium with minute amounts of free
hormone, the latter accounting for the metabolic activity.

Deiodination of levothyroxine (T4) occurs at a number of
sites, including liver, kidney, and other tissues. The conjugated
hormone, in the form of glucuronide or sulfate, is found in the
bile and gut where it may complete an enterohepatic circulation.
Eighty-five percent of levothyroxine (T4) metabolized daily is
deiodinated.
INDICATIONS AND USAGE

LEVO-T is indicated:
1. As replacement or supplemental therapy in patients with

hypothyroidism of any etiology, except transient hypothyroidism
during the recovery phase of subacute thyroiditis. This category
includes cretinism, myxedema, and ordinary hypothyroidism in
patients of any age (children, adults, the elderly), or state
(including pregnancy); primary hypothyroidism resulting from
functionaTtteficiency, primary atrophy, partial or total absence of
thyroid gland, or the effects of surgery, radiation, or drugs, with or
without the presence of goiter, and secondary (pituitary), or tertiary
(hypothalamic) hypothyroidism (see CONTRAINDICATIONS
and PRECAUTIONS).

2. As a pituitary TSH suppressant, in the treatment or
prevention of various types of euthyroid goiters, including thyroid
nodules, subacute or chronic lymphocytic thyroiditis
(Hashimoto's), multinodular goiter, and in the management of
thyroid cancer.

3. As a diagnostic agent in suppression tests to aid in the
diagnosis of suspected mild hyperthyroidism or thyroid gland
autonomy.
CONTRAINDICATIONS

Thyroid hormone preparations are generally contraindicated
in patients with diagnosed but as yet uncorrected adrenal cortical
insufficiency, untreated thyrotoxicosis, and apparent

Drugs with thyroid hormone activity, alone or together
with other therapeutic agents, have been used for the
treatment of obesity. In euthyroid patients, doses within
the range of daily hormonal requirements are ineffective
for weight reduction. Larger doses may produce serious or
even life threatening manifestations of toxicity,
particularly when given in association with
sympathomimetic amines such as those used for their
anorectic effects.

The use of thyroid hormones in the therapy of obesity, alone
or combined with other drugs, is unjustified and has been shown
to be ineffective. Neither is their use justified for the treatment of
male or female infertility unless this condition is accompanied by
hypothyroidism.

PRECAUTIONS
General: Thyroid hormones should be used with great

caution in a number of circumstances where the integrity of the
cardiovascular system, particularly the coronary arteries, is
suspected. These include patients with angina pectoris or the
elderly, who have a greater likelihood of occult cardiac disease. In
these patients, therapy should be initiated with low doses, ie, 25 to
50 meg levothyroxine (T4). When, in such patients, a euthyroid
state can only be reached at the expense of an aggravation of the
cardiovascular disease, thyroid hormone dosage should be
reduced.

Thyroid hormone therapy in patients with concomitant
diabetes mellitus or insipidus or adrenal cortical insufficiency
aggravates the intensity of their symptoms. Appropriate
adjustments of the various therapeutic measures directed at these
concomitant endocrine diseases are required. The therapy of
myxedema coma may require simultaneous administration of
glucocorticoids (see DOSAGE AND ADMINISTRATION).

Hypothyroidism decreases and hyperthyroidism increases the
sensitivity to oral anticoagulants. Prothrombin time should be
closely monitored in thyroid treated patients on oral
anticoagulants and dosage of the latter agents adjusted on the
basis of frequent prothrombin time determinations. In infants,
excessive doses of thyroid hormone preparations may produce
craniosynostosis.

Information for the Patient: Patients on thyroid
hormone preparations and parents of children on thyroid therapy
should be informed that

1. Replacement therapy is to be taken essentially for life, with
the exception of cases of transient hypothyroidism, usually
associated with thyroiditis, and in those patients receiving a
therapeutic trial of the drug.

2. They should immediately report during the course of
therapy any signs or symptoms of thyroid hormone toxicity, eg,
chest pain, increased pulse rate, palpitations, excessive sweating,
heat intolerance, nervousness, or any other unusual event.

3. In case of concomitant diabetes mellitus, the daily dosage
of antidiabetic medication may need readjustment as thyroid
hormone replacement is achieved. If thyroid medication is
stopped, a downward readjustment of the dosage of insulin or oral
hypoglycemic agent may be necessary to avoid hypoglycemia. At
all times, close monitoring of blood or urinary glucose levels is
mandatory in such patients.

4. In case of concomitant oral anticoagulant therapy, the
prothrombin time should be measured frequently to determine if
the dosage of oral anticoagulants is to be readjusted.

5. Partial loss of hair may be experienced by children in the
first few months of thyroid therapy, but this is usually a transient
phenomenon and later recovery is usually the rule.

Laboratory Tests: Treatment of patients with thyroid
hormones requires the periodic assessment of thyroid status by
means of appropriate laboratory tests, by full clinical evaluation,
or both. The TSH suppression test can be used to test the
effectiveness of any thyroid preparation bearing in mind the
relative insensitivity of the infant pituitary to the negative
feedback effect of thyroid hormones. Serum T4 levels can be used
to test the effectiveness of levothyroxine sodium. When the total
serum T4 is low but TSH is normal, a test specific to assess
unbound (free) T4 levels is warranted. Specific measurements of
T4 and T3 by competitive protein binding or radioimmunoassay
are not influenced by blood level of organic or inorganic iodine
and have essentially replaced older tests of thyroid hormone
measurements, ie, PBI, BEI, and T4 by column.

Drug Interact ions: Oral Anticoagulants: Thyroid
hormones appear to increase catabolism of vitamin K-dependent
clotting factors. If oral anticoagulants are also being given,
compensatory increases in clotting factor synthesis are impaired.
Patients stabilized on oral anticoagulants who are found to
require thyroid replacement therapy should be watched very
closely when thyroid is started. If a patient is truly hypothyroid, it
is likely that a reduction in anticoagulant dosage will be required
No special precautions appear to be necessary when oral
anticoagulant therapy is begun in a patient already stabilized on
maintenance thyroid replacement therapy.

Insulin or Oral Hypoglycemics: Initiating thyroid
replacement therapy may cause increases in insulin or oral
hypoglycemic requirements. The effects seen are poorly
understood and depend upon a variety of factors such as dose and
type of thyroid preparations and endocrine status of the patient
Patients receiving insulin or oral hypoglycemics should be closely
watched during initiation of thyroid replacement therapy.

Cholestyramine: Cholestyramine binds both T4 and T3 in the
intestine, thus impairing absorption of these thyroid hormones.
In vitro studies indicate that the binding is not easily reversed.
Therefore, 4 to 5 hours should elapse between administration of
cholestyramine and thyroid hormones.

Estrogen, Oral Contraceptives: Estrogens tend to increase
serum thyroxine-binding globulin (TBG). In a patient with a
nonfunctioning thyroid gland who is receiving thyroid
replacement therapy, free levothyroxine may be decreased when
estrogens are started thus increasing thyroid requirements.
However, if the patient's thyroid gland has sufficient function, the
decreased free thyroxine will result in a compensatory increase in
thyroxine output by the thyroid. Therefore, patients without a
functioning thyroid gland who are on thyroid replacement
therapy may need to increase their thyroid dose if estrogens or
estrogen-containing oral contraceptives are given.

Drug/Laboratory Test Interactions: The following
drugs or moieties are known to interfere with some laboratory
tests performed in patients on thyroid hormone therapy:
Androgens, corticosteroids, estrogens, oral contraceptives

LEVO-T™ Levothyroxine Sodium Tablets, USP
containing estrogens, iodine-containing preparations, and the
numerous preparations containing salicylates.

1. Changes in TBG concentration should be taken into
consideration in the interpretation of T4 and T3 values.
Pregnancy, estrogens, and estrogen-containing oral
contraceptives increase TBG concentrations. TBG may also be
increased during infectious hepatitis. Decreases in TBG
concentrations are observed in nephrosis, acromegaly, and after
androgen or corticosteroid therapy. Familial hyper- or
hypothyroxine-binding-globulinemias have been described. The
incidence of TBG deficiency approximates 1 in 9,000. The binding
of thyroxine by TBPA is inhibited by salicylates. In such cases, the
unbound (free) hormone should be measured. Alternatively, an
indirect measure of free thyroxine, such as the Free Thyroxine
Index (FTI) may be used.

2. Medicinal or dietary iodine interferes with all in vivo tests
of radioiodine uptake, producing low uptakes which may not
indicate a true decrease in hormone synthesis.

3. The persistence of clinical and laboratory evidence of
hypothyroidism in spite of adequate dosage replacement indicates
either poor patient compliance, poor absorption, or inactivity of
the preparation. Intracellular resistance to thyroid hormone is
quite rare, and is suggested by clinical signs and symptoms of
hypothyroidism in the presence of high serum T4 levels.

Carcinogenesis, Mutagenesis, and Impairment of
Fertility: A reported association between prolonged thyroid
therapy and breast cancer has not been confirmed and patients
on thyroid for established indications should not discontinue
therapy. No confirmatory long-term studies in animals have been
performed to evaluate carcinogenic potential, mutagenicity, or
impairment of fertility in either males or females.

Pregnancy—Category A: Thyroid hormones do not
readily cross the placental barrier. The clinical experience to date
does not indicate any adverse effect on fetuses when thyroid
hormones are administered to pregnant women. On the basis of
current knowledge, thyroid replacement therapy to hypothyroid
women should not be discontinued during pregnancy.

Nursing Mothers: Minimal amounts of thyroid hormones
are excreted in human milk. Thyroid is not associated with
serious adverse reactions and does not have known tumorigenic
potential. While caution should be exercised when thyroid is
administered to a nursing woman, adequate replacement doses of
levothyroxine are generally needed to maintain normal lactation.

Pediatric Use: Pregnant mothers provide little or no
thyroid hormone to the fetus. The incidence of congenital
hypothyroidism is relatively high (1 in 4,000) and the
hypothyroid fetus would not derive any benefit from the small
amounts of hormone crossing the placental barrier. Routine
determinations of serum T4 and/or TSH is strongly advised in
neonates in view of the deleterious effects of thyroid deficiency on
growth and development.

Treatment should be initiated immediately upon diagnosis,
and maintained for life, unless transient hypothyroidism is
suspected; in which case, therapy may be interrupted for 2 to 8
weeks after the age of 3 years to reassess the condition. Cessation
of therapy is justified in patients who have maintained a normal
TSH during those 2 to 8 weeks.
ADVERSE REACTIONS

Adverse reactions other than those indicative of hyperthyroidism
because of therapeutic overdosage, either initially or during the
maintenance periods, are rare (see OVERDOSAGE).
OVERDOSAGE

Signs and Symptoms: Excessive doses of thyroid result in
hypermetabolic state resembling in every respect the condition of
endogenous origin. The condition may be self-induced.

Treatment of Overdosage: Dosage should be reduced or
therapy temporarily discontinued if signs and symptoms of
overdosage appear. Treatment may be reinstated at a lower
dosage. In normal individuals, normal hypothalamic-pituitary-
thyroid axis function is restored in 6 to 8 weeks after thyroid
suppression.

Treatment of acute massive thyroid hormone overdosage is
aimed at reducing gastrointestinal absorption of the drugs and
counteracting central and peripheral effects, mainly those of
increased sympathetic activity. Vomiting may be induced initially
if further gastrointestinal absorption can reasonably be prevented
and barring contraindications such as coma, convulsions, or loss
of the gagging reflex. Treatment is symptomatic and supportive.
Oxygen may be administered and ventilation maintained. Cardiac
glycosides may be indicated if congestive heart failure develops.
Measures to control fever, hypoglycemia, or fluid loss should be
instituted if needed. Antiadrenergic agents, particularly
propranolol, have been used advantageously in the treatment of
increased sympathetic activity. Propranolol may be administered
intravenously at a dosage of 1 to 3 mg over a 10-minute period or
orally, 80 to 160 mg/day, especially when no contraindications
exist for its use. Other adjunctive measures may include
administration of cholestyramine to interfere with thyroxine
absorption, and glucocorticoids to inhibit conversion of T4 to T3.
DOSAGE AND ADMINISTRATION

The dosage and rate of administration of LEVO-T are
determined by the indication and must in every case be
individualized according to patient response and laboratory
findings.

Hypothyroidism: LEVO-T is usually instituted using low
doses, with increments which depend on the cardiovascular status
of the patient The usual starting dose is 50 meg, with increments
of 25 meg every 2 to 3 weeks. A lower starting dosage, 25 meg/day
or less, is recommended in patients with longstanding
hypothyroidism, particularly if cardiovascular impairment is
suspected, in which case extreme caution is recommended. The
appearance of angina is an indication for a reduction in dosage.
Most patients require not more than 200 meg/day. Failure to
respond to doses of 300 meg suggests lack of compliance or
malabsorption. Adequate therapy usually results in normal TSH
and T4 levels after 2 to 3 weeks of the maintenance dose.

Readjustment of LEVO-T tablets dosage should be made
within the first 4 weeks of therapy, after proper clinical and
laboratory evaluations.

TSH Suppression in Thyroid Cancer, Nodules,
Euthyroid Goiters: Exogenous thyroid hormone may produce
regression of metastases from follicular and papillary carcinoma
of the thyroid and is used as ancillary therapy of these conditions
following surgery or radioactive iodine. Medullary carcinoma of
the thyroid is usually unresponsive to this therapy. TSH should be
suppressed to low or undetectable levels. Therefore, larger
amounts of thyroid hormone than those used for replacement
therapy are frequently required. This therapy is also used in
treating nontoxic solitary nodules and multinodular goiters, and
to prevent thyroid enlargement in chronic (Hashimoto's)
thyroiditis.

LEVO-T™ Levothyroxine Sodium Tablets, USP
Thyroid Suppress ion Therapy: Administration of

thyroid hormone in doses higher than those produced
physiologically by the gland results in suppression of the
production of endogenous hormone. This is the basis for the
thyroid suppression test and is used as an aid in the diagnosis of
patients with signs of mild hyperthyroidism in whom base line
laboratory tests appear normal, or to demonstrate thyroid gland
autonomy in patients with Grave's ophthalmopathy. '311 uptake is
determined before and after the administration of the exogenous
hormone. A 50% or greater suppression of uptake indicates a
normal thyroid-pituitary axis and thus rules out thyroid gland
autonomy.

For adults, the average suppressive dose of levothyroxine (T4)
is 2.6 meg/kg of body weight per day given for 7 to 10 days. These
doses usually yield normal serum T4 and T3 levels and lack of
response to TSH.

Levothyroxine sodium should be administered cautiously to
patients in whom there is a strong suspicion of thyroid gland
autonomy, in view of the fact that the exogenous hormone effects
will be additive to the endogenous source.

Pediatric Dosage: Pediatric dosage should follow the
recommendations summarized in Table I. In infants with
congenital hypothyroidism, therapy with full doses should be
instituted as soon as the diagnosis has been made Levothyroxine
sodium tablets may be given to infants and children who cannot
swallow intact tablets by crushing the proper dose tablet and
suspending the freshly crushed tablet in a small amount of water
or formula. The suspension can be given by spoon or dropper. DO
NOT STORE THE SUSPENSION FOR ANY PERIOD OF TIME. The
crushed tablet may also be sprinkled over a small amount of
food, such as cooked cereal or apple sauce.

Table I

RECOMMENDED PEDIATRIC DOSAGE FOR CONGENITAL
HYPOTHYROIDISM*

LEVO-T (Levothyroxine Sodium Tablets,USP)
Daily dose per kg

Age Doses per day of body weight

0-6 months

6-12 months

1-5 years

6-12 years

25-50 meg

50-75 meg

75-100 meg

100-150 meg

8-10 meg

6-8 meg

5-6 meg

4-5 meg

*To be adjusted on the basis of clinical response and laboratory
tests (see Laboratory Tests).
HOW SUPPLIED
Levothyroxine Sodium Tablets, USP are supplied as scored, color-

coded, potency-marked tablets as follows:
25 meg, orange, marked 25 and LL on one side and LEVO-T on the
other side:
NDC 0205-3610-43 Bottle of 100
NDC 0205-3610-34 Bottle of 1000
50 meg, white, marked 50 and IX on one side and LEVO-T on the
other side:
NDC 0205-3611-43 Bottle of 100
NDC 0205-3611-34 Bottle of 1000
75 meg, violet, marked 75 and LL on one side and LEVO-T on the
other side:
NDC 0205-3612-43 Bottle of 100
NDC 0205-3612-34 Bottle of 1000
100 meg, yellow, marked 100 and IX on one side and LEVO-T on
the other side:
NDC 0205-3613-43 Bottle of 100
NDC 0205-3613-34 Bottle of 1000
125 meg, brown, marked 125 and LLon one side and
LEVO-T on the other side:
NDC 0205-3614-43 Bottle oflOO
NDC 0205-3614-34 Bottle of 1000

150 meg, blue, marked 150 and LL on one side and LEVO-T on the
other side:
NDC 0205-3615-43 Bottle oflOO
NDC 0205-3615-34 Bottle of 1000
200 meg, pink, marked 200 and IX on one side and LEVO-T on the
other side:
NDC 0205-3616-43 Bottle of 100
NDC 0205-3616-34 Bottle of 1000
300 meg, green, marked 300 and IX on one side and
LEVO-T on the other side:
NDC 0205-3617-43 Bottle of 100
NDC 0205-3617-34 Bottle of 1000
Store at controlled room temperature 15°-3O°C (59°-86°F).

CAUTION:
Federal law prohibits dispensing without a prescription.
Manufactured by
MOVA PHARMACEUTICAL CORPORATION
Caguas, Puerto Rico 00725

For
LEDERLE PARENTERALS INC.
Carolina, Puerto Rico 00630

Distributed by
LEDERLE LABORATORIES DIVISION
American Cyanamid Company
Pearl River, New York 10965 Rev ^

MV114258-91

SlANDARD
^ P R O D U C T S

' Synthroid* is a registered trademark of Boots Pharmaceuticals, Inc.
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