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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.
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DIABETE:
1991 VITAL

STATISTICS More Than
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.

l"Ye~s! copies of Diabetes: 1991 Vital Statistics at $6.25 per copy for members orPlease send me
$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
Upto$5.00 add $1.75

$5.01-$10.00 add $3.00

$1001-325.00 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:

i \ American Diabetes Association®
1970 Chain Bridge Road
McLean, VA 22109-0592

State Zip
PJ393O1

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.



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

City/State/Zip

(No PO Boxes Please)

PA residents add 6% sales tax

We also accept American Express, Visa, MasterCard and
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,

M GREAT SOUTHWEST
Practice Opportunities

Practice opportunities are now available in the following
communities where Humana owns and operates hospitals:

BEAUMONT. TEXAS - A 36-year-old Endocrinolpgist
seeks associate for his 100% Endocrinology practice in
a 300,000 service area. He is medical director of the
25-bed Diabetes Unit at our 250-bed hospital.

DALLAS. TEXAS - A busy two-man group in North
Dallas now recruiting a third member. Their 100%
Endocrinology practice is located on campus of our
555-bed hospital.

LAS VEGAS. NEVADA - Our 688-bed hospital is
seeking a Medical Director for its 15-bed Diabetes Unit,
which has capacity to expand to 32-beds. It is sup-
ported by specialized physicians and nursing staff,
clinical research and latest technology. Also, option to
associate with an established Endocrinologist.

For more information send CV to Gordon Crawford,
Professional Recruitment, Humana Inc., Dept. DI7-2D,
P.O. Box 1438, Louisville, KY 40201-1438, or call TOLL
FREE 1-800-626-1590, ext. 245.

CLASSIFIED
ADVERTISING

Diabetes Classified Ad rates are:

VA Page $495 (for members of ADA, $370)
V% Page $250 (for members of ADA, $180)

For information on closing dates; Copy and
Contract Policies; and Classified Advertising
rates for Diabetes Care, contact:

Peggy B.Abbott
American Diabetes Association

1660 Duke Street
Alexandria, VA 22314

Telephone: 1-800-232-3472 ext. 312
or 1-703-549-1500

FAX: 1-703-683-2890



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.



The world's eading diabetes experts
just wrote ihe 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.

msr 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:

A American Diabetes Association®
1970 Chain Bridge Road
McLean, VA 22109-0592

State Zip
PJ49202

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.



Because One Size Doesn't Fit All...
Humulin (S)Eh Lilly and Company can suit all your

needs with the most complete line of human
insulins available.
Featuring Humulin 70/30* and our latest
addition to the premised line, Humulin 50/50+
-especially useful in situations in which
a greater insulin response is desirable for
greater glycemic control.

human insulin X J l ^
[recombinant DNA origin]

Tailor-made options in
insulin therapy
WASHING: Any change of insulin should be made cautiously
and only under medical supervision.

'Humulin8 70/30 (70% human insulin isophane suspension,
30% human insulin injection (recombinant DNA origin]).

'Humulin® 50/50 (50% human insulin isophane suspension,
50% human insulin injection [recombinant DNA origin]).

V-' - •,

Global Excellence in Diabetes Care
Eli Lilly and Company

Indianapolis, Indiana
46285

HI-7917-T-3493O3 O19S3. ELI LILLY AND COMPANY




