
Accu-Chek9 Advantage8 System
More in a meter. For the most out of life".

You can bet they're not thinking about blood glucose testing. You see, with more of the features

that people prefer, the Accu-Chek® Advantage® blood glucose monitoring system makes people more

comfortable with testing, so they can get the most out of life.

That's what happens when you continually improve on a

meter that's already preferred by 3 out of 4* testers. For example, our

latest innovation is a new strip that needs only 9 uL—30% less blood.

When you add it all up, the more comfortable your patients

are with their meters, the more they'll get out of life—which may be

the best feature of all.
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Novolin* 70130

70% NPH, Human Insulin Isophane Suspension and 30% Regular,
Human Insulin Injection (recombinant DNA origin), 1.5 mL cartridge

NovoFine«>30 Disposable Needle
30 gauge x 1/3" (8 mm)

A NEW INSULIN DELIVERY SYSTEM FROM NOVO NORDISK



Say hello to an insulin delivery system that's

small enough to fit in your patients' pockets,

and big enough to change their lives.

The NovoPen® 1.5 System is a completely

new insulin pen. It's quick. Discreet. Solid and

sleek. It carries a 150-unit insulin cartridge which can be

replaced in seconds. A dose of up to 40 units can be set

accurately to within one

unit. It is available for

use with a variety of

insulin formulations-

Novolin® N, R, or 70/30

Human Insulin (recombinant DNA origin). A cartridge in

use requires no refrigeration.

Preparing the pen is easy. Then, just dial the dose.

Insert the needle. Push the button. NovoFine® 30 disposable

needle, the finest and shortest insulin needle available in

the U.S., may ease the pain.

For complete information, including product

availability, call us at 1-800-727-6500 and say hello.

NovoPen AS
I n s u l i n D e l i v e r y S y s t e m

The best shape insulin's ever been in.

WARNING: ANY CHANGE IN INSULIN SHOULD BE MADE CAUTIOUSLY AND ONLY UNDER MEDICAL SUPERVISION.



I
Novo Nordisk is dedicated to diabetes care.

For more than 70 years, every major break-

through in insulin formulation has originated

in our laboratories, including the first

human insulin, the first premixed insulin, and

NPH, the most widely used insulin formulation

in the world.

More than a million people use Novo Nordisk insulin

delivery systems every day. As a worldwide leader,

we're committed to offering new

and better solutions to help eliminate

the burdens of the disease, and to

improving the quality of life for

people with diabetes.

© 1996 Novo Nordisk Pharmaceuticals Inc. Novoliru,NovoPenii, PenFilk,and NovoFine* are trademarks of Novo Nordisk A/S. 645-96 Printed in the U.S.A.



Carbohydrate Counting is Here!

1/VJjy JiV

' arbohydrate Counting is a new
diabetes meal planning approach

«found to be effective during the
Diabetes Control and Complications
Trial (DCCT). Studies have proven that
carbohydrate(CHO) intake is the main
factor affecting blood glucose, and that
although they vary in nutritive value, all
carbohydrates have nearly equal impact
on blood sugar. Therefore, emphasis is
placed on the total amount of CHO con-
sumed, rather than the type.

Carbohydrate Counting gives patients
more food choices and greater meal
planning flexibility. And because it
offers a more precise matching of food,
activity, and medication, it can lead to
improved blood glucose control.

Order Toll-Free

1-800-AM-OMER
(232-6733)

or fax your order to:
770/442-9742

Three Levels Let You Individualize Teaching
Copublished by the American Diabetes Association and The American Dietetic
Association, these Carbohydrate Counting booklets are available at three levels
of complexity (see below) to help you meet the varied needs of your patients.
Each package includes 10 booklets and accompanying professional information.

Getting
Started
(Level 1):
Introduces the
concepts of carbo-
hydrate counting.
Patients will learn
which foods
contain carbohy-
drates and how to
consume consistent
amounts on a daily basis. Intended for all
diabetes patients (IDDM, NIDDM, or GDM).
#CCCL1
Nonmember: $18.00; Member: $15.00

Using
Carbohydrate/
Insulin Ratios
(Level 3):
Building on the skills
taught in levels 1 and
2, it teaches patients
to adjust insulin for
changes in food or
physical activity using
a ratio of carbohy-
drate intake to insulin dosage. Intended for
patients on intensive insulin management

Moving On
(Level 2):
Patients learn to
identify and
interpret patterns
in their blood glu-
cose levels based on
their food intake,
medication, and
physical activity
(known as pattern
management). Intended for any patient who has
mastered the basics of carbohydrate counting.
#CCCL2
Nonmember: $18.00; Member: $15.00

Sample Pack
Includes one copy of each

booklet and the professional
guide. #CCCSP

Nonmember: $6.00
Member: $5.00

(multiple daily injections or insulin pump) who
have mastered insulin adjustment and supple-
mentation. #CCCL3
Nonmember: $18.00; Member: $15.00

• YES! Please send me the books I've listed, and include a free catalog.
• NO. I'm not ordering right now, but please send me a free catalog.

Item# Item Name Qty Unit Price Total

Shipping & Handling Publications Subtotal $
up to $30.00 add $3.00 VAResidents add 4.5% tax $
$30.01-$50.00 add $4.00 G A Residents add 6% tax $
over $50.00 add 8% Shipping & Handling (see chart) $

Total Due $

Allow 2-3 weeks for shipment. Add $3 for each additional shipping address. Add $15 for each
address outside the U.S. Foreign orders must be paid in US funds, drawn on a US bank.

Ship To

First Name Middle Initial Last Name

Address

City/State/Zip

Phone Member # P27C86

• Payment enclosed (check or money order)
Charge my: • VISA • MC
Account Number:

• AMEX

Signature:
Mail to: American Diabetes Association

Order Fulfillment Department
PO. Box 930850
Atlanta, GA 31193-0850

. Exp. Date:. J_

A American
Diabetes

.Association.



DUALITY OF INTEREST DISCLOSURE FORM FOR AUTHORS OF ARTICLES
IN AMERICAN DIABETES ASSOCIATION PUBLICATIONS

I have read the American Diabetes Association's Duality of Interest Policy Statement (found in the January and July
issues of Diabetes and Diabetes Care), and I am indicating below that I have or have not had in the previous 12
months a relevant duality of interest with a company whose products or services are directly related to the subject
matter of my manuscript. A relevant duality of interest includes employment, membership on the board of
directors or any fiduciary relationship, membership on a scientific advisory panel or other standing scientific/
medical committee, ownership of stock, receipt of honoraria or consulting fees, or receipt of financial support or
grants for research. Company is defined as a for-profit concern engaged in the development, manufacture, or sale
of pharmaceutical or biomedical devices or supplies.

Each author must sign this form. (The form may be photocopied if needed.)

Check each area that applies
Yes No Yes No Yes No

Employment

Membership on an
advisory panel,
standing committee
or board of directors

Stock shareholder
Honoraria or
consulting fees

Grant/research
support

Author (please

type or print)

Signature

Date
For each item checked "yes," please list on a separate sheet of paper the third-party organization with whom you
have relevant affiliations or interests. Please provide sufficient information to enable the American Diabetes
Association to make an informed decision. Include i ) the nature of the activity that is a relevant duality, 2) the type
of financial arrangement, if any, between you and the third party, and 3) a description of the business or purpose
of the third party. Please see the following sample disclosures.

SAMPLE DISCLOSURES FOR AUTHORS

Employment
I am employed by Exacta Pharmaceutical Company (6250 Longwood Avenue, Any City, Missouri). My employer
manufactures and markets Pharmaceuticals related to the treatment of diabetes and its complications.

Board Membership
I am on the board of directors of the Exacta Pharmaceutical Company, a manufacturer of Pharmaceuticals related
to the treatment of diabetes.

Stock Shareholder
I, or my immediate family, hold stock in the following companies that make products related to the treatment or
management of diabetes and its complications:

XYZ Corporation
LMN Corporation

Honoraria or Consulting Fees
I have received honoraria for speaking engagements from the following:

XYZ Corporation
LMN Corporation

I am a paid consultant of the XYZ Corporation.

Grants
The XYZ Corporation is providing funds to my laboratory in order to conduct studies on a new drug to treat
diabetic neuropathy.

By answering "yes" in any category, the Association will disclose the relevant duality of interest. The Association
will make the disclosure by placing an asterisk by the author's name, and in a footnote describe the nature of the
duality of interest, e.g., stock ownership or grant support, and the third party involved.

This form must be returned with your submission. Make additional copies as needed for all authors.
Failure to complete the disclosure may delay or prevent publication of your article.



COPYRIGHT TRANSFER AND STATEMENT OF ORIGINALITY

We approve the submission of this paper to the American Diabetes Association for publication and have
taken due care to ensure the integrity of this work. We confirm that neither the manuscript nor any part of
it has been published or is under consideration for publication elsewhere (abstracts excluded). Any reference
to or use of previously published material protected by copyright is explicitly acknowledged in the
manuscript.

If this work was produced by an employee of the United States Government as part of his/her official duties,
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SAN FRANCISCO • IUNE 8.11, 1996 Sound Images, Inc. Audio Tape Order Form

ADA Post Conference Specials
56th

SCIENTIFIC
SESSIONS

American Diabetes Association

Price per Audio Tape-Sll.00 Storage Album-$7.00
D Any 12 tapes in 1 FREE Album
D Any 24 tapes in 2 FREE Albums

D Full Set of 143 tapes in 12 FREE Albums

$121.00 (Save $18.00)
$242.00 (Save $36.00)

$1307.00 (Save $350.00)

Missed the ADA 56th Scientific Sessions in San Francisco?
Here's your chance to acquire the valuable information that was offered by ordering audio tapes of the actual programming. You can fax,
mail or call your order directly to Sound Images, Inc.

Please allow about 21 days for delivery

Saturday
8:00am- 10:00am

Symposium: Pathophysiology & Risk Factors in Diabetic Foot
Disease
Oral Abstracts: Abstracts 1-8 Complications, Nephropathy

Symposium: Immunobiology of Islet Transplantation

Symposium: Exercise and the Insulin Resistance Syndrome

•ADA96-100
2 tapes

DADA96-101
2 tapes

LJADA96-102
2 tapes

UADA96-103
2 tapes

10:15am-l1:30am
DADA96-104 Discussion Session: Council on Foot Care: Current Issues in

Diabetic Foot Care
10:15am-12:15pm

Symposium: Research on Education in Diabetes: Outcomes
and Environment
Symposium: Impaired Glucose Tolerance: A Target for
Intervention
Symposium: Regulated Vesticular Trafficking

•ADA96-105
2 tapes

UADA96-106
2 tapes

DADA96-107
2 tapes

GADA96-108
2 tapes

[JADA96-109

DADA96-110

DADA96-111

• ADA96-112
2 tapes

• ADA96-113
2 tapes

DADA96-114
2 tapes

•ADA96-115
2 tapes

•ADA96-116
2 tapes

•ADA96-117
2 tapes

DADA96-118

Symposium: New Insights: Implications for NIDDM

l:15pm-2:30pm
Discussion Session: Council on Exercise: Exercise Therapy:
Who are the Providers, What are the Costs, Who Pays?
Discussion Session: Council on Education: Technology in
Diabetes Education & Management: Help or Hindrance?
Discussion Session: Provisional Council on Immunology,
Immunogenetics, and Transplantation: Normalization of Assays
for T & B Cell Autoantigens in IDDM
Discussion Session: Council on Epidemiology & Statistics:
Current Issues in Diabetes and Epidemiology

2:45pm-4:45pm
Oral Abstracts: Abstracts 37-44 Psychosocial/Behavioral

Oral Abstracts: Abstracts 9-16 Complications, Neuropathy

State-of-the-Art Lecture: Abstracts 25-30 Insulin Synthesis I

Oral Abstracts: Abstracts 17-24 Health Care Delivery

State-of-the-Art Lecture: Abstracts 31-36 Metabolism I

Current Controversy: Molecular Mimicry

Sunday
8:00am- 10:00am

DADA96-119 Symposium: Family Focus: Involving the Family in Diabetes
2 tapes Management

DADA96-120 Symposium: Novel Signaling Pathways
2 tapes

I 1ADA96-121 Symposium: Diabetes and Heart Disease
2 tapes

• ADA96-122 Symposium: Immunology and Autoimmunity
2 tapes

10:15am-12:15pm
DADA96-123 President's Address, Banting Lecture

12:30pm-l :45pm
DADA96-124 Discussion Session: Council on Molecular, Cellular, &

Biochemical Aspects of Diabetes: Opportunities for Academic
and Industrial Collaboration: Careers and Training for Industry

DADA96-125 Discussion Session: Council on Behavioral Medicine &
Psychology: Managed Care Issues for Behavioral Medicine

DADA96-126 Discussion Session: Council on Nutritional Science &
Metabolism: Nurtition Education Resources: What Works for
You? Any Changes Needed?

2:00pm-4:00pm
Mini-Symposium: Pharmacodynamics of ThiazolidinedionesDADA96-127

2 tapes
DADA96-128

2 tapes
DADA96-129

2 tapes
DADA96-130

2 tapes
QADA96-131

2 tapes
•ADA96-132

2 tapes
DADA96-133

2 tapes

DADA96-134
• ADA96-135

2 tapes
DADA96-136

2 tapes
DADA96-137

DADA96-138
DADA96-139
DADA96-140

2 tapes
DADA96-141

2 tapes
DADA96-142

DADA96-143
2 tapes

DADA96-144
2 tapes

DADA96-145
2 tapes

DADA96-146
2 tapes

DADA96-147
2 tapes

DADA96-148

Oral Abstracts: Abstracts 53-60 Clinical Diabetes

Oral Abstracts: Abstracts 45-52 Complication, Retinopathy

Poster Discussion Session: Immunology

Oral Abstracts: Abstracts 61-68 Metabolism II

Oral Abstracts: Abstracts 69-76 Gene Regulation

Current Controversy: Xenotransplantation: Current
Controversies in Correct Approaches

4:15pm-6:15pm
State-of-the-Art Lecture: Abstracts 85-90 Foot Care
Mini-Symposium: Regulation of Glucose Fluxes: What Did
We Learn From Transgenic Models?
Oral Abstracts: Abstracts 77-84 Transplantation

Meet-the-Professor: Endocrinology Training Program Issues
in the Managed Care Era
Current Controversy: Who Killed the Beta Cell?
Poster Discussion Session: Pregnancy
Oral Abstracts: Abstracts 91-98 Forms of Therapy/New
Technology
Oral Abstracts: Abstracts 99-106 Genetics

Poster Discussion Session: Psychosocial/Behavioral I

Monday
8:00am-10:00am

Oral Abstracts: Abstracts 113-120 Metabolism III

State-of-the-Art Lecture: Abstracts 107-112 Signal
Transduction I
Mini-Symposium: Non-Nutrient Regulation of Insulin
Secretion
Symposium: Update on New Treatments for the Complications
of Diabetes
Symposium: Health Care Before and After Diabetic Pregnancy

10:15am-l 1:30am
Scientific Achievement Awards Presentation, Lilly Lecture

U:45am-2:00pm
•ADA96-149 Luncheon: Senior Vice President's Address, Outstanding

Health Professional Educator in Diabetes Award

SOUND IMAGES, INC. 7388 South Revere Parkway Suite 806 Englewood, CO 80112 USA Phone: (303)649-1811 Fax: (303)790-4230



•ADA96-150

DADA96-151

GADA96-152

DADA96-153
2 tapes

•ADA96-154
2 tapes

DADA96-155
2 tapes

DADA96-156
2 tapes

DADA96-157
2 tapes

DADA96-158
2 tapes

DADA96-159
nADA96-160

2 tapes
F1ADA96-161

2 tapes

DADA96-162
2 tapes

DADA96-163
2 tapes
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2 tapes

• ADA96-165
DADA96-166

2 tapes

12:30pm-l :45pm
Discussion Session: Council on Complications: DCCT
Follow-up Study and New Data
Discussion Session: Council on Diabetes in Pregnancy:
Controversies in the Management of Gestational Diabetes
Discussion Session: Council on Diabetes in Youth:
Approaches to the Initial Management of New-onset Diabetes in
Children

2:15pm-4:15pm
State-of-the-Art Lecture: Abstracts 127-132 Lipids

State-of-the-Art Lecture: Abstracts 121-126 Metabolism IV

Meet-the-Professor: Development of Critical Pathways in
Diabetes Management

Poster Discussion: Epidemiology

Oral Abstracts: Abstracts 141-148 Nutrition/Obesity/Exercise

Oral Abstracts: Abstracts 133-140 Insulin Synthesis II

Poster Discussion Session: Hormones, Not Insulin
Current Controversy: Phosphatidylinositol 3- Kinase in
GLUT4 Translocation
Current Controversy: How Does the MHC Cause
Autoimmunity?

4:15pm-5:30pm
Discussion Session: Council on Endocrinology, Health Care
Delivery & Public Health: Proceeding with Diabetes as a
Public Health Issue: An Interactive Discussion

4:30pm-6:30pm
Oral abstracts: Abstracts 149-156 Diabetes Education
Oral Abstracts: Abstracts 157-164 Signal Transduction II

Meet-the-Professor: Global Perspectives in Diabetes Care
Oral Abstracts: Abstracts 165-172 Complications,
Macrovascular

DADA96-167
2 tapes

DADA96-168
DADA96-169

DADA96-170
2 tapes

•ADA96-171
2 tapes

DADA96-172
2 tapes

DADA96-173
2 tapes

DADA96-174

Oral Abstracts: Abstracts 173-180 Insulin Action

Meet-the-Professor: African American Women with NIDDM
Mini-Symposium: Type 1 Nutrition Practice Guidelines

Tuesday
8:00am- 10:00am

Oral Abstracts: Abstracts 181-188 Epidemiology

Symposium: Diabetes in a Managed Care Environment

Symposium: Issues in Intensive Therapy in Children and
Adolescents
Symposium: Gene Therapy for Treatment of Disease

Symposium: Insulin Signaling to Glucose: An Update on
Signal Transduction Pathways

10:15am-U :15am
DADA96-175 Kelly West Lecture

10:15am-12:15pm
Mini-Symposium: Inhibitors of Insulin ActionDADA96-176

2 tapes
DADA96-177

2 tapes
DADA96-178

DADA96-179
2 tapes

DADA96-180
2 tapes

DADA96-181
2 tapes

DADA96-182
2 tapes

•ADA96-183
2 tapes

State-of-the-Art Lecture: Abstracts 189-194 Immunology

Meet-the-Professor: Update on Classification and Disgnosis of
Diabetes Mellitus: Report from the Workgroup
Meet-the-Professor: Implantable Insulin Pumps: What is the
Future?

Oral Abstracts: Abstracts 203-210 Pregnancy

Mini-Symposium: Improving Regiment Adherence

Symposium: The Continuum of Obesity Research and
Treatment: What is on the Horizon?
Oral Abstracts: Abstracts 195-202 Complications,
Hypoglycemia

First Name Last/Family Name

Mailing Address (include business name if mailing to business address)

City, State/Country Zip/Postal Code

Daytime Telephone

C ) . . . . . . . . . .
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• Cash LlTravelers Checks • Purchase Order (submit hardcopy w/order)
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Card Number
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Shipping: Audio: Domestic: $1.00 per tape; $2.00 minimum, $10.00 maximum
International: $2.00 per tape; $6.00 minimum
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Two
Reasons to
Join ADA

Today:

Choose Your
Membership Category

Receive Members-only Discounts
(on meetings, subscriptions & more)

Introducing ADA'S Membership Categories
Fulfill Your Information Needs*
The American Diabetes Association offers two low-priced
Professional Section membership options that let you receive the
publications you want—at a price that fits your budget.
Category I-Entitles you to choose between Diabetes or Diabetes
Care, plus the opportunity to subscribe to additional ADA journals
at reduced member prices. Please note, physicians must join this
category.

Category II-Entitles you to Diabetes Spectrum and Diabetes Forecast,
plus the opportunity to subscribe to additional ADA journals at
reduced member prices.

Plus Enjoy Additional Member Benefits'
Both membership categories offer a wide range of benefits,

including discounts on ADA's Scientific Sessions, Postgraduate
Course, and other educational programs; the Professional Section
Membership Directory; eligibility for ADA research grants and
awards; one free Professional Section Council membership; local
ADA affiliate membership; the Professional Section Neivs; and
Clinical Practice Recommendations and a discount to BRS Colleague.

In-training Membership Rates-
You are eligible to become a Member-In-Training if you have
received your first professional degree within the last five years. This
qualifies you for dues at half-price. Also, you will be eligible to
subscribe to additional ADA journals at the same reduced rates as
other members.

iCheck These Exclusive Member Benefits
Your Choice of Publications

Diabetes—the world's most-cited journal of diabetes research
brings you the latest findings from the world's top scientists.

Diabetes Care—the premier journal of clinical diabetes research
and treatment. Diabetes Care keeps you current with original
research reports, news and commentaries, case studies and reviews.

Diabetes Reviews—the comprehensive review articles in ADA's
newest journal are a convenient way for the busy clinician to keep
up-to-date on what's truly new in research.

Diabetes Spectrum—translates research into practice for nurses,
dietitians, and other health-care professionals involved in patient
education and counseling.

Clinical Diabetes—for the primary-care provider as well as other
diabetes specialists, this newsletter offers articles and abstracts
highlighting recent advances in diabetes treatment.

Diabetes Forecast—ADA's magazine for patients and their families
features advice on diet, exercise, and other lifestyle changes, plus
the latest developments in new technology and research. It is a
valuable tool for patient education.

1996 Scientific Sessions Abstract Book—given out at the door to
all Scientific Sessions attendees, the Abstract Book is available
through the mail, for a small fee, if you want to receive an advance
copy or are unable to attend the meeting.

with members from different specialties who share your interest in
a specific area of diabetes research or care. One free Council
membership is included with your membership. Additional Council
memberships are available for $25 each.

Membership Directory Listing
Your link to a valuable network of more than twelve thousand diabetes
experts. Locate your colleagues by specialty, location, and
Professional Section Council membership.

Sf, Eligibility for ADA Research Grants and Awards
An exclusive benefit. Only members of the Professional Section
are eligible to receive ADA grants that support diabetes research. In
addition, annual awards are presented to physicians, diabetes
educators, and researchers to honor outstanding performance.

Discounts on ADA Scientific and Medical Programs
Save on registration for ADA's Scientific Sessions, Postgraduate
Course, and ADA-sponsored symposia. ADA meetings are
accredited for CME credits.

« J

copy

Local Affiliate Membership
Your Professional Section membership also entitles you to
membership in your local ADA affiliate where you can participate in
patient and professional education programs, network with other
professionals, and actively participate in shaping the future of ADA.

Professional Section Report
This quarterly newsletter highlights Professional Section events
and other ADA news.

FREE Council Membership
Professional Section Councils give you an opportunity to network

Free copy of Clinical Practice Recommendations
This extensive guide details the current ADA standards of clinical
care. The position statements and technical reviews in Clinical
Practice Recommendations are convenient and important resources
for all health-care professionals who care for people with diabetes.
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Dues:
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G Overseas in Training Dues:Q Domestic in Training Dues: $65
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• Diabetes (monthly): Basic research on the pathophysiology of diabetes

• Diabetes Care (monthly): Clinical care and research
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Enclose Payment and Mail Today!
G New Membership or • Renewing Membership Q Check: payable to the Ameiiean Diabetes Association
Member Dues: • Charge my • VISA • MasterCard
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• Category I (Diabetes or Diabetes Care): $75
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SOmg, 100mg

* Non-insulin-dependent diabetes mellitus (type II).

(acarbose tablets)
NIDDM management from the first bite.



Lowers Blood Glucose as an Adjunct to Diet - Alone or
With a Sulfonylurea* When Glycemic Control Cannot Be Achieved

®Precose0

The First Alpha-Glucosidase Inhibitor

Features a Unique, Nonsystemic Mode of Action1

• Works locally in the small intestine to slow carbohydrate
digestion and delay glucose absorption

1 Treats NIDDM without drug-induced hypoglycemia,
hyperinsulinemia, lactic acidosis, or weight gain2

Manages Postprandial Glucose Peaks to Improve
Glycemic Control, Reducing HbAlc Levels to Help
Prevent Diabetes Complications, eg, Retinopathy,
Neuropathy, and Nephropathy134

• Majority of side effects in clinical trials were GI in nature (abdominal pain,
diarrhea, and flatulence), related to the mode of action, and generally diminished
after 4 to 8 weeks due to adaptation of small intestine enzyme activity5

1 Precose is not recommended in patients with significant renal dysfunction
(serum creatinine > 2.0 mg/dL). Precose is contraindicated in patients with
diabetic ketoacidosis, cirrhosis, inflammatory bowel disease, colonic ulceration,
or partial intestinal obstruction

1 Because efficacy is similar across dosages > 100 mg tid, and dosages > 100 mg tid
may be associated with an increased risk of elevated serum transaminase levels,
dosages > 100 mg tid are not recommended

1 Diet and exercise always should be emphasized as primary methods for
NIDDM management

• Precose itself does not cause hypoglycemia. When used in combination with
sulfonylureas, it may increase their hypoglycemic potential. Oral glucose, whose
absorption is not inhibited by Precose, should be used instead of sucrose in the
treatment of mild to moderate hypoglycemia.

Please see brief summary of Prescribing Information on the last page of this advertisement.
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BRIEF SUMMARY
CONSULT PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION
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INDICATIONS AND USAGE
PRECOSE®, as monotherapy, is indicated as an adjunct to diet to lower blood glucose in
patients with non-insulin-dependent diabetes mellitus (NIDDM) whose hyperglycemia cannot
be managed on diet alone. PRECOSE® may also be used in combination with a sulfonylurea
when diet plus either PRECOSE® or a sulfonylurea do not result in adequate glycemic control.
The effect of PRECOSE® to enhance glycemic control is additive to that of sulfonylureas when
used in combination, presumably because its mechanism of action is different.
In initiating treatment for NIDDM, diet should be emphasized as the primary form of treatment.
Caloric restriction and weight loss are essential in the obese diabetic patient. Proper dietary
management alone may be effective in controlling blood glucose and symptoms of hyper-
glycemia. The importance of regular physical activity when appropriate should also be
stressed. If this treatment program fails to result in adequate glycemic control, the use of
PRECOSE® should be considered. The use of PRECOSE® must be viewed by both the physi-
cian and patient as a treatment in addition to diet, and not as a substitute for diet or as a con-
venient mechanism for avoiding dietary restraint.

CONTRAINDICATIONS
PRECOSE® is contraindicated in patients with known hypersensitivity to the drug and in
patients with diabetic ketoacidosis or cirrhosis. PRECOSE® is also contraindicated in patients
with inflammatory bowel disease, colonic ulceration, partial intestinal obstruction or in
patients predisposed to intestinal obstruction. In addition, PRECOSE® is contraindicated in
patients who have chronic intestinal diseases associated with marked disorders of digestion or
absorption and in patients who have conditions that may deteriorate as a result of increased
gas formation in the intestine.

PRECAUTIONS
General
Hypoglycemia: Because of its mechanism of action, PRECOSE® when administered alone
should not cause hypoglycemia in the fasted or postprandial state. Sulfonylurea agents may
cause hypoglycemia. Because PRECOSE® given in combination with a sulfonylurea will cause
a further lowering of blood glucose, it may increase the hypoglycemic potential of the sulfony-
lurea. Oral glucose (dextrose), whose absorption is not inhibited by PRECOSE®, should be
used instead of sucrose (cane sugar) in the treatment of mild to moderate hypoglycemia.
Sucrose, whose hydrolysis to glucose and fructose is inhibited by PRECOSE®, is unsuitable
for the rapid correction of hypoglycemia. Severe hypoglycemia may require the use of either
intravenous glucose infusion or glucagon injection.

Elevated Serum Transamlnase Levels: In clinical trials, at doses of 50 mg t.i.d. and 100 mg
t.i.d., the incidence of serum transaminase elevations with PRECOSE® was the same as with
placebo. In long-term studies (up to 12 months, and including PRECOSE® doses up to 300 mg
t.i.d.) conducted in the United States, treatment-emergent elevations of serum transaminases
(AST and/or ALT) occurred in 15% of PRECOSE®-treated patients as compared to 7% of
placebo-treated patients. These serum transaminase elevations appear to be dose related. At
doses greater than 100 mg t.i.d., the incidence of serum transaminase elevations greater than
three times the upper limit of normal was two to three times higher in the PRECOSE® group
than in the placebo group. These elevations were asymptomatic, reversible, more common in
females, and, in general, were not associated with other evidence of liver dysfunction.
In international post-marketing experience with PRECOSE® in over 500,000 patients, 19 cases
of serum transaminase elevations > 500 IU/L (12 of which were associated with jaundice)
have been reported. Fifteen of these 19 cases received treatment with 100 mg t.i.d. or greater
and 13 of 16T>atients for whom weight was reported weighed < 60 kg. In the 18 cases where
follow-up was recorded, hepatic abnormalities improved or resolved upon discontinuation of
PRECOSE®.

Loss of Control of Blood Glucose: When diabetic patients are exposed to stress such as fever,
trauma, infection, or surgery, a temporary loss of control of blood glucose may occur. At such
times, temporary insulin therapy may be necessary.
Information for Patients: Patients should be told to take PRECOSE® orally three times a day at
the start (with the first bite) of each main meal. It is important that patients continue to adhere
to dietary instructions, a regular exercise program, and regular testing of urine and/or blood
glucose.

PRECOSE® itself does not cause hypoglycemia even when administered to patients in the fast-
ed state. Sulfonylurea drugs and insulin, however, can lower blood sugar levels enough to
cause symptoms or sometimes life-threatening hypoglycemia. Because PRECOSE® given in
combination with a sulfonylurea or insulin will cause a further lowering of blood sugar, it may
increase the hypoglycemic potential of these agents. The risk of hypoglycemia, its symptoms
and treatment, and conditions that predispose to its development should be well understood
by patients and responsible family members. Because PRECOSE® prevents the breakdown of
table sugar, patients should have a readily available source of glucose (dextrose, D-glucose) to
treat symptoms of low blood sugar when taking PRECOSE® in combination with a sulfony-
lurea or insulin.

If side effects occur with PRECOSE®, they usually develop during the first few weeks of thera-
py. They are most commonly mild-to-moderate gastrointestinal effects, such as flatulence,
diarrhea, or abdominal discomfort and generally diminish in frequency and intensity with time.
Laboratory Tests: Therapeutic response to PRECOSE® should be monitored by periodic blood
glucose tests. Measurement of glycosylated hemoglobin levels is recommended for the moni-
toring of long-term glycemic control.
PRECOSE®, particularly at doses in excess of 50 mg t.i.d., may give rise to elevations of
serum transaminases and, in rare instances, hyperbilirubinemia. It is recommended that
serum transaminase levels be checked every 3 months during the first year of treatment with
PRECOSE® and periodically thereafter. If elevated transaminases are observed, a reduction in
dosage or withdrawal of therapy may be indicated, particularly if the elevations persist.
Renal Impairment: Plasma concentrations of PRECOSE® in renally impaired volunteers were
proportionally increased relative to the degree of renal dysfunction. Long-term clinical trials in
diabetic patients with significant renal dysfunction (serum creatinine >2.0 mg/dL) have not
been conducted. Therefore, treatment of these patients with PRECOSE® is not recommended.
Drug Interactions: Certain drugs tend to produce hyperglycemia and may lead to loss of blood
glucose control. These drugs include the thiazides and other diuretics, corticosteroids, phe-
nothiazines, thyroid products, estrogens, oral contraceptives, phenytoin, nicotinic acid, sym-
pathomimetics, calcium channel-blocking drugs, and isoniazid. When such drugs are adminis-
tered to a patient receiving PRECOSE®, the patient should be closely observed for loss of

blood glucose control. When such drugs are withdrawn from patients receiving PRECOSE® in
combination with sulfonylureas or insulin, patients should be observed closely for any evi-
dence of hypoglycemia.

Intestinal adsorbents (e.g., charcoal) and digestive enzyme preparations containing carbohy-
drate-splitting enzymes (e.g., amylase, pancreatin) may reduce the effect of PRECOSE® and
should not be taken concomitantly.

Carcinogenesis, Mutagenesis, and Impairment of Fertility: Nine chronic toxicity/carcino-
genicity studies were conducted in three animal species (rat, hamster, dog) including two rat
strains (Sprague-Dawley and Wistar).

In the first rat study, Sprague-Dawley rats received acarbose in feed at high doses (up to
approximately 500 mg/kg body weight) for 104 weeks. Acarbose treatment resulted in a signif-
icant increase in the incidence of renal tumors (adenomas and adenocarcinomas) and benign
Leydig cell tumors. This study was repeated with a similar outcome. Further studies were per-
formed to separate direct carcinogenic effects of acarbose from indirect effects resulting from
the carbohydrate malnutrition induced by the large doses of acarbose employed in the studies.
In one study using Sprague-Dawley rats, acarbose was mixed with feed but carbohydrate
deprivation was prevented by the addition of glucose to the diet. In a 26-month study of
Sprague-Dawley rats, acarbose was administered by daily postprandial gavage so as to avoid
the pharmacologic effects of the drug. In both of these studies, the increased incidence of
renal tumors found in the original studies did not occur. Acarbose was also given in food and
by postprandial gavage in two separate studies in Wistar rats. No increased incidence of renal
tumors was found in either of these Wistar rat studies. In two feeding studies of hamsters,
with and without glucose supplementation, there was also no evidence of carcinogenicity.
Acarbose showed no mutagenic activity when tested in six in vitro and three in vivo assays.
Fertility studies conducted in rats after oral administration produced no untoward effect on fer-
tility or on the overall capability to reproduce.
Pregnancy:

Teratogenic Effects: Pregnancy Category B. The safety of PRECOSE® in pregnant women has
not been established. Reproduction studies have been performed in rats at doses up to 480
mg/kg (corresponding to 9 times the exposure in humans, based on drug blood levels) and
have revealed no evidence of impaired fertility or harm to the fetus due to acarbose. In rabbits,
reduced maternal body weight gain, probably the result of the pharmacodynamic activity of
high doses of acarbose in the intestines, may have been responsible for a slight increase in the
number of embryonic losses. However, rabbits given 160 mg/kg acarbose (corresponding to
10 times the dose in man, based on body surface area) showed no evidence of embryotoxicity
and there was no evidence of teratogenicity at a dose 32 times the dose in man (based on
body surface area). There are, however, no adequate and well-controlled studies of PRECOSE®
in pregnant women. Because animal reproduction studies are not always predictive of the
human response, this drug should be used during pregnancy only if clearly needed. Because
current information strongly suggests that abnormal blood glucose levels during pregnancy
are associated with a higher incidence of congenital anomalies as well as increased neonatal
morbidity and mortality, most experts recommend that insulin be used during pregnancy to
maintain blood glucose levels as close to normal as possible.
Nursing Mothers: A small amount of radioactivity has been found in the milk of lactating rats
after administration of radiolabeled acarbose. It is not known whether this drug is excreted in
human milk. Because many drugs are excreted in human milk, PRECOSE® should not be
administered to a nursing woman.

Pediatric Use: Safety and effectiveness of PRECOSE® in pediatric patients have not been
established.

ADVERSE REACTIONS
Digestive Tract: Gastrointestinal symptoms are the most common reactions to PRECOSE®. In
U.S. placebo-controlled trials, the incidences of abdominal pain, diarrhea, and flatulence were
21%, 33%, and 77% respectively in 1075 patients treated with PRECOSE® 50-300 mg t.i.d.,
whereas the corresponding incidences were 9%, 12%, and 32% in 818 placebo-treated
patients. Abdominal pain and diarrhea tended to return to pretreatment levels over time, and
the frequency and intensity of flatulence tended to abate with time. The increased gastroin-
testinal tract symptoms in patients treated with PRECOSE® is a manifestation of the mecha-
nism of action of PRECOSE® and is related to the presence of undigested carbohydrate in the
lower Gl tract. Rarely, these gastrointestinal events may be severe and might be confused with
paralytic ileus.

Elevated Serum Transaminase Levels: See PRECAUTIONS.
Other Abnormal Laboratory Findings: Small reductions in hematocrit occurred more often in
PRECOSE®-treated patients than in placebo-treated patients but were not associated with
reductions in hemoglobin. Low serum calcium and low plasma vitamin Bj levels were associat-
ed with PRECOSE® therapy but were thought to be either spurious or of no clinical significance.

Caution: Federal law prohibits dispensing without a prescription.
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Don't let the wrong nutritional formula
interfere with glucose control.

The high-carbohydrate content of
nutritional formulas can contribute to higher
blood glucose levels.

The low-carbohydrate content of
GLUCERNA was -'-signed
to enhance blood glucose control.

260-

Study
Entry
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TIME (Minutes) -P<0.02 *'P<0.01

Glucose response to a standard 1 Cal/mL nutritional
formula in type I diabetes.1

GLUCERNA

Study
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Glucose response to GLUCERNA in type I diabetes.1

GLUCERNA8
Specialized Nutrition With Fiber
For Patients With Abnormal Glucose Tolerance

The only nutritional formula
proven to enhance glucose
control in type I and type II
diabetes mellitus and stress-
induced hyperglycemia.11-5

For additional information,
call toll-free

B426/6910

is complete,
balanced nutrition for patients
with diabetes. For oral or tube
feeding. Pleasant vanilla flavor.
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From Ross Laboratories, makers of
ENSURE® Complete, Balanced Nutrition™
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COLUMBUS. OHIO 43215-1724 I
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New Accu-Chek* Instant" System.
Less time testing. More time for life:

Accu-Chek Instant"

The chances are good that they're not thinking about blood
glucose testing. You see, with 12 second accuracy, the new
Accu-Chek® Instant™ blood glucose monitoring system is the fastest
test around—which means that testing is less likely to interfere with
their lives.

And that's good because it's obvious that the person with diabetes
in this picture is busy and active, like everyone else.

You know, we could bring up the fact that the Accu-Chek® Instant"
System is economically priced, small, and discreet, but when you
think about it, more time for life is the greatest testimonial of all.

© 1996 Boehringer Mannheim Corporation. All rights reserved.

Accu-Chek'
BLOOD GLUCOSE MONITORING SYSTEMS

What it takes to take control8


