
Beginning in July 1994, all authors must submit with their manuscripts a duality of interest disclosure statement. This form can be found in every issue of

Diabetes and Diabetes Care, along with a copyright transfer agreement. The Association has long had a policy of requiring volunteers and senior staff to

disclose any dualities of interest; this form simply clarifies the nature of what must be reported and provides a uniform means ofdoingso. Following is the entire

text of the American Diabetes Association's policy statement explaining why the Association feels disclosure is important and how it is to be implemented.

American Diabetes Association Policy Statement on
Duality of Interest

Volunteers and senior staff of the American Diabetes Association contribute to the mission of the organization in various ways. They

participate on the Board of Directors, committees, and task forces, and deal with issues that have far-reaching implications. The Association

is well served by the fact that many of those involved have diverse interests and are involved in a number of activities outside the

Association. This interest and involvement enhances the expertise these individuals bring to the various roles they fill in representing the

Association.

On occassion, however, situations arise in which an individual serving the Association in an elected or appointed position, or as

a senior staff member, has a duality of interest that may be, or could be perceived as, a relevant duality of interest or even a conflict of

interest. Generally, a relevant duality of interest could be said to exist when individuals have material interests outside the Association that

could influence them or could be perceived as influencing them to act contrary to the interests of the Association and for their own personal

benefit or that of a family member or a business associate. Most often, a relevant duality of interest is financial, such as when an individual

has an employment relationship, a stock ownership interest, or a consultative or advisory arrangement, or receives a grant or stipend. In

some situations a conflict of interest may exist even though the conflict does not arise out of financial considerations.

In addition, health-care professionals frequently contribute to the scientific and medical programs and activities sponsored by the

Association. Such contributions are often made with support from the biomedical industry. Guidelines from the Accreditation Council for

Continuing Medical Education (the continuing medical education certification body that authorizes the provision of CME credits) specifies

that all contributors must disclose to the sponsoring body their relationship with the biomedical industry. Thus it is now mandatory that

participants in CME events disclose all relevant dualities of interest. In addition, a similar practice is now in effect between authors and the

journals and publications to which they contribute papers.

PURPOSE OF THE POLICY

A key element in monitoring relevant dualities of interest and in avoiding potential conflicts of interest is a system in which those serving

the Association provide disclosure of their interests. By disclosing such interests to the Association, the Association can determine if a

duality of interest is relevant and can determine the steps that should be taken to minimize the likelihood that a conflict would arise.

It is not the intent of this policy to prohibit or discourage anyone from participation in the activities of the Association. Closely

related dualities of interest are not inherently wrong or bad, but the Association must be made aware of such interests in order to be able

to evaluate fully their impact on the mission and activities of the Association.

SCOPE OF THE POLICY

The following categories of volunteers and staff are required to disclose to the Association any dualities of interest that may be relevant to

the work of the Association:

1. members of the Board of Directors;

2. senior staff;

3. all authors, editors, and editorial board members of ADA publications;

4. all speakers/presenters in continuing medical education events, including presenters of original scientific research;

5. other members of committees and task forces whose work focuses on continuing medical education or focuses on scientific/

medical issues that are of interest to the biomedical industry.

Reviewers of manuscripts need not make a formal disclosure of their relevant dualities of interest. However, reviewers are encouraged

to disqualify themselves from reviewing any manuscript that deals with a matter in which they or an immediate family member has a direct

interest.

TYPES OF DUAL INTERESTS THAT SHOULD BE REPORTED

The following relationships must be disclosed to the Association:

1. Employment. The name and nature of all employers must be disclosed.

2. Membership on the board of directors or any fiduciary relationship with another organization.

3. Membership on a scientific advisory panel or other standing scientific/medical committees of another organization.



4. Stock ownership. Shares of stock directly owned or controlled, including those owned or controlled by an immediate family member.

5. All consultative or advisory arrangements for which monetary compensation is received.

6. Grants/research support. Grants or research support from a company/organization whose products or services are directly related to

the subject matter in a manuscript or presentation.

If relevant dualities exist for immediate family members they, too, should be disclosed.

It is obvious that all categories, conditions, or circumstances that should be disclosed cannot be listed. A reasonable test to guide

decisions about what to disclose is to ask whether any particular affiliation or interest could cause embarrassment to the ADA, or to the

individual or institution involved, or lead to questions about an individual's motives, if such affiliation or interest were made known.

REPORTING PROCESS

Those individuals affected by this policy must complete a Duality of Interest Disclosure Statement at the time they are appointed or elected

to a new term or become officially associated with an activity of the Association as defined above (see Scope of the Policy). Thereafter, a new

Statement must be completed annually. Members of the staff required to complete the form will do so annually. Additionally, those

completing a Statement are expected to notify the Association in writing if there are any material changes since the last form was completed.

All completed statements will be kept strictly confidential.

ETHICS SUBCOMMITTEE OF THE AUDIT COMMITTEE

The purpose of this Subcommittee is to develop, approve, and evaluate the Disclosure Statement(s) used by the Association; to review the

reporting and disclosure process to ensure that it is consistent with the purpose of this policy; to make regular reports to the Board of

Directors to affirm that all members of the Board and senior staff have completed Disclosure Statements; to review, approve, and monitor

the process and method by which there is disclosure of relevant dualities of interest in publications and programs; to provide

recommendations or instructions to individuals completing a Disclosure Statement regarding actions that should or must be taken to

reduce or eliminate a potential or real conflict; and to review this policy and make recommendations for revision whenever appropriate.

The subcommittee will consist of five members. The chair of the subcommittee will be appointed from the members of the Audit

Committee. Two of the subcommittee members will be past officers of the Association, and two of the members will be individuals who

have not participated in any activities of the Association. At least three of the members will have medical/scientific backgrounds. The

members of the subcommittee will be appointed by the Committee on Councils and Committees for one staggered term of two years, and

the chair will be selected from the elected members of the Audit Committee.

IF A RELEVANT DUALITY OF INTEREST ARISES

In any matter coming before the Board of Directors, committees, or a task force in which an individual has a relevant duality of interest or

a real conflict occurs, the individual affected shall leave the room in which the meeting is being held and refrain from any discussions or

actions on that subject. In most situations, no further action will be required. However, in some instances, the nature of the situation may

require other actions be taken. The minutes of the meeting will reflect abstentions from voting due to these circumstances.

In the case of scientific/medical presentations or publications, those individuals with a relevant duality of interest will be identified

in the program or publication.



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 sub-
ject 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/med-
ical 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 phar-
maceutical 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 Asso-
ciation to make an informed decision. Include 7) 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 dia-
betic 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 refer-
ence 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,
no copyright exists and therefore cannot be transferred. Any co-authors not employed by the federal gov-
ernment must sign the copyright transfer agreement.

If this work was produced for an employer as a "work made for hire," an authorized representative of that
employer must sign on the appropriate line below.

The undersigned hereby assign copyright for the manuscript entitled

to the American Diabetes Association upon its acceptance for publication (attach an additional page for sig-
natures if necessary; all authors must sign):

(Author) (Author)

(Author) (Author)

(Author) (Author)

The above title constitutes a "work for hire"; as an authorized agent of the employer, I transfer copyright to
the American Diabetes Association (no patent rights are transferred):

Agent Title

This work was produced on behalf of the United States Government and therefore no copyright exists.

^Author) (Author)

(Author) (Author)



What's more, insulin's ability to inhibit lipolysis
decreases, resulting in hyperlipidemia.2 In addition
to the known risk associated with elevated lipids,
some studies have shown that hyperinsulinemia
may also contribute to coronary artery disease
and hypertension.2 Accelerated insulin output
also stresses the pancreas, and over time may
contribute to beta cell failure in some patients.6

Vast numbers are at risk.
Unfortunately, insulin resistance is present in many
individuals.78 Patients with Type II diabetes are
usually resistant to insulin (both endogenous and
exogenous)—and probably have been for some time
before their diabetes became clinically apparent.9

Some degree of insulin resistance is also likely in
overweight patients as well as in patients with
impaired glucose tolerance or high lipid levels.1-9

Is it possible to specifically treat or even
prevent the insulin resistance associated
with Type II diabetes?
Changes in lifestyle such as weight loss and
exercise can affect insulin resistance, but in many
cases other interventions are necesssary. Despite
the fact that we can treat hyperglycemia and
delay some of its devastating sequelae, diabetes
still remains a relentless, progressive disease.
This reality may change as researchers find
ways to gain additional information about the
fundamental mechanisms involved.

Growing knowledge. Growing hope.
At Parke-Davis, we are gaining a greater
understanding of Type II diabetes and one
of its fundamental underlying pathological
features, insulin resistance. We believe that this
understanding may help us devise ways to
manage diabetes in a manner more consistent
with the true nature of the disease. Our hope is
to revolutionize the quality of life and long-term
health of people with diabetes.

PARKE-DAVIS
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Call for Editor

Clinical Diabetes

The American Diabetes Association is seeking letters of interest in the editorship of the journal Clinical Diabetes.

The appointment is for three years with a possible two-year extension.The new editor will begin his or her tenure in
January, 1998.

The mission of Clinical Diabetes is to provide the diabetologist, endocrinologist, and primary care health professional
with state-of-the are articles about recent advances in the clinical care of people with diabetes. Clinical Diabetes is also a
forum for discussing diabetes-related problems in practice, medical-legal issues, case studies, digests of recent research,
and patient education materials.

Interested parties should submit a letter of interest by February 1,1997. The curriculum vitae of the applicant should be
included. Please address correspondence to:

Susan H. Lau
Publisher

American Diabetes Association
1660 Duke Street

Alexandria, VA 22314

Call for Editor

Diabetes Reviews
The American Diabetes Association is seeking letters of interest in the editorship of the journal Diabetes Reviews. The appoint-
ment is for three years with a possible two-year extension. The new editor will begin his or her tenure in January 1998.

Diabetes Reviews publishes in-depth invited reviews on selected topics in diabetes and metabolism. Reviews describe
basic and clinical investigations, discuss the physiological and clinical significance of the work, and place it in the con-
text of previously published information. Contributors identify areas of agreement and disagreement among researchers,
promote unifying hypotheses to explain current controversies, and explore potential avenues for future investigation.
Articles span a wide variety of topics, including the pathogenesis of type I and type II diabetes, whole body and cellular
physiology, molecular biology, epidemiology, mechanisms of drug and hormone action, insulin secretion, lipid metabo-
lism, exercise, hypoglycemia, and others. The journal is of interest to diabetologists, internists, basic researchers, and
other research-oriented health professionals.

Interested parties should submit a letter of interest by February 1, 1997. The curriculum vitae of the applicant should be
included. Please address correspondence to:

Susan H. Lau
Publisher

American Diabetes Association
1660 Duke Street

Alexandria, VA 22314
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Make a difference in your
community and in your life!
Seize the initiative.
Come to Washington!

• Discuss advocacy issues facing people with diabetes.
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• Learn how to become a diabetes leader in

your community.
• Advance diabetes legislation by meeting

with your members of Congress.

Better health insurance coverage — Research for a cure — Stopping school and job discrimination

Registration
Please register only one person per form.

You may reproduce this form for additional registrants.

Name:

Address

City State .Zip

Phone Fax

REGISTRATION IS FREE and includes: meeting materials, Sunday welcome
reception, Monday breakfast and luncheon and Tuesday breakfast. Lodging and
other meal expenses are not included.

HOTEL RESERVATIONS: The conference will be held at the J.W. Marriott
Hotel, 1331 Pennsylvania Avenue, NW, Washington, DC. To reserve a room at the
discounted conference rate of $142/night, please provide the following information:

Arrival date: Departure date:

Method of Payment: (circle one) Visa MasterCard AmEx

Card No.

Expiration date:

Cardholder name:

Cardholder signature:.

The Association's Meeting Services Department will make your hotel reserva-
tions. Attendees are responsible for their room, tax and incidental charges.
Cancellations or changes must be made with the ADA Meetings Department no
later than 72 hours prior to arrival, not including the arrival date. Hotel reserva-
tions will not be made without a credit card to guarantee late arrival. Changes
made less than 72 hours prior to arrival should be made directly with the hotel at
(202) 393-2000.

Airline Discounts: The Association has named Delta Air Lines and United
Airlines as the official carriers of the Delegates for Diabetes Leadership
Conference. Negotiated rates have been arranged for attendees purchasing tick-
ets through these airlines. To make an airline reservation, call the Association's
Travel Service Department at 1-800-232-3472, option 6, between 8:30 a.m. and 5:00
p.m. EST. Negotiated rates are also available by calling Delta at 800-221-1212 and
referencing file #N1291, or by calling United at 800-521-4941 and referencing file
#507UX.

Special services: ADA will make special accommodations for those attendees
who require them. Please attach written description of needs with this form.

Please complete and return this form to: American Diabetes Association,
Meeting Services Department, 1660 Duke Street, Alexandria, Virginia 22314 or fax
to (703) 683-1351. For more information call (800) 676-4065, extension 2330.

Hotel and Meeting registration deadline - February 10, 1997

Complete program information will be forwarded in February



All this
Automatic sampling.

Automatic start.
Automatic timing.

Automatic results display.
Automatic off.

Automatic 10-results memory.
Automatic results recall.

Automatic averaging.
Automatic calibration.

Automatic controls.

in this.

GLUCOMETER ELITE
D I A B E T E S C A R E S Y S T E M

Very simply, the GLUCOMETER
ELITE® Diabetes Care System,
now with memory, features
automatic everything.
As the most automatic meter ever,
it automatically collects the right
mini-sample (only 3 uL to 5 uL),
then starts itself. In just 60 seconds,
it displays the results. Then turns
itself off. Automatically.

Greater satisfaction. Greater control.
The GLUCOMETER ELITE Meter
requires the smallest sample volume of
any meter. And as a technique-
independent meter, there's no timing,
no blotting, no wiping. Ever.
Automatic 10-results memory.
Results from 10 previous tests are
automatically saved in memory and
can be recalled in sequence. A 10-test

average also can be displayed to aid
compliance.
Contact Bayer Corporation,
Diagnostics Division, at 1-800-248-2637
for more information about the
GLUCOMETER ELITE Diabetes
Care System and the full line of
Bayer products designed for making
diabetes manageable.

The most automatic meter ever.

iyer Corporation

Diagnostics Division
Bayer Corporation
Tarrytown, NY 10591



A huge 464 pages, yet conveniently
indexed for quick

access to any topic

Covers every single aspect
of type I, type II, and
gestational diabetes

Compiled and reviewed
by more than 20 of the ,

world's diabetes experts \

• V

Overflowing with the
latest breakthroughs,

including DCCT findings

Easy-to-understand at most
any reading level, with

helpful charts and tables

Sturdy, hardcover for long life
and durability; you'll refer to

it again and again

Master Your Diabetes with the Ultimate Home Reference

Order Tol l -Free

800-ADA-ORDER

I* l l i a i l l | p all areas of diabetes self care are
covered in the pages of one masterful book: the
American Diabetes Association Complete Guide to Diabetes.

Thorough, information-packed chapters reveal
easy-to-understand tips and techniques to living
a healthy, happy life. You'll discover how to:

• Achieve good blood sugar control
• Design an effective

exercise program
• Assure yourself a

successful pregnancy
• Handle emergencies
• Maintain enjoyable sex
• Plan vacations and

business travel
• Choose a health care team
• Cope with depression
• Maximize your insurance

coverage
• Much, much more •...

Like a friend you've relied on for years, this all-in-
one guide will instantly become a trusted companion
you'll turn to again and again—whether you need
expert advice or just a helpful tip.

nA brilliant volume of self care techniques that are
thoroughly researched, easy-to-use, and

proven to really work. This book will save you
time, money, and worry. Don't miss it!"

—Dr. David B. Kelley, MD

Y E S ! Please send me copies of the Complete Guide to Diabetes
Price: Nonmember: $29.95 ADA Member: $23.95 (#CSMCGD)

Name

Address

City/State/Zip

• Payment enclosed (check or money order)

• Charge my: Q VISA • MasterCard • AMEX

Account Number

Signature Exp. Date

Subtotal $ _

VA residents
add 4.5% sales tax $ .

GA residents
add 6% sales tax $

Shipping & Handling
(use chart) $ _

Total due $ .

Order yours today!
Also available in bookstores nationwide.

Shipping & Handling '
up to $30.00...add $4.00 shipping address. Add $15 for each

$30.01-$50.00...add $5.00 overseas shipment. Prices subject to change
over $50.00...add 8%

p
without notice.

CD19701

American
Diabetes

Mail to: A r % , Association.
American Diabetes Association
Order Fulfillment Department
P.O. Box 930850
Atlanta, GA 31193-0850
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of prescribing information on
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NOW a proven adjunct to diet and exercise
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GLUCOTROL XL* (glipizide) Extended Release Tablets For Oral Use

Brief Summary of Prescribing Information

INDICATIONS AND USAGE: GLUCOTROL XL is indicated as an adjunct to diet for the control ot hyperglycemia and its associated
symptomatology in patients with non-insulin-dependen! diabetes mellitus (NIDDM; type II), formerly known as maturity-onset diabetes, after
an adequate trial of dietary therapy has proved unsatisfactory.
CONTRAINDICATIONS: Glipizide is cantramdicated in patients wilh: 1. Known hypersensitivity to Ihe drug and 2. Diabetic ketoacidosis, with
or without coma. This condition should be treated with insulin.
SPECIAL WARNING ON INCREASED RISK OF CARDIOVASCULAR MORTALITY: The administration of oral hypoglycemic
drugs has been reported to be associated with increased cardiovascular mortality as compared to treatment with diet
alone or diet plus insulin.

As wilh any other non-deformable material, caution should be used when administering GLUCOTROL XL Extended Release
Tablets in patients with preexisting severe gastrointestinal narrowing (pathologic or iatrogenic) There have been rare reports of
obstructive symptoms in patients with known strictures in association with the ingestion of another drug in this non-
deformable sustained release formulation.
PRECAUTIONS: Renal and Hepatic Disease: The pharmacokinetics and/Dr pharmacodynamics of glipizide may be affected in patients
with impaired renal or hepatic function. It hypoglycemia should occur in such patients, it may be prolonged and appropriate management
should be instituted.
Gl Disease: Markedly reduced Gl retention times of the GLUCOTROL XL Extended Release Tablets may influence the pharmacokinelic profile
and hence the clinical efficacy of trie drug.
Hypoglycemia: All sulfonylurea drugs are capable ot producing severe hypoglycemia. Renal or hepatic insufficiency may affect the
disposition of glipizide and the latter may also diminish gluconeogenic capacity, both of which increase the risk of serious hypoglycemic
reactions. Elderly, debilitated or malnourished patients, and those wilh adrenal or pituitary insufficiency are particularly susceptible to the
hypoglycemic action ol glucose-lowering 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 ot Control of Blood Glucose: When a patient stabilized on any diabetic regimen is exposed to stress such as fever, trauma, infection,
or surgery, a loss of control may occur. At such times, it may be necessary to discontinue glipizide and administer insulin.

Adequate adjustment of dose and adherence to diet should be assessed before classifying a patient as a secondary failure.
Laboratory Tests: Blood and urine glucose should be monitored periodically. Measurement of hemoglobin A1C may be useful.
Information lor Patients: Patients should be informed that GLUCOTROL XL Extended Release Tablets should m swallowed whole. Patients
should not chew, divide or crush tablets. Patienls should not be concerned if they occasionally notice in their stool something that looks like a
tablet. In the GLUCOTROL XL Extended Release Tablet, Ihe medication is contained within a nonabsorbable shell that has been specially
designed to slowly release the drug so Ihe body can absorb it. When this process is completed, the empty tablet is eliminaied from the body.

Patients should be informed of the potential risks and advantages of GLUCOTROL XL and of alternative modes ol therapy. They should also
be informed about the importance of adhering to dietary instructions, of a regular exercise program, and of regular testing of urine and/or
blood glucose.

The risks ot hypoglycemia, its symptoms and treatment, and condilions that predispose to its development should be explained to patients
and responsible family members, Primary and secondary failure also should be explained.
Drug Interactions: The hypoglycemic action of sullonyjureas may be potentiated by certain drugs including nonsteroidal anti-inllammatory
agents and other drugs that are highly protein bound, salicylates, sultonamides, chloramphenicol, probenecid, coumarins. monoamine oxidase
inhibitors, and beta-adrenergic blocking agents. In vitro binding studies with human serum proteins indicate that glipizide binds differently
than talbutamide and does not interact with salicylate or dicumarol. However, caution must be exercised in extrapolating these findings to the
clinical situation and in the use of glipizide with these drugs.

Certain drugs tend lo produce hyperglycemia and may lead to loss oi control. These drugs include the thiazides and other diuretics,
corticosteroids, phenolhiazines, thyroid products, estrogens, oral contraceptives, phenytoin, nicotimc acid, sympathomimetics, calcium
channel blocking drugs, and isoniazid.

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. The effect of concomitant
administration of Oiflucan* (tluconazole) and Glucotrol has been demonstrated in a placebo-controlled crossover study in normal volunteers.
All subjects received Glucoirol alone and following treatment with 100 mg of Dillucarr as a single daily oral dose tor 7 days. The mean
percentage increase in the Glucotrol AUC after fluconazole administration was 56.9% (range: 35 to 81 %).
Carcinogenesis, Mutagsnesis, Impairment of Fertility: A twenty month study in rats and an eighteen month study in mice at doses up
to 75 times the maximum numan dose revealed no evidence of drug-related carcinogen icily. Bacterial and in vivo mutagenicity 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: Glipizide was found to be mildly fetotoxic in rat reproductive studies at all dose levels (5-50 mg/kg). This
fetotoxicity has been similarly noted with other sullonylureas, such as tolbulamide and tolazamide, The effect is perinatal and believed to be
directly related to the pharmacologic (hypoglycemic} action ot glipizide. In studies in rats and rabbits no teratogenic effects were found, There
are no adeguate and well controlled studies in pregnant women. Glipizide should be used during pregnancy only if the potential benefit
justifies the potential risk to the fetus.

Many experts recommend lhat insulin be used during pregnancy lo maintain blood glucose levels as close to normal as possible.
Nonteratogenic Effects: Prolonged severe hypoglycemia (4 to 10 days) has been reported in neonales born to mothers who were receiving
a sulfonylurea drug at the time ot delivery. This has been reported more frequently with Ihe use of agents with prolonged half-lives. If glipizide
is used during pregnancy, it should be discontinued at least one month before Ihe expected delivery date.
Nursing Mothers: Although it is not known whether glipizide is excreted in human milk, some sulfonylurea drugs are known to be excreted
in human milk A decision should be made whether to discontinue nursing or to discontinue the drug. If the drug is discontinued and if diet

alone is inadequate tor controlling blood glucose, insulin therapy should be considered.
Pfidiatric Use: Safety and effectiveness in children have not been established.
Geriatric Use: 01 Ihe total number of patients in clinical studies of GLUCOTROL XL"1, 33 perceni were 65 and over No overall differences in
effectiveness or safety were observed between Ihese patients and younger patients, but greater sensitivity ot some individuals cannot be ruled
out Approximately 1-2 days longer were required to reach'steady-state in the elderly. (See CLINICAL PHARMACOLOGY and DOSAGE AND
ADMINISTRATION).
ADVERSE REACTIONS: In U.S. controlled studies the frequency of serious adverse experiences reported was very low and causal
relationship has not been established.

The 580 patients from 31 to 87 years of age who received GLUCOTROL XL Extended Release Tablets in doses from 5 mg to 60 mg in both
controlled and open trials were included in the evaluation of adverse experiences. All adverse experiences reported were tabulated
independently ol their possible causal relation to medication.
Hypoglycemia: See PRECAUTIONS and OVERDOSAGE sections.

In double-blind, placebo-controlled studies Ihe adverse experiences reported with an incidence of 3% or more in GLUCOTROL XL-treated
patients (N-278) and placebo-treated patients (N=69) respectively, include; Asthenia -10.1% and 13.0%- Headache - 8.6% and 8,7%-
Dizziness - 6.8% and 5 8%' Nervousness - 3.6% and 2.9%; Tremor - 3.6% and 0.0%; Diarrhea - 5.4% and 0.0%; Flatulence - 3.2% and
1.4%.

The toliowing adverse experiences occurred with an incidence of less than 3% in GLUCOTROL XL-treated patients: Body as a whole - pain;
Nervous system - insomnia, paresthesia, anxiety, depression and hypesthesia: Gastrointestinal - nausea, dyspepsia, constipation and vomiting;
Metabolic - hypoglycemia; Musculoskeletal - arthralgia, leg cramps and myalgia; Cardiovascular - syncope; Skin - sweating and pruritus;
Respiratory - rhinitis; Special senses - blurred vision; Urogenital - polyuria.

Other adverse experiences occurred with an incidence ol less than 1 % in GLUCOTROL XL-treated patients: Body as a whole - chills;
Nervous system - hypertonia, confusion, vertigo, somnolence, gait abnormality and decreased libido; Gastrointestinal - anorexia and trace
blood in stool; Metabolic - thirst and edema; Cardiovascular - arrhythmia, migraine, flushing and hypertension; Skin - rash and urticaria;
Respiratory - pharyngitis and dyspnea; Special senses - pain in the eye, conjunctivitis and retinal hemorrhage; Urogenital - dysuria.

There have been rare reports of gastrointestinal irritation and gastrointestinal hleeding with use of another drug in this non-deformable
sustained release formulation, although causal relationship to the drug is uncertain

The following are adverse experiences"reported with immediate release glipizide and olher sullonylureas, but have not been observed with
GLUCOTROL XL:
Hernatologic: Leukopenia, agranulocytosis, thrombocytopenia. hemolytic anemia, aplastic anemia, and pancytopenia have been reported
with sulfonylureas.
Metabolic: Hepatic porphyria and disulfiram-like reactions have been reported with suilonylureas. In the mouse, glipizide pretreatment did
nol cause an accumulation ot acelaldehyde after ethanol administration. Clinical experience to date has shown that glipizide has an extremely
low incidence of disulliram-ljke alcohol reactions.
Endocrine Reactions: Cases of hyponatremia and the syndrome ol inappropriate antidiuretic hormone (SIADH) secretion have been
reported with glipizide and other sulfonylureas.
OVERDOSAGE: Overdosage can produce hypoglycemia. Mild hypoglycemic symptoms without loss of consciousness or neurologic findings
should be treated aggressively with oral glucose and adjustments in drug dosage and/or meal patterns. Close monitoring should continue until
the physician is assured that the patient is out of danger. Severe hypoglycemic reactions with coma, seizure, or other neurological impairment
occur infrequently, but constitute medical emergencies requiring immediate hospital ization. If hypoglycemic coma is diagnosed or suspected, the
patient should be given rapid intravenous injection of concentrated (50%) glucose solution. This should be followed by a continuous infusion ol
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 hypogtycemia may recur after apparent clinical recovery, Clearance of glipizide Irom plasma
may be prolonged in persons with liver disease. Because of the extensive protein binding ol glipizide, dialysis is unlikely to be of benefit.
DOSAGE AND ADMINISTRATION; There is no fixed dosage regimen for the management of diabetes mellitus with GLUCOTftOL XL
Extended Release Tablel or any olher hypoglycemic agent.

In general, GLUCOTROL XL should Be given with breakfast.
Recommended Dosing: The recommended starting dose of GLUCOTROL XL is 5 mg per day. given with breakfast. The recommended dose
for geriatric patients is also 5 mg per day.

Dosage adjustment should be based on laboratory measures of glycemic control. While fasting blood glucose levels generally reach
steady-state following initiation or change in GLUCOTROL XL dosage, a single tasting glucose determination may nol accurately reflect the
response lo therapy. In most cases, hemoglobin A] c level measured at three month intervals is the preferred means ot monitoring response to
therapy.

Hemoglobin A1C should be measured as GLUCOTROL XL therapy is initiated at the 5 mg dose and repeated approximately three months
jaler. If the result of this test suggests that glycemic control over the preceding three months was inadequate, the GLUCOTflOL XL dose may be
increased to 10 mg. Subsequent dosage adjustments should be made on the basis ot hemoglobin A1C levels measured al three month
intervals. It no improvement is seen after three months ol therapy with a higher dose, the previous dose should be resumed Decisions which
utilize fasting blood glucose to adjust GLUCOTROL XL therapy should be based on at least two ar more similar, consecutive values obtained
seven days or more after Ihe previous dose adjustment.

Most patients will be controlled with 5 mg or 10 mg taken once daily, However, some patients may require up lo Ihe maximum
recommended daily dose of 20 mg. While the glycemic control ot selected patients may improve with doses which exceed 10 mg, clinical
studies conducted ID date have not demonstrated an additional group average reduction of hemoglobin A]C beyond what was achieved with Ihe
10 mgdose.

More detailed information available on request.
LC150R95 © 1996, Pfizer Inc Revised Oct. 1995

Two New Resources To Help
You Improve Patient Care
Intensive Diabetes Management
The first "how to" guide for health professionals on helping both type 1 and
type II diabetes patients achieve improved blood glucose goals. Written by a
team of experts who participated in the DCCT, this book will help you:

\/ Identify patients who'll benefit most from intensive management
\/ Determine intial basal and bolus insulin doses for each patient
1/ Help patients succeed at insulin pump therapy
t/ Teach patients precise methods for treating hypoglycemia
\/ Negotiate management goals with patients, and much more!

#PMIDM
Member: $29.95; Nonmember: $37.50

The Health Professional's Guide
to Diabetes and Exercise
This comprehensive, practical new guide gives you hands-on advice for
prescribing exercise as a therapy for your diabetes patients. A collaborative
effort between ADA and the American College of Sports Medicine, its guide-
lines represent consensus between the two orgnaizations. It includes valuable
insights gained from the experiences of successful, competivive athletes
with diabetes. Topics include: • physiological effects of exercise • metabolic
and psychological benefits • nutritional strategies • insulin adjustment •
exercise for patients with complications • exercise for special patient
groups • much more!
#PMIDM;
Member: $39.95; Nonmember: $49.95

To order, send in the coupon below
or call: 1-800-ADA-ORDER

Ship To

First Name Middle Initial Last Name

Street Address Suite/Apt #

Additional Address Info

City

Item#
State Province

Item Name Qty
Country Zip Code

Unit Price

Publications Subtotal
Shipping & Handling VA Residents Add 4.5% Tax

up to $30.00 add $4.00 _ . _ . , . ! . , „ , T

$30.Ol-$50.OO add $5.00 < * R e s l d e n t s ^ 6 % T a x

over $50.00 add 8% S h i p p i n g & H a n d l i n g
Total Due

Total

$
$
$

$

• Payment enclosed (check or money order)

Charge my: QVISA QM/C QAMEX

Account #:

P28J17

Signature:

Mail to:

Exp. Date:

American Diabetes Association
P.O. Box 930850
Atlanta, GA 31193-0850

Allow 2-3 weeks for shipment. Add $3 to shipping &r handling for each extra
address. Add $15 for each overseas address. Foreign orders must be paid in U.S.
funds, drawn on a U.S. bank. Prices subject to change without notice.



Now that they have diabetes, they know how crucial diet and exercise are.

Since it's
hard to change
1 lifestyle,

their first j
diabetic ageni

should be ̂ 1
easy.

Choose it for control .

Choose it for convenience

Choose it for improved patient
quality of life.1

* Non-insulin-dependent diabetes mellitus.
"•"Gastrointestinal therapeutic system.

As with all sulfonylureas,
hypoglycemia may occur.
Please see brief summary of prescribing
information on adjacent page.

Reference: 1. Testa MA, Simonson DC. Beneficial
effects of glipizide GITS on glycemic control, quality
of life and symptom distress in NIDDM.
Diabetes. May 1996;45(suppl 2):123A. Abstract 450.

When diet alone fails in NIDDM*...

fONCE DAILY

foizide) extended release
' Tablets 5 mg and 10 mg GITS'


