
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 of doing so. 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.

).. 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 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.)

Yes
Check each area that applies

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,
no copyright exists and therefore cannot be transferred. Any co-authors not employed by the federal
government 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
signatures 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)



BEGIN BY
TELLING
YOUR
PATIENTS
WHAT THEY
CAN EAT.

So much of treating people with diabetes is telling them what

they can't do. So start out with the good news, and assure your patients they

can still satisfy their sweet teeth with fruity, delicious Sugar Free Jell-O Gelatins

and rich, creamy Sugar Free Fat Free Jell-O Instant Puddings.

Gelatin is a Free Exchange Food: fat free, cholesterol free,

low in sodium and just 10 calories a serving.

Pudding is 80 calories or less per serving

and counts as I Carbohydrate

Exchange. So recommend Sugar Free

Fat Free Jell-O Puddings and Gelatins. You'll find

that being able to say "yes" is almost as

refreshing as a cool spoonful of fruity Jell-O.

If you'd like free recipe

brochures for you and your patients,

just call l-800-SAY-JELL-O?

FAT FREE SUGAR FREE jELLO PUDDING
SUGAR FREE JELLO GELATIN

SUGAR FREE jELLO GELATIN SNACKS

A proud sponsor ol A . American Diabetes Association.

© 199S American Diabetes Association. Inc. and the Amencan Dietetic Association



Accu-Chek" Advantage* 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.

"Of those who expressed a preference In a nationwide trial.

© 1996 Boehringer Mannheim Corporation. All rights reserved.

Accu-Chek1
BLOOD GLUCOSE MONITORING SYSTEMS

What it takes to take control5




