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Purpose:

The Acceptance Program applies to dental products for which
safety and usefulness has been established by biological,
laboratory, and/or clinical evaluations where appropriate.
Accordingly, the purpose of these Guidelines is to provide a
structure upon which denture adherents can be considered for
ADA Acceptance.

Scope:

These guidelines apply to products designed to improve the
retention of dentures as a temporary measure. A dentist should
be consulted as soon as possible so that the ill-fitting denture
can be adjusted or replaced.

NOTICE REGARDING SUBMISSIONOF COPYRIGHTED MATERIALS
To make the review of submissions to the ADA Acceptance Program as efficient as possible, the Council on Scientific Affairs
provides copies of submitted materials to Council members and consultant reviewers, and also posts submitted materials to an area
of the ADA's web site the access to which is restricted to Council members and staff.
BY MAKING A SUBMISSION, YOU ARE REPRESENTING AND WARRANTING TO THE COUNCIL ON
SCIENTIFIC AFFAIRS AND THE ADA THAT YOU HAVE OBTAINED SUFFICIENT PERMISSION(S) FROM
THE COPYRIGHT OWNER(S) OF ANY COPYRIGHTED MATERIAL INCLUDED WITH YOUR SUBMISSION
TO ALLOW FOR THE PUBLICATION AND DISTRIBUTION OF THAT MATERIAL BY THE ADA DESCRIBED
ABOVE, AND AGREE TO INDEMNIFY AND HOLD ADA HARMLESS FROM ANY AND ALL CLAIMS
ARISING FROM SUCH PUBLICATION OR DISTRIBUTION.
If you have questions, please contact 312.440.3528.
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Acceptance Program Guidelines
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I.

SUBMISSION DIRECTIONS
1.

General Information
A. Submissions are to be sent to the Council Office:

Director, Acceptance Program
Council on Scientific Affairs
American Dental Association
211 East Chicago Avenue
Chicago, Illinois 60611-2637
B. Submissions should be sent in electronic format (For example, CDs, flash drive or

email).
C. Include draft copies of packaging and labeling with the claims that you propose to use

if the product is awarded the ADA Seal. Once the product is Accepted, forward final
copies of packaging and labeling from the actual marketed product for our records.
Individual ads/promotional materials/websites do not need to be submitted for
approval by the Council.
D. The submission fee is a one-time, non-refundable fee and is required before review

begins (please contact Acceptance Program staff for the appropriate fee for your
submission). This fee should be included with your submission. Maintenance fees
are billed to the company in January of every year.
E. Notification of Council action on a submission will vary depending on whether a

submission must be reviewed by the Council at one of its meetings, or if it can be
reviewed by an e-mail ballot. The method of review depends on several factors (e.g.
the complexity of the submission, the proposed effectiveness claims, etc.). Seal
Program staff can advise which method is appropriate for a particular submission.
Following are approximate notification times after Council action:
• Council meeting = 2-4 weeks following the Council meeting
• E-mail ballot = 4-6 weeks following receipt of a complete submission
More time may be required if additional information or clarification is needed from the
manufacturer.
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F. When a product is classified as “Accepted” (i.e. is awarded the ADA Seal of

Acceptance), the Acceptance period is 5 years. Manufacturers will be contacted
approximately 6 months prior to expiration of the current Acceptance period to
complete the requirements for the next 5 year Acceptance period. Since companies
are required to notify the Council prior to making any changes to an Accepted
product or to its labeling at any time during the 5 year Acceptance period, the
reacceptance process is usually quick, and requires no additional studies*. (*One
exception would be if an Acceptance Guideline for the product had been revised
during the Acceptance period to require new types of studies. In this case, the
company would need to meet the new Guideline criteria for continued Acceptance.)
G. Classification of a product under the Acceptance Program is subject to the conditions

stated in the Agreement Governing Use of ADA Seal of Acceptance.
II. INFORMATION TO BE SUBMITTED
1.

Product Information
A. Name of product (to be used in listing)
B. Name of Company
C. Evidence of FDA approval to market 1, if applicable (e.g., 510 (k) letter, pre-market

approval [PMA], NDA.)
D. Claims of safety and efficacy

i. All claims of safety and efficacy, including all health benefit claims and all
claims which imply a health benefit, must be documented.
ii. The studies (or parts of studies) that provide documentation for each claim
must be identified.
E. Product description and mode of application

i. Chemical composition and the purpose of the various ingredients. The
product shall not contain zinc.
ii. Material Safety Data Sheet (MSDS) (if applicable)
F. Instructions

i. Intended purpose of product
ii. Include indications and contraindications for use, warnings, limitations, etc.
G. Labeling/Packaging

All labeling/packaging must be approved by the Council before use. Companies
may submit draft copy for approval.

1

This requirement may be waived by the Council during the evaluation period. Evidence must be provided prior to use of the ADA
Seal if the product is Accepted
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2.

Quality
Describe or list the quality procedures for manufacturing and testing of the product which
demonstrate compliance with Good Manufacturing Practices.

3.

Safety Data
A. Evidence must be provided that the components of the product are safe for use in
the oral cavity. Compliance with applicable FDA standards should be provided
(where appropriate).
B. Laboratory tests should be submitted to demonstrate that the adherent will not

adversely affect prostheses and their component materials under conditions of actual
use. (e.g. using ASTM D543-06 for plastics, and appropriate tests to show no
etching, pitting or localized corrosion of metal components).
C. Denture adherents shall be assessed for biocompatibility according to ANSI/ADA

Specification No. 41 (see Sections 2, 4.1, 5 and Table 1 for guidance) and ISO
10873 and that no hazard is to be expected when used according to the
manufacturer's instructions.
4.

Efficacy data – clinical data to show effectiveness
A. Clinical data is not required for products with well-known ingredients that have been
used in other ADA Accepted denture adherents and for which compliance with ISO
10873 is provided.
B. For products containing new ingredients, clinical data should be provided from at

least one 14 day study demonstrating the effectiveness of the denture adherent in
providing:
i. Increased biting force.
ii. Increased retention.
C. Studies should be conducted on patients with poor to fair fitting complete maxillary

and mandibular dentures. Comparison should be made in each subject without and
with the denture adherent. Manufacturers are invited to submit protocols for review
before implementing a study.
5.

Copies of Most Significant Articles and Supporting Literature

6.

Appendices – as applicable
Detailed descriptions of test evaluation methods and any other defined areas should be
included with any reports submitted to the ADA Council on Scientific Affairs.

III. STATEMENT TO BE USED FOR PRODUCTS ACCEPTED UNDER THESE GUIDELINES
“The ADA Council on Scientific Affairs Acceptance of (Product Name) is based on its finding
that the product is effective as a temporary measure and may provide increased retention of
complete dentures, when used as directed. Ill-fitting dentures may impair your health consult your dentist as soon as possible.”
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IV. REFERENCES
The following references were used in the development of these Guidelines. They can be
consulted for a more detailed discussion of issues addressed in these Guidelines. For more
information regarding clinical trials and clinical trial reporting refer to FDA or ISO documents.
1. ANSI/ADA Specification No. 41 for Recommended Standard Practices for Biological
Evaluation of Dental Materials, 2005.
2. ISO 10873, Dentistry-Denture Adhesives, 2010.
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