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Purpose:

The Acceptance Program applies to over-the-counter dental
products for which safety and usefulness has been established
by laboratory, and/or clinical evaluations where appropriate.
Accordingly, the purpose of these requirements is to provide a
structure upon which cleansers for removable prostheses can
be considered for ADA Acceptance.

Scope:

These requirements apply to materials and agents used to
remove soft debris from removable prostheses, which include full
and partial dentures with acrylic resin bases and partial dentures
with acrylic resin bases and metal frameworks and/or clasps; to
remove stains from removable prostheses; and to eliminate
unpleasant odors from these prostheses.

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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I.

SUBMISSION DIRECTIONS
A. Submissions are to be sent in electronic format (CD, flash drive, or email) to the
Council Office:
Acceptance Program
Council on Scientific Affairs
American Dental Association
211 East Chicago Avenue
Chicago, Illinois 60611-2637
adaseal@ada.org
B. The submission fee is a one-time, non-refundable fee and is required before review
begins. Maintenance fees are billed to the company in January of every year.
C. Notification of Council action on a submission will vary depending on whether a
submission must be reviewed by the Council at one of its two annual meetings, or if it
can be reviewed by an e-mail ballot.
• Council meeting = approximately 2-4 weeks following the Council meeting
• E-mail ballot = approximately 4-6 weeks following receipt of a complete
submission
More time may be required if additional information or clarification is needed from the
manufacturer.
D. When a product is classified as “Accepted” and is awarded the ADA Seal of
Acceptance, the Acceptance period is 5 years. Manufacturers will be contacted
approximately 6 months before the expiration of the current Acceptance period to
complete the requirements for the next 5 year Acceptance period.
E. 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(s)
B. Name of company
C. Evidence of FDA approval to market 1, if applicable (e.g., 510 (k) letter, pre-market
approval, NDA).
D. Claims of safety and efficacy
i. List all claims of safety and efficacy, including all health benefit claims and all
claims which imply a health benefit, must be documented.
E. Product description
i. Chemical composition or components of product and purpose of the various
ingredients
ii. Material Safety Data Sheet (MSDS) (if applicable)
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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iii. Design of the product (if applicable)
iv. Safety testing certifications - UL, ETL, CSA, or other laboratory certification or
approval (if applicable)
i.
ii.
iii.
iv.

Intended purpose of product
Include indications and contraindications for use, warnings, limitations, etc.
Other category specific requirements
A cautionary statement is required concerning the use of soak-type cleansers with
materials such as soft liners and silver solder joints. The statement shall be
included in the instructions for use that soak times shall be limited to a maximum
of 5 minutes. This requirement will not be necessary for products for which
evidence of prolonged safe use with these types of prostheses is presented or if
the product instructions expressly exclude use with soft liners and silver solder
joints.

G. Labeling/Packaging
i. All labeling/packaging must be approved by the Council before use. Companies
may submit draft copy for approval. Individual ads/promotional materials/websites
do not need to be submitted for approval by the Council.
ii. Where appropriate, information on potentially hazardous ingredients and
appropriate emergency treatment should be provided.
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. When appropriate, standard toxicological, mutagenic, and/or
carcinogenic testing may be required. Compliance with applicable FDA standards, as
well as the Generally Recognized as Safe (GRAS) list should be provided (where
appropriate).
B. For cleansers meant for use in the oral cavity, in cases where new agents that do not
appear on the GRAS list have been introduced into a cleanser, one six month clinical
study must be submitted which include examinations of oral soft and hard tissues,
toxicological studies, and microbiological profiles that should demonstrate that
pathogenic or opportunistic microorganisms do not develop over the course of the
study (See Appendix). In products with agents with an established record of safe use
in the oral cavity, clinical testing may not be required, but the manufacturer should
provide supporting data and rational for its use in the submitted product.
C. For cleansers meant for use outside of the oral cavity, laboratory testing data should
be submitted showing that after the product has been rinsed off of the prosthesis
following use, no dermal contact sensitization results due to any residual product that
might remain on the prosthesis. (See ANSI/ADA Standard No. 41 Evaluation of
Biocompatibility of Medical Devices Used in Dentistry)
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D. Laboratory tests should be submitted to demonstrate that the cleanser will not
adversely affect prostheses and their component materials under conditions of actual
use (e.g. using ASTM D543-14 for plastics, and appropriate tests to show no etching,
pitting or localized corrosion of metal components).
4. Efficacy Data

A. Supply one copy of all available physical and chemical property information
developed in laboratory studies or similar materials that might be predictive of clinical
use/behavior.
B. Laboratory tests should be submitted to support each of the usual efficacy claims for
this product category (e.g. removes stains; removes plaque/mouth film and soft
debris) under conditions of actual use. Additional efficacy claims (e.g. antibacterial
activity) must also be supported by appropriate studies. Product efficacy must be
demonstrated in two independent 3 30 day clinical studies demonstrating the
effectiveness of the denture cleanser.
5. Copies of Most Significant Articles and Supporting Literature
6. Appendices – as applicable

III. STATEMENT TO BE USED FOR PRODUCTS ACCEPTED UNDER THESE
REQUIREMENTS
“The ADA Council on Scientific Affairs Acceptance of (Product Name) is based on its finding
that the product is safe and has shown efficacy in cleaning removable prostheses, when
used as directed.”
Format for product packaging:
• Helps clean removable prostheses
IV. REFERENCES
The following references were used in the development of these Requirements. They can
be consulted for a more detailed discussion of issues addressed in these Requirements.
For more information regarding clinical trials and clinical trial reporting refer to FDA or ISO
documents.
1. ASTM D543-14 Standard Practices for Evaluating the Resistance of Plastics to
Chemical Agents
2. ANSI/ADA Standard No. 41 Evaluation of Biocompatibility of Medical Devices Used in
Dentistry, 2015.
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Companies should submit at least two clinical studies* of similar design, conducted at different sites (where at least one site is not
under direct control of the sponsoring company), by different investigators and using different study subjects and an appropriate
control**. “Direct control” does not prohibit monitoring of the investigation by the company for legitimate business purposes, as long
as such monitoring does not interfere with the scientific autonomy of the investigators.
*double blind when possible **as defined in this requirement
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Appendix
CLINICAL PROTOCOL GUIDELINES
The following guidelines are for the design and conduct of clinical studies for the evaluation of
the safety and efficacy of denture cleanser products. Manufacturers are encouraged to submit
their clinical protocols to the Council for review prior to the start of the clinical studies. The
information indicated below is applicable to each independent clinical study.
Sample Size
A sufficient number of subjects should be enrolled in the study to ensure that appropriate
statistical tests can be performed. The Council recommends that a minimum of 30 subjects per
group complete the study.
Subject Selection
All subjects should be in good physical health with no medical problems that would
contraindicate participation in the clinical study. Subjects should be screened for potential
participation in the study and the screening pool should be examined for balance in terms of
gender and broad age distribution. Subject population should be indicative of those for whom
the product is intended. Subjects must refrain from the use of any non-study related denture
cleansers. Other criteria for inclusion/exclusion of subjects must be provided.
Study Duration
The Council recommends that two 30 day clinical studies are necessary showing safety and
effectiveness of the product. For products containing non-GRAS ingredients, a 6 month study
showing safety and effectiveness is required. Clinical studies are not required for products
containing GRAS ingredients, but the manufacturer should provide supporting data and
rational for its use in the submitted product.
Study Design
Each subject will have a complete oral cavity examination to determine eligibility for the study.
The frequency of use of the product should be representative of actual use of the product in
practice; and the user should be instructed in the proper use of the product, but not necessarily
supervised. Studies must report all groups and an attempt should be made to assess the level
of compliance of the subjects in the study. Measurements will be taken at baseline and at the
conclusion of the study with an optional intermediate period. Comparison should be made in
each subject without and with denture adherent. For those products with a directed use period,
an observation immediately post-use is required.
Safety Assessments
Safety must be evaluated and acceptance is contingent upon demonstrating the absence of
irreversible side effects resulting from the use of the product.
A. Adverse Effects
All adverse effects should be reported including altered oral sensations for each observation
period (e.g. burning mouth or altered taste).
B. Effect on oral tissues
Evidence that the product does not adversely affect oral soft issues should be provided.
Subjects should be examined in the course of the study for the presence of pathologic
conditions such as oral ulceration, candidiasis, or other secondary infections of the oral
mucosa that may be manifestations of the proliferation of opportunistic microorganisms.
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Efficacy Assessments
A. Statistical Analysis
Acceptance is contingent upon achieving a statistically significant increase in biting force
and retention with the denture adherent in comparison to without the denture adherent.
Mean group scores for biting force and retention will be compared at baseline and when the
study is complete. Appropriate multiple comparison tests should be used. The basis for
statistical sizing must be provided in the protocol. Information to be provided includes
expected examiner variance, the targeted alpha and beta values, the estimated drop-out
rate, and the targeted treatment differences.
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