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Purpose:

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

Scope:

These guidelines apply to the design of clinical trials and other
information needed to evaluate the safety and effectiveness of
dental floss or other interdental cleaners intended for the
removal of interproximal dental plaque.

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.

Acceptance Program Guidelines: Dental Floss or Other Interdental Cleaners
November 2011

Acceptance Program Guidelines
Dental Floss or Other Interdental Cleaners
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 60611-2678
B. Submissions should be sent in electronic format (For example, CDs, flash drive or

email). For CD or flash drive, please send 2 copies. Submissions should be
indexed to the submission’s Table of Contents with hyperlinks to the various sections
and to the supporting documentation.
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.
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.
2.

Arrangement of a Submission
The submission is to be divided into sections and arranged in order as indicated in part
II.
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II. INFORMATION TO BE SUBMITTED
1.

Cover Page
A. Name of company
B. Product name

2.

Table of Contents

3.

Company Information
A. Name of company (to be used in official list of Accepted Products)
B. Address (to be used in listing)
C. Phone number (to be used in listing)
D. Fax number
E. Email address and Internet address (if available)
F. Names of owners, officers, and other individuals authorized to furnish information to

the Council and represent the firm in dealing with the Council. (Foreign
manufacturers must have an office or branch located in the United States and the
product must be available for purchase in the United States)
4.

Summary of Submission
Comprehensive summary of the information submitted on safety and effectiveness.

5.

Product Information
A. Name of product (to be used in listing)
B. Evidence of FDA approval to market1, if applicable (e.g., 510 (k) letter, pre-market

approval [PMA], NDA.)
C. 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.
iii. Claims for the product in labeling and in advertising may include reduction of
plaque and gingivitis between teeth.
D. Product description

i. Chemical composition or components of product and purpose of the various
ingredients
ii. Material Safety Data Sheet (MSDS) (if applicable)
iii. Design of the product (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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iv. Electrical safety testing - UL, ETL, CSA, or other laboratory certification or
approval – (if applicable)
E. Instructions

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

i. All labeling/packaging must be approved by the Council before use. Companies
may submit draft copy for approval.
ii. A description of the contents/composition, including the name and form (e.g.
powder, liquid, paste, etc.) and the inactive and active chemical constituents.2
G. Advertisements/Promotional Materials /Websites

i. The only claims of product effectiveness, including comparative claims, which may
be used in ads/promotional materials /websites, are those that have been
approved by the Council.
ii. Individual ads/promotional materials/websites do not need to be submitted for
prior approval by the Council.
iii. Ads/promotional materials /websites must avoid disparagement of other products.
6.

Quality Control Procedures for the Manufacturing of the Product
Describe the quality control procedures applied to the manufacturing of the product. This
should include the Quality Control tests used during processing and on the finished
product, and assurance that the product meets good manufacturing procedures.

7.

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 data should be provided on the tensile strength of the product and

resistance to shredding. In addition, where applicable, the product should comply
with the requirements of ISO 28158.
C. For powered products and for manual products whose design or composition

represent a significant departure from those in currently Accepted products,
manufacturers must present adequate evidence from at least two independent3
clinical investigations to show that unsupervised use of the product by the average
patient will not be harmful to hard or soft oral tissues or restorations. (See Dental
Floss or Other Interdental Cleaners, Appendix)

2

If the product container does not allow sufficient space for this information, it may be placed in the package insert.
Independent Studies = 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.
3

*double blind when possible
**as defined in this guideline
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D. For powered devices, the product must have been submitted to an examination by

and met the requirements of an appropriate technical safety laboratory such as
Underwriters Laboratories, Inc. This requirement may be waived for products
operating from non-rechargeable batteries of low voltage.
8.

Efficacy Data
A. Clinical trials will not be necessary for manual products similar in design and
composition to those previously Accepted by the Council.
B. For powered products or for manual products whose design or materials represent a

significant departure from those in currently Accepted products, manufacturers must
present adequate evidence from at least two independent1 clinical investigations to
show that the test product plus normal tooth brushing can be readily employed under
unsupervised conditions by the average patient to reduce plaque and gingivitis
beyond that obtained by normal tooth brushing alone. (See Dental Floss or Other
Interdental Cleaners, Appendix)
9.

Comprehensive Bibliography Concerning the Product

10. Copies of Most Significant Articles
11. Appendices

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 for removing plaque between teeth and helping to prevent or
reduce gingivitis, when used as directed.”
* Normally, the Rules For Use of The Seal of Acceptance require companies to use
the Seal statement whenever they use the Seal mark. The Council agreed to waive
the requirement that the Seal statement be used when the Seal is used on Dental
Floss or Other Interdental Cleaners products/packaging, as long as the company
agrees to include both the Seal and Seal Statement on the company’s website
adjacent to where the Accepted product appears. The Seal statement must continue
to be used in advertising and promotional materials whenever the Seal appears.

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. ISO 28158, Dentistry-Integrated Dental Floss and Handles, 2010

Acceptance Program Guidelines: Dental Floss or Other Interdental Cleaners
November 2011

6

APPENDIX
Floss and Other Interdental Cleaners
Clinical Protocol Guidelines
The following clinical protocol is suggested for the design and conduct of clinical studies
using interproximal cleaning devices to provide evidence of safety and effectiveness in
reducing interproximal gingivitis and removing interproximal plaque.. Other well-designed
clinical study designs could also be acceptable. Manufacturers are encouraged to submit
their clinical protocols to the Council for review prior to the start of clinical studies.
Sample Size: At least 30 subjects for each product will be entered into the study at
baseline. At least 25 patients for each product will be available for examination at the end of
the study. Each subject will have a complete oral cavity examination to determine eligibility
for the study. In general, subjects should be adults of normal health with mouths free from
major hard or soft tissue lesions. Entry criteria should avoid patients with advanced or nonrepresentative disease states. It is recommended that subjects with mild to moderate
gingivitis be selected. The control toothbrush to be used in the study will be provided by the
Council at cost.
Study Duration: The study will be conducted for a least a 30-day period to assess efficacy.
Measurements will be taken at least at baseline (prior to the study), 15 days (optional), and
30 days.
Safety Assessments: Safety assessments will be made in the interproximal areas at each
measurement period on soft and hard oral tissues and restorations, and all adverse effects
shall be reported and analyzed (normal vs abnormal) by an acceptable non-parametric test.
Gingivitis Assessments: Gingivitis will be evaluated using a well-recognized gingival
index; e.g. Löe and Silness (Acta Odontol Scand. 21:533, 1963). Justification for the
particular gingival index used must be provided. Full mouth evaluations should be performed
of the interproximal areas The Council realizes that if subjects without appreciable gingivitis
are selected for the study, they may not demonstrate a 15% reduction in mean whole mouth
interproximal gingivitis, which the Council believes is clinically meaningful, during the course
of the study. For purposes of Acceptance of products intended to improve gingival health,
the Council believes that it is reasonable to require a demonstration of a meaningful
reduction in gingivitis. Therefore, patients with mild to moderate gingivitis should be selected
(see above section on sample size).
Plaque Assessments: Plaque will be scored before and after brushing and interdental
cleaning at each examination using a well-recognized plaque index (e.g., Turesky et al) (J.
Periodont 41:41, 1970). Justification for the particular plaque index used must be provided.
Full mouth interproximal plaque evaluations should be performed.
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Clinical Procedure: All clinical examinations will be performed by an investigator who has
no knowledge of the oral hygiene devices used by the subjects. A sufficient number of sites
in each [patient should be examined during the study to determine effectiveness of the
interproximal cleaning device for teeth in anterior/posterior and maxillary/mandibular areas
of the mouth. At least 5 interproximal sites per patient in each of these site categories will
allow for a minimum total of 125 maxillary anterior sites, 125 maxillary posterior sites, 125
mandibular anterior sites and 125 mandibular anterior sites. On each efficacy study
examination day [e.g., baseline, 15 days (optional) and 30 days] the subjects will report
having not brushed and cleaned interproximally for 12-16 hours so that overnight plaque
formation can occur. Safety, gingivitis and plaque evaluations will then be made. Subjects in
the control group will be given approximately 5 minutes to brush, and subjects in the test
group will be given approximately 5 minutes to brush and another 3 minutes to clean
interproximally, with the investigator out of the room. Both group should be give the same
amount of time to brush. Plaque measurements will then be repeated. Subjects should not
have access to a mirror. Between the baseline and 30 days examination, subjects in the test
and control groups will be instructed to brush their teeth twice a day, using the same ADA
Accepted toothbrush and toothpaste. Subjects in the test group will also use the interdental
cleaner once a day.
Statistical Analysis: Within each group, means and standard deviations) for all clinical
measurements and assessments for the entire dentition of each subject for specific selected
sites (i.e. mesio/distal of the buccals/linguals in anterior/posterior teeth) will be made.
Groups will be compared at baseline, 15 days (optional), 30 days with either a parametric or
non-parametric test for matched pairs. If more than two groups are being evaluated,
appropriate multiple comparison tests should be used. Repeated measures multivariate
analysis of variances (ANOVA) can be used to test for time- and device-dependent
differences for all clinical assessments between subject group 2 over the 2 (or 3) visits. The
test group using the interproximal cleaning device must demonstrate that it removes more
interproximal plaque and reduces more interproximal gingivitis that that obtained by tooth
brushing alone.
Notes:
1. It is desirable to provide a measure of intra- and inter-evaluator variance.
2. An attempt should be made to assess the level of compliance of the subjects in the
study.

Acceptance Program Guidelines: Dental Floss or Other Interdental Cleaners
November 2011

8

211 East Chicago Avenue
Chicago, Illinois 60611
T 312.440.2500 F 312.440.7494
ADA.org

Copyright © 2011 American Dental Association. All rights reserved.
Any form of reproduction is strictly prohibited without prior written permission.

Acceptance Program Guidelines: Dental Floss or Other Interdental Cleaners
November 2011

