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8. 510(k) Summary

This 5 10(k) summary is in accordance with the requirements of 21 CER 807.92(c).

Submission Date: November 23, 20 10

510 (k) Notification: Traditional 5 10(k) Submission

Submitter Information:
Company: Colgate-Palmolive Company
Address: 909 River Road

Piscataway, NJ 08855 USA
Contact: Charles P. Ireland, MBA

Director of Regulatory Affairs, North America
Telephone: (732) 878-7519
Telefax: (732) 878-7135
Email:

Device Information:
Establishment Registration number: 2418748
Common Device: Dentifrice, Toothpaste
Trade Name: Colgate® Desensitizing Dental Cream
Classification Name: Varnish, Cavity; 21 CFR § 872.3260
Classification Product Code: LBH
Classification Panel: Dental
Class: 11

Intended Use:
For the management of sensitive teeth.
Provides rapid relief from painful sensitivity of teeth to cold, heat, acids, sweets, or
contact.
Rapid Desensitizer

Reason for the 510(k): This premarket notification (510(k)) submission is intended to
modify the marketing status of our legally marketed device, Rx home-use DenClude
(originally called ProClude-Sensitive) Desensitizing Cream (K003482) from Prescription
use to Over-the-counter use. All of the components for Colgate® Desensitizing Dental
Cream (CDDC) are similar to the previously cleared DenClude Desensitizing Cream.
These intended use are consistent with the indications cleared in the DenClude 5 10(k).

Predicate Devices used to claim substantial equivalence to:
Colgate® Desensitizing Dental Cream has the same intended use and utilizes the same
technological characteristics as these legally marketed predicate devices. The components
of CDDC have previously been cleared by CDRH in dental devices, including Colgate-
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Palmolive's ProClude® (K002989) and DenClude® (K003482) and the other predicate
devices.

1 . Trade Name: DenClude® Desensitizing Dental Cream
Owner: Colgate-Palmolive Company
Original name: ProClude-Sensitive
5 1 0(k) number: K003482
Product Code: LBH

2. Trade Name: ProClude® Prophylaxis Paste
Owner: Colgate-Palmolive Company
5 1 0(k) number: K002989
Product Code: EJR

3. Trade Name: OraviveTM Tooth Revitalizing Paste
Applicant: NovaMin Technology, Inc
5 1 0(k) number: K040473
Product Code: LBH

4. Trade Name: ProteCtTM Tooth Desensitizer
Applicant: Sunstar Butler
5 1 0(k) number: K050486
Product Code: LBH

Technological Characteristics
The general components, intended use and application of CDDC are substantially
equivalent to those of the legally marketed predicate devices. Open dentin tubules allow
the fluid within to transmit external stimuli to the nerves within the dentin pulp and to
trigger a pain response, resulting in dentin hypersensitivity. The components of CDDC
physically adhere to exposed dentin forming a solid plug, stopping fluid movement. This
physical mechanism of action is responsible for the product's ability to achieve its
intended purpose.

Performance Data
In vitro studies show that CDDC demonstrates physical occlusion of the dentin tubules,
creating a protective barrier that prevents external stimuli from reaching the nerves that
reside in the dentin pulp. Clinical studies show that instant sensitivity relief occurs with
direct application..

The conclusions drawn from the performance testing are that the device is safe and as
effective as the predicate devices. Furthermore, the device performs its intended use as
well as or better than the legally marketed predicate devices and complies with several
ISO standards.
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CDDCfomples ithhefoloinrsanars

Perf omnce S tdards wigSOsanars
"ISO 11609, Dentistry - Toothpastes - Requirements, test methods and marking,

* ISO 10993-1:2003(E), Biological evaluation of medical devices -- Part 1:
Evaluation and testing.

" ISO 7405: 2008 (E), Dentistry - Evaluation of biocompatibility of medical devices

used in dentistry.
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Mr. Charles P. Ireland
Director of Regulatory Affair s, North America
Colgate-Palmolive Company
909 River Road o Q2J
Piscataway. New Jersey 08855

Re: K1 03461
TFrade/Device Name: Colgate®" Desensitizing Dental Cream
Regulation Number: 21 CFRZ 872.3260
Regulation Name: Cavity \'arnish
Regulatory Class: 11
Prioduct Code: L-BI-I
Dated: Septemiber 8, 2011
Received: September 9, 201 1

Dear Mr. Ireland:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is Substantially equivalent (for the
indications for use stated in thle enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of'
the F-ederal Food, Drug, and Cosmetic Act (Act) that do not require approval of a prernarket
approval application (P1MA). You may. therefore, market the device, subject to the general
controls provisions of the Act. Th'le general controls provisions of the Act include
requirements for annual registration, listing of devices, good malnufactur ing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate informnation related to contract liability warranties. We remind you, however,
that device labeling must be truthful1 and not misleading.

If youLr device is classified (see above) into either class It (Special Controls) or class Ill
(P1MA), it may be subject to additional controls. Existing Major tregulations affecting Your
device can be found in the Code of ederal ReguLlations. Title 2 1, Parts 800 to 898. In
addition, FDA may publish fur1ther alnocemrents concerning your- device in the Federal
k'(isteri



Pa-ce 2 - MIr. Ireland

lPlease be ad vi sed that FDA's issuanHce of a substantial equivalence determ ination does not
mean that FDA has made a determination that y'OUr dev'ice complies wvith oilier requirements
of' the Act or any, Federlal statutes and reg(ulations administered by other Fedleral agencies.
YOUi must cornply' with all the Act's requiremnts, inclUding. but not irni ted to: registration
Land listing (21 CFR Part 807); labeling (21 CFR Part 801); mnedical device reporting
(reporting of medlical (leviC-reiated adverse events) (21 CER 803): £ood 11mnufacturing
practice r equirements as set Forth in the q nal ity systemns (QS) reg.ulation (2 I CF -R Part 820);
and if'applicable, the electronic prodcIIt radliation control provisions (Sections 53 1-542 of'
the Act); 21 CER 1000-1050.

f 'you desire specific advice for- your device Onl our labeling- regu'Llationl (21 CFR Part 801),
Please go to litti)://www'\.I'Cda.u'OV/AboLutFDA/CenitersOflitces/C DRI-I/CDR 1\-lOfl'ees
/UCII I SSO.1itm for the Center for Devices and Radiological Health's (CI RI-f's) Of'fice of'
Compliance. Also, please note the regu"lation entitldcl "NI i sbranding by reference to
preiiarket notification'' (2 I C FR Part 807.97). For queCst ions regarding the repIor-ting o1I
ad verse events under thle MIDR regu LIlationi (2 1 C FR Part 803), pleaise go to
Iittip://\vw. fdal .,o v/MvediicalIDevices/S a fetv/leqor-tailrobl m/cci',iIt.])titm for the CD RI-Is
Off-ic of'SU LirviIlance and Biometrics/Division of' Posimarket S urveilIlance.

You may obtaini other general in~ formation Oil yIour responsibilities Under thie Act fron the
Division of' Small NIanu faCturer-s. International and Con1sumer Assistance at its toll -lfre
nlumber (800) 638-204 1 or (301) 796-7100 or at its Internet address
Iittp)://www%.I da. coy/Medlical Dexvices/ResourcesfborYoLu/IidUStlV/CdetImlt.Ihtml

Sincerely yours,

Anthony D. Watson, B.S., M.S.: M.B.A.
Director
Division of Anesthesiology, General H-ospital,

Infection Control and Dental Devices
Office of Device Evaluationl
Center for Devices and

Radiological Health

FInclosure
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7. Indications for Use

510(k) Number (if known): Jgqt
Device Name: Colgate® Desensitizing Dental Cream

Indications for Use:

For the management of sensitive teeth.
Provides rapid relief from painful sensitivity of teeth to cold, heat, acids, sweets, or
contact.
Rapid Desensitizer

Prescription Use _____AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C) _

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: ( 91
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