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Proprietary Name: Collacare Dental

Common Name: Collagen dental matrix

Device Classification:
Product Code: KGN
Classification Name: Wound Dressing, Collagen
Regulatory Class: Unclassified

Predicate devices: Collacare Dental (K1 10388)
Collagen Wound Matrix-Oral (K1221 15)
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Intended Use:
Collacare Dental is indicated for the management of oral wounds and
sores, including:

* denture sores
* oral ulcers (non-infected or viral)
* periodontal surgical wounds
* suture sites
* burns
* surgical wounds and traumatic wounds

Description:
Collacare Dental is a collagen matrix, conformable and resorbable, manufactured
from purified type I collagen derived from bovine Achilles tendon. Collacare
Dental is supplied sterile and non-pyrogenic, in various sizes, and for single use
only. Sizes available include the following:
Dental Sponges: 3.6cm x 1.8cm, 2.5cm x 2.5cm and 2.5cm x 5cm
Dental Cone: Height-i1 7m m 0 Top -10mm 0 Bottom -14mm

Statement of Substantial Equivalence:
Collacare Dental is substantially equivalent in materials of construction and
indications to Collacare Dental (K1 10388) and Collagen Wound Matrix-Oral
(K1 22115)

Feca., CecnooDentl Codto.., Geital Co&nno*Dgis.1

alartolecttre" Synt..Il GnmbH Synlcoll noNcllgn bta,110

510(k) tmbrrer KI 1038 K133290 122115
Z,91ApjER-M STNul cdtrt aCollecureoDenal it indicated forma Clae on Lrnn ~lI
lnonalentenlo or.l wound, and ottanaoementlt ora) ,niundsand sores indicated ormTe management 01 oral
...e. Ijnd du o .. inddno: sourdsanrasoles Indnd

dentuotres dent,nrs, Denture lores
ona[utcar..iltsni rtadd or *oraIulcrs (non-Infeted ortArul I Oral ulcer, lrn attd0

Indr~icadla t , olla I periodontal nsllsicuns Akil'

Uperiodontal surgical *s a e s l'.t odrtal Iutacal
US, wunds S urnt ZO~ us

* Urpcal ou're Onraton sites

Vrumatlsoundt Surgicl wolunds
Tra U.maund

Mamoru.e Type, I CollannTp I ollge. I etolaen

Cofllman asoes. Sonie Acttesltendon B.".n Aclrille tendcon 001011 aztl tendon

Bloce~risabl, te Yet e

Braosocwnneti ie Yen Yae

Mon- Ptsrogetsc Yea Yea c

Surele Yes, - irradiation Yet- rradiabo Yea rnaziatln

adinner 3 manl r 1o .81 au 2 OSorn and Wore2. 3. a pScm 2.t. K 41.
lazs ts: 2Scot' x 2Scor and 2 Scor 2Sis5cirs mSaalt2 o

Sizes S~on PIn: l-eeldril tt.nn Top - ltannin a 0g 01 1
Bottotr- tsosn

The arracud sIou.. me Itorus at room,

'SIaoe10 ft. morntaizerat~ lest tan 25'C Roomo lernioratuse less Man 250C ul ... are. Aod .. ce,ate heal and

Summary of Performance Testing:
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There are no new biocompatibility issues arising with the use of Collacare Dental
as the materials of construction and finished product material match that of
Collacare Dental (K1 10388). Biocompatibility testing undertaken included
cytotoxicity, sensitization, irritation, systemic toxicity, and pyrogenicity.

Collagen type and purity evaluated to show no denaturing during manufacturing
process

Viral reduction assessments conducted to show viral deactivation within
acceptable safety range.

Conclusion:
Collacare Dental is substantially equivalent to the predicate devices delineated in
this submission and meets the requirements for premarket notification as defined
in CFR21, Part 807.
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Innocoll Pharmaceuticals Limited
Mr. Aaron Wyse
Senior Director of Regulatory Affairs
Midland Innovation and Research Centre
Dublin Road, Athlone
Co. Westmeath, Ireland

Re: K 133290
Trade/Device Name: Collacare lDental
Regulatory Class: Unclassified
Product Code: KON
Dated: March 20, 2014
Received: April 1, 2014

Dear Mr. Wyse:

We have reviewed your Section 5 10(k) premiarket notification ol'intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclostire) 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 wvith the provisions oftlie Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval ofa premiarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH- does not evaluate information related to contract liability
warranties. We remind YOU, however, that device labeling must be truthful and not misleading.

If Your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be Subject to additional controls. [Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies wvith other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You mnust
comply wvith all the Act's requirements. including, but not limited to:. registration and listing (2 1
CFR Part 807): labeling (2 1 CFR Part 801); medical device reporting (reporting ofniedical
device-related adverse events) (21 CFR 803): good manuifacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820): and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 ofithe Act); 21 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7l00 or at its Internet address
hUw://www.fda.gov/MedicalfDevices/ResourcesforYou/lndustrv/default.htm. Also, please note
the regulation entitled, 'Misbrand ing by reference to premarket notification" (21 CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/Medica]Devices/Safetv/ReiortaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
htti);Hwww.fda.gov/Medica]Devices/ResourcesforYou/industrv/default.htmf.

Sincerely yours,

Mary S. Runner -S

Erin 1. Keith, M.S.
Acting Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control, and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Statement of Indications for Use

510(k) Number (if known): K133290

Device Name: Collacare Dental

Indications For Use:

Collacare Dental is indicated for the management of oral wounds and
sores, including:

*denture sores
*oral ulcers (non-infected or virai)

periodontal surgical wounds
*suture sites
*burns
*surgical wounds and traumatic wounds

Prescription Use _X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Sheena A. Green -S
2014.04.30 14:44:23 -04'00'

Concurrence of CDRH, Office of Device Evaluation (ODE)
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