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Submitter's Information
Name: Tissue Repair Company
Address: 12255 El Gamina Real, Suite 250

San Diego, CA 92130
Telephone: 858-793-6641
Fax: 858-793-7243

Contact Person
Name: Lois Chandler, Ph.D.
Telephone: 858-436-1012
Email: lchandler~ccardiumthx.com

Date Summary was Prepared: October 4, 2011

Device Information*
Proprietary Name: Excellagen
Common Name: Collagen Wound Dressing
Classification Name: Dressing, Wound, Collagen
Product Code: KON

Predicate Devices
Integra Flowable Wound Matrix, K0721 13
Stimulen Collagen, K030774
Medifil gel, K910944
HyCure Hydrolyzed Collagen, K955506
Collatek Powder, K012990
HeliDerm Collagen Wound Dressing, K990086

Device Description
Excellagen is a wound care device composed of formulated, 2.6% (26 mg/mL)
fibrillar bovine dermal Collagen (Type 1) that is topically applied directly to the
wound surface. Excellagen is packaged as single-use units to ensure safety and
provide for easy topical application. The device is tested for sterility in
accordance with USP<71>. Excellagen is supplied in one of two kit
configurations. One kit configuration consists of four single-use 1.0 cc syringes,
each containing 0.5 cc of 2.6% (26 mglmL) formulated collagen, and four single-
use sterile flexible applicators. This kit can be used for smaller wounds. The
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second kit configuration consists of one single-use 10.0 cc syringe containing 4.0
cc of 2.6% (26 mg/mL) formulated collagen, and one single-use sterile flexible
applicator. This kit can be used for larger or tunneling/undermined wounds.
Excellagen is stored at standard refrigeration temperature (2-8oC).

During manufacture, the collagen component of Excellagen is purified using a
specialized process that eliminates impurities (including endotoxins), and
removes denatured molecules and collagen fragments. Excellagen consists
almost exclusively of high molecular weight, intact, fibrillar collagen and is
formulated at a concentration of 2.6% (26 mg/mL) in an isotonic buffer with
protein stabilizing agents.

Intended Use
Excellagen is a wound care device intended for the management of wounds
including partial and full thickness wounds, pressure ulcers, venous ulcers,
diabetic ulcers, chronic vascular ulcers, tunneled/undermined wounds, surgical
wounds (donor sites/grafts, post-Moh's surgery, post-laser surgery, podiatric,
wound dehiscence), trauma wounds (abrasions, lacerations, second-degree
burns, and skin tears) and draining wounds. This device is packaged for one-
time use.

Excellagen is contraindicated for individuals with a known sensitivity to products
of bovine origin.

Technological Characteristics Compared to Predicates

Predicates
Excellagen Integra Stimulen Medifil Gel HyCure Qollatek Heliderm

Flowable
5 10(k)

Number pending K072113 K030774 K910994 K955506 K012990 K990086

Type I Soluble Type I Tp I Tp
Material CTypel I Collagen modified Typel I Collagen colle collae

collagen (x-linked + Colae9Clagnolae

SouceGAGs) Collagen collage
Sore Bovine Bovine Bovine Bovine Bovine Bovine Bovine

Form Fbrillr GelHydrated Collagen Podr owe ioflisForm FibrllarGel Granules Gel Suspension Pwe odr Mcoirl

Biodegradable Yes Yes Yes Yes- Yes Yes Yes
Biocompatible Yes Yes Yes Yes Yes Yes Yes

Sterile Yes Yes Yes Yes Yes YesYe

Soae Refrigerated Room Ro Rergatd Room Not Ro
Soae 2-8 0C Temp Temp <160C Temp available Tm
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Safety
The safety of Excellagen has been established based on standard non-clinical in
vitro (cytotoxicity) and in vivo (sensitization and intracutaneous reactivity)
biocompatibility testing in accordance with ISO 10993-1. Excellagen was found
to be biocompatible in all tests.

Substantial Equivalence
Excellagen is substantially equivalent in function (wound management), materials
(bovine Type I collagen), intended use (direct topical application to dermal
wounds) and safety profile (biodegradable and biocompatible, passed sterility
testing in accordance with USP<71>) to the following products which have been
cleared to market under Section 510(k) premarket notifications: Integra Flowable
Wound Matrix (K072113), Stimulen Collagen (K030774) Medifil gel (K910944),
HyCure Hydrolyzed Collagen (K955506), Collatek Powder (K012990), Helioerm
Collagen Wound Dressing (K990086).

Conclusion
Excellagen is safe under the proposed conditions of use and substantially
equivalent to its predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public I 1c:Ikd er' ice

Fi 581k. Repir Comlpany
'X Lois Chiandler. Ph.D.
12255 El Camino Real, Suite 250
San Diego. California 92130

Re: K1 1031 IS
Tr'lade/Device Name: Excellaizen
RegoulIatory Class: linelass i fed
ProdcIIt Code: KGN
Dated: September 26, 2011
Received: September 27. 2011

IDear Dir. Chandler:

We have reviewed yourl Sect ion 510(k) prerairket not ificat ion ofintcrit to mnarket thle device
referenced above and have determined thle deCvice is subIstanltially eqivalnt (For1 thle inldicationls
for Use stated in thle enclosure) to legalIy' marketed preicmale devices muarketed in interstate
commerce prior to M\,ay 28, 1976, tile enactillent date of the N/I edica I Device A me ndments, or to
devices that have been rec lassi fred in accondance ith the pro visions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not reqti rne approval of a premarket approval application (P MA).
YOU may, there fore, market the device, sUIJLb e to thle gleneral controls pro visions of the Act. Thie
veneral controls provisions of the Act include reqIlineens fbr anua~l regIistrationl, listing of'
devices, good ruanudlturling" practice, labeling, and prohibitions against Misbranding and
adulteration. Please note: CD RI-I does riot eVa I niate inf'onmaion related to contract liabilIit\
warranties. We remind you; however, that device labeling Must be truthful and not misleading.

If your device is classiflied (see above) into either class 11 (Special Controls) or class IIl (PMvA). it
may be Subject to additional controls. Existing major reguilations affecting Your de\'ice canl be
foun11d in thec Code of ederal Regnr ations, TFitle 2 I: Parts 800 to 898. fIn acddton, 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 dleterm ination that you1-r device comnpies with other req~uireents of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
conmply with all thle Act's recluirernents, including, btrt not limited to: registration and listing (2 I
CER Part 807); labeling (21 CFR Part 801);- medical device reporting (reporting of medical.
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(1evicc- rel Lited adverse eventIs) (2 I C FR 8O0Y; good Manuacetu rin wpaCt iCe rqWrentsas Set
forth i the quakIyt systems (QS) reguilation (2 1 CUR Part 820); and ir[applicable. le electronlic
pioducrt radiat ioin control 1)0 visins (Sec i in 5311-42 oF te Act); 21I CFlR 000-1I050,

II you desi re s Peelie advice lb r you r devie onl ouf tibel ng regulation (21I CU7R Part. 801): lplease
go0 to hi /ww d~o/bttD./etr~~ee/D~1CRllfcstcnI 15809.htn At
the Center for Devices and Radiological I-lealIth's (CD RI-'s) C) lc of Cornp Iiance. A Ioddea)
note the regulation entitled. ''Nisbnrndineg by reference to picinarket notification' (21 CUR 'art
807.97). For qluestions regarding the relpornn of adverse events Lunder the M4DR reglation (2 I
CUR Part 803), please go to
hIIttp //ww. fr(IaLi CO /NI c1 inI IDevxices/SaL let v/Rfeaialouithi cin/dc l tt.1I1 telbr the CI S <-i 05ce
of Sutrvei II aw and B i orictrics/D ivi sion of 'Post market Stive ill ance.

You my obtalin other generLnl information on your responsibilities tinder the Act foro the
Division of mall Manufalcturers, Inlternaiiional and Consumer Assistance at its tol-fee number
(800) 638-204 1 or (301) 796-7100 or at its Interet address
jqj0://IVtVW!Aa. gzovl ed ical De vices/Resour cs IorYO ti/I iwi UStrV/de fall It. 1htil.

Sincerelvyyours, v

M'ark NR. N'elkersOn A4 lv

Director

Division ofSurgical Orthopedc
and Restoraive [Devices

Oflice of IDevice Evaluation
Center ror Devicecs and

Radliological H-ealth

Enclosure



510(k) Notification (Traditional)
Excellagen Tissue Repair Company

Indications for Use

510(k) Number (if known):

Device Name: Excellagen

Indications for Use:
Excellagen is indicated for the management of wounds including partial and full
thickness wounds, pressure ulcers, venous ulcers, diabetic ulcers, chronic
vascular ulcers, tunneled/undermined wounds, surgical wounds (donor
sites/grafts, post-Moh's surgery, post-laser surgery, podiatric, wound
dehiscence), trauma wounds (abrasions, lacerations, second-degree burns, and
skin tears) and draining wounds. This device is packaged for one-time use.

(Division Sign-Oft)
Division of Surgical, Orthopedic,

and Restorative Devices
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