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Submitted by: Coreleader Biotech Co., Ltd.

19F, No. 100, Sec. 1, Sintai 5'hRd., Sijhih District, New

Taipei city, Taiwan(R.O.C), 22102

Phone: +886-2-26968880

FAX: +886-2-26968882

Contact Person: Teeming Tsao

Date Prepared: May 25, 2011

Proprietary Name: Coreleader Colla-Algi Fiber

Common Name: Topical Wound dressing

Classification: Unclassified

Classification Name: Dressing, Wound

Predicate Device: Coreleader Colla-Algi Fiber Dressing is

substantially equivalent to.

FIBRACOL COLLAGEN-ALGINATE DRESSING
(K(925548). Manufactured by JOHNSON & JOHNSON
MEDICAL, INC.

FIBRCOL PLUS COLLAGEN WOUND DRESSING
WITH ALGINATE (K(982597). Manufactured by
JOHNSON & JOHNSON MEDICAL, INC.
KALLTOSTAT FORTEX WOUND DRESSING
(K921009). Manufactured by CALGON VESTAL DIV
KALTOSTAT WOUND DRESSING (K(910059).

Manufactured by CALGON VESTAL DIV

Device Description: Coreleader Colla-Alig Fiber Dressing with Alginate is

wound care dressing with 10% collagen composition.

Colla-Alig Fiber Wound Dressing with Alginate combines

with exudate to maintain a moist wound environment.
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The moist environment provided by the Colla-algi fibers

may provide an environment favorable to the wound

healing process. It is non-adherent, removes easily and

leaves wound free of fiber. It maintains initial integrity

when wet. Soft, conformable sheet can be cut to fit any

size wound.%

Biocompatibility studies have demonstrated the

Coreleader Colla-Algi Fiber Dressing to be non-irritating,
non-sensitizing, and non-cytotoxic.
Coreleader Colla-Algi Fiber Dressing is a sterile topical
wound dressing, packed in a pouch and a foil bag, and
sterilized by gamma-ray radiation to a 10-6 SAL.

Intended Use: Coreleader Colla-Algi Fiber Dressing is indicated for
management of exuding wounds including Full-thickness
and partial-thickness wounds, Pressure ulcers, Venous
ulcers, Ulcers caused by mixed vascular etiologies,
Diabetic ulcers, Second-degree bums, Donor sites and
other bleeding surface wounds, Abrasions and Traumatic
wounds healing by secondary intention, Dehisced surgical
incisions.

Technological Coreleader Colla-Algi Fiber Dressing with Alginate is an
Characteristics: advanced wound care device composed of collagen and

calcium alginate fibers. Its unique combination of natural
biopolymers created by Wet-Spinning process combines
the structure support of collagen and gel forming
properties of alginates into a sterile, soft, absorbent,
conformable topical wound dressing. The dressing is
manufactured from bovine collage and medical grade

alginate.
The source of bovine collagen is from bovine hide splits
from Australia. The hides are from healthy cattle

slaughtered under process further in a controlled clean
room in order to avoid the possibility of bovine
spongiform encephalopathy (BSE) contamination. The
collagen is linked with the calcium alginate using a
Wet-Spinning process.
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Coricader B~iotech Co.. Ltd.
%/ NMr. Ianl Li
19F, No. 1 00. See. I . Sintai 5ih Rtd
Sijih DIst.7 New Ta~ipei City
laiwanl (R.OC) 22102(7 2

ke: 1(I1[1578
Tr-ade/Device N ame: Coreleader Col la-Al ci Fiber
Reizul~atorY Class: Unclassified
Prodluct Code: FRO
Dated: Autilst 16, 2011
Received: AIuust 26. 2Q 11

Dear NMrl. L.1:

We have reCviewed yourl Section 5 10(k) premarket notification of intent to market thle device
ire eenced above and have determlinled thle device is substantially equivalent (for thle incl ications
frl use sttd inl thle c lostire) to letzal l\ marketed prediicate devices marketed in interstate
commerce prior to NI am 28, 1976. the enactment date of the NI ed ical Device Amend ments, or Io
cvices that h ave been rec lass ifiedi inl accordance with thie pro visions of the FederalI Food. Irug,

andl Cosinet ic Act (Act) that do not reqtli re appr)oval OrIa premarket approval application (PNVIA).
YOU may, there fore, market the device, subject to thle gleeral controls provisions of the Act. The
general controls provisions of the Act HicLKlue requireents for ann~ual reg-istration, listing of'
de\'iCcS 11od mlanlufactUr-ing practice, labeling, and prohibitions against misbranding and
ad ulIteration. P'lease note: CD RI-I doe s10 noCe~a I tate in lbrm at ion related to contract liability
warranties. We remind you. however, that device labeling m uLst be tuLth ful and not misleading.

if your device is classified (see above) into either class If (Special Controls) Or class Ill (l1N4A)7 it
May be subject to additional controls. Existing0 1mjor reglulationIs affecting yOur device can be
found inl the Code of' Federal Regulationls. Title 2 1, Parts 800 to 898. Inl addition, F DA may
p)ubIi sh further21 anno0unICemeInts concerning 'our1 &e\ice in1 the Federal Register.

Please be advised that FDA's issuance Of a substantial e(Iluivalence determination does not mean
that FDA has made at determination that your device complies with Other requirements of the Act
or any Federal statutes and reguI.lations ad viin istered by other Federal agenc ies. YOU muILst
com ply with all the Act's requilireents. inll~uding-. but not limai ted to: reoistration and listing (2 I
C FR PartL 807); Ia beIi ng (2 1 CF R Plart 80 1); medical device reporting (reporting oftmedical
dcvi ce- elated ad verse events) (2 t Cl2 I 803); goo0d r nan u itir ng practice requir'~eets aIS Set
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fbrt in Mhe qualiy systems (Q.S) regulation (21 CI Part 820); and iFapplicable, the electronic
pr-oduct radiation control provisions (Sections 53 10-42 of the Act); 21 CFR 1000-1050.

I 'I ondS ire spCc iIh c aIVICCe for your device on Our labeling regztrltiori (2A CFR Part 801 ), please
go to http://wwvltamuov/A boutF--DA/Cen teiFrsiCcS/C L) R I-/C D)R I-1IliCcS/uIC II 15809.hitin for
the Center' for Devices and Radiological lIealth's (CDRI-l's) 0111ice of Compliance. Also, please
note the regulatin entitled, ''isand ing by rel Pence to lprern1tuket notif'ication" (21 C 2R Part
80797). For qluestions regarding the report ing oF adverse e vents tinder the NO R regulation (21
CIA Part 803), please go to

hujv/W~v f~8.eo'/NIedial evics/SaetvRenotalroblrn/efaith m o the CDRI-l's Office
of StirveillanIce and [3iornetrics/Division of Postmarket SUrveillance.

You may obtain other general infbrmnation On yotir responlsibilities tinder the A-ct. from the
Division of Smnall Nianufacturers, International aInd ConIsumer Assistance at its toll-fre numnber
(800) 638-204 1 or (30 1) 796-7100 or at its Internet address

Sincerely yours,

4> Mark N. Mlelkerson
Dirctor
Division of'Sutrcical. Orthopedic
and Restorative Devices

Office of I)evice EVal nation
Center for Devices and

Radiological Health

Ertelsure
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Indications for Use Statement

5 10(k) Number (if known): t< 5I

Device Name: Coreleader Colla-Algi Fiber

Indications For Use:

Coreleader Colla-Algi Fiber Dressing is indicated for management of exuding
wounds including:

* Full-thickness and partial-thickness wounds

* Pressure ulcers

* Venous ulcers

* Ulcers caused by mixed vascular etiologies

* Diabetic ulcers

* Second-degree bumns
* Donor sites and other bleeding surface wounds

* Abrasions

* Traumatic wounds healing by secondary intention
* Dehisced surgical incisions

Prescription Use AND/OR Over-The-Counter Use
(Part 21 CFR 801 SubpartD) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHIER PAGE

IF NEEDED)

Co~n nofCD rsfifc f Device Evaluation (ODE)

71)ivasson Sign-Off) Page Ilof 1Division Of Surgical, Orthopedic,
and Restorative Devices
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