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1. cvice Nasia:
Trase Noowe: S sgisorb
Coiuivan
NusieXs): Al.sotbable suture, synthetic absorable suture, PGA suture

ClaiScation
Noguols): Siturs, Absarbable, Synthetic, Polyglycolic Acid

2. Esirtdiskinioni Namie & Regiéshration Nusitbes:
Nigi: SAMYANG CCRPORATION
N 3 Ponding

3. Classiicaon.
PGA based suture is not specifically categorized or dafined in 21CFR, Parls 800-1299. The
responsible device puitel provided the following cless, classification panet and prodict cotle for
this prodiict.

Device Clac s Clacs It
Clz: sificalion Pa. el:  General & Plestic Surgery Devices Panel
Piod st Colofs): 79GAM

4. E Guivatfeni Ficdicale Device:
SAMYANG CORPORATION belicves that Surglsorh PGA Absorixable Suture is subsiantially equivelent
10 the following absoralle suture maikusted by Davis & Geck:

1 Dexon® H poiyglveolic acid, synifstic absorbable surgical sutures with polycapriclate coating
system.

With respect to s bstartial equivalence, the comparison device represanis a virtually identical
device. Muturials, packaging, storilization method, sizes, multi and monofiliient, dyed and
undyad as well as functional dharacteristics (absorption rate, strength, efc.) Eauivalericy can also
be d:awn with reapect to the design, melerial composition, pedformance and intended use.
Singsart and Bex00@ I both meet or excecd the perfuimance requiretients of USP 23,

5. Device Description:
Sugsorb brand avscibable suture is piovided both dyed (D&C Viclet #2) and undyed (milk
white), braidad and mondfilirent types and coeted with polycaprolaie and calcium sterste.
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Sizes offered are U.S.P. 8.0 through 2 (metric equivalent 0.4 through 5). The brief table betow
illusirates the sizes ofiered.
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N:f%iats. Polyglycotic acid. U.S.P. & polycaprolate and calcium sterate.

Indications fur Use. "Genaral soft tissue approximation; including use in ophthalinic surgery,
but not for use in cardiovasc far and neuroiogical tissue.”

Apclicant Neme & Aduiress:
S2VANS CORSUGRATICN

263 Yeonji-dong, Chongne-gu
Seoul 110-725, Kotea

Coitipany Corifaci:

Mr. Bong-Kee Yoo

SNMVANS CLYCORATION

263 Yeonji-dung, Chengrio-gu
Seoul 110-725, Kwea

Tel. 011.82.2.740.7265

Fax 011.82.2.743.5626

Sk aiission Coresponssit
Mr. David W. Schiorf

Buckman Corapary, Inc.

200 Gregory Lane, Stite C-100
Pleawant Hill, CA 84523-3369
925.356 2640 - 925.356.2654 - fax

Faionnance Stendards:

United States Food ad Drug Adminisiation mandated petformance siandards for this device do
not exist. Various voluntary peiformance siandaids are utifized. Voluntary stand-uds utitized
include U.SP., ASTM, Standard Opaerating Procedures, verdor & process certification and
quslification proce-jures, Quality Systsms Regulations, 1SO materials standards ard 1SO 8000
saries g ality regriations.

SAMYANS CORPORATION also mests gppropriate general conirols authurized urider Sactions 501,
5012, 510, 516, 518, 519, and 520 of the Food, Drug, and Cosinetic Act.
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10.  Spacial Contreds:
The following spe-ial controis apply to the marketing of this device when usad as PGA based
absosbatie suture

1.  Conygtawe with speoified labaling requireinents. As outlined in the guidance “Alicrnate
Suture Laheling Rasulting fiom the January 11, 1893 Mosiing with HIMA™.

11.  Siceage, Packging & Sterilizadton Information:
Puckaging. Packaving should ba inspecied on amival for evidence of shipping damage.
Damaged packaging may indicee the presance of unsafe product and it should not be used until
carefully insjected. If the package or product is damaged, the product should not be used and
siould be retumed. Once ojened, the prodiict should never be resterilized or reusod.

Siuroge. Product must be handled, stored and opened in such a way that it is protected from
iradvaitent dwmage or conturnination. Rotate stock and observe shelf life dates. Discard when
outdeted or damayed. When used, the product must be placed inio use foliowing aciepted
surgical steriie tedi inique.

Stadizecion. The suture is terminally EtO gas sterilized.
12. Suganay Conigerison Talle:
FEATURE Sivysizorb Davis & Gack SE?
[ Incte sttotis for Usa: ™ | GENLRAL SOFT TisSUE APPROXIMATION; INGIUGING USE IN | SAME YES

OPHTHALMIC SURGERY, BUT NOT FOR USE N

L .. | CARJIOVASCULAR ANDNEUROLOGICALTISSUE. .} . __ PSR P
| Dasign: — .... | BRAIDED AND MONOFILIMENT SAME_ ... .]YES |
Steiller oL JYES-EO e | SAME - d YES,
St . __|use-semHROUGH2 _ __lsame . }YES |
| Metodale | PGA e et e e e e =), SAME e LYES {
[ Oefgfz_ __ _ fKORGA o lusa L LYES
| Maaufactui o SAMYANG L Tlpaviseeek . |YES
| ProcuctCnd:_ __l79G°M 0 .. |saMe . __}YES
| K-Naclorr T PENDING e e, 1. PREAMENDMENT DEVICE ] YES |
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*‘:h Food and Drug Administration
9200 Corporate Boulevard
) Rockville MD 20850
JUIN 4 1999

SAMYANG Corporation

¢/o Mr. David W. Schlerf
Buckman Company, Incorporated
200 Gregory Lane, Suite C-100
Pleasant Hill, California 94523

Re: K984374
Trade Name: Surgisorb Absorbable Suture
Regulatory Class: II
Product Code(s): GAM Suture, Absorbable, Synthetic, PolyGlycolic Acid (PGA)
Dated: March 20, 1999
Received: April 13, 1999

Dear Mr. Schlerf:

We have reviewed your Section 510(k) notification of intent to market the devices
referenced above and we have determined the devices are substantially equivalent (for the
indications for use stated in the enclosures) to devices that were regulated as transitional
devices and that have been reclassified into class II. Notice of this reclassification was
published in the Federal Register on Monday, December 11, 1989 (Vol. 54, No. 236, Pages
50737 and 50738). A copy of this Federal Register can be obtained by calling the Division
of Small Manufacturers Assistance (DSMA) at (800) 638-2041 or (301) 443-6597. You
may, therefore, market the devices subject to the general controls provisions of the Federal
Food, Drug, and Cosmetic Act (Act) and the following limitations:

1. The Polygolycolic acid (PGA) Surgical Sutures are indicated for use in general soft
tissue approximation and/or ligation, including use in ophthalmic procedures, but not
for use in cardiovascular and neurological procedures.

2. The Polygolycolic acid (PGA) Surgical Sutures may not be manufactured from any
material other than homopolymers and copolymers made from glycolide and/or L-
lactide. Any deviation of the polymer composition or processing as described in this
510(k) notification must be sumitted to FDA in a new premarket notification at least
90 days prior to implementation of the proposed changes. In addition, you must
maintain documentation at your premises regarding vendor certification for raw or
semiprocessed source material, all manufacturing and quality control release
procedures, and validation of sterilization procedures used in the manufacturing of
the PGA surgical suture. Any deviation of the source material or processing as
described in this 510(k) notification requires submission of a new premarket
notification and FDA clearance prior to commercial distribution of the modified
device.
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The sale, distribution and use of these devices are restricted to prescription use in accordance
with 21 CFR 801.1009.

The general controls provisions of the Act include requirements for registration, listing of
devices, good manufacturing practice, and labeling, and prohibition against misbranding and
adulteration.

Existing major regulations affecting your devices can be found in the Code of Federal
Regulations, Title 21, Parts 800 to 895. In addition, the Food and Drug Administration
(FDA) may publish further announcements concerning your devices in the Federal Register.
Please note: this response to your premarket notification submission does not affect any
obligation you might have under the Radiation Control for Health and Safety Act of 1968, or
other Federal Laws or Regulations.

This letter will allow you to begin marketing your devices as described in your 510(k)
premarket notification. The FDA finding of substantial equivalence of your devices to
legally marketed predicate devices results in a classification for your devices and thus,
permits your devices to proceed to the market.

If you desire specific advice for your devices on our labeling regulation (21 CFR Part 801
and additionally 809.10 for in vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4595. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4595.
Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CFR 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

ﬁ@ o
/€Ce a M. Witten, Ph.D., M.D.

Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Page 1 of __ 1 __ __

Device Namie{s): SurgiSorb® Absorbable PGA Suture

Inteided Use(s) of the Device:

GENERAL SOFT TISSUE APPROXIMATION; INCLUDING USE IN
OPHTHALMIC SURGERY, BUT NOT FOR USE IN CARDIOVASCULAR

AND NEUROLOGICAL TISSUE.

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NECESSARY

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use _ | ><____
(Per 21 CFR 801.109)

&@Mﬂx

(Dwrsvo ign-Off)
Diwision of General Restorative Devices
510(k) Number K1 30t

OR Over-The-CounterUse _ .
- (Optionai format 1-2-96)



