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Demetech Corporation

Clo Mr. Arthue ), Ward

AJW Technology Consultants Incorporated
962 Allegro Lane

Agpolls Beach, Florida 33572

Re: K043330
TradeTlevice Name: DemeTech Polypropylene Surgical Suture
Regulation Numbe=: 21 CFR §78.5010
Regulation Name: Nonehsorbable polyprapylene sufgical sutwe
Regulatory Class: 1T
Produst Code: GAW
Dated: April 27, 2008
Recsived: April 28, 2005

Doar My, Ward:

We have reviewed your Secrlon 510(k) premarket nolification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed pradicate davioes marketed in interstate
commarce prior to May 28, 1976, the enactment date of the Medical Device Amendrents, or {0
davices that have been raclassified in accordance with the pravisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of s premarkst approval application (PMA)
You may, tharefore, market the device, subject to the ganeral controls provisions of the Act. Thy
peneral confirels provisions of the Act inslude requirements for annual registration, listing of
devices, good manufacturing pracice, labeling, and prohibitions against misteanding and
adultersiion.

{f your device i elassified (see abovc} into cither clags Il (Special Controls) or sluss 11 {PMA),
it may be subject to such additional controls. Existing mejor tegulations affecting your device
can be found in the Code of Federal chuiatmns. Tide 21, Parts 800 to B8, In addition, FDA
may publish further announcernents concerning your device ic the Feders! Register.

Pizase be advised that FDA'y issuance of a subatantial equivatence determination does gor man
that FDA hez made » detzrmination that your dovice complies with other requinements of the Ac
or any Federal starutes and mguimions administered by pther Federal agencies. You mum

comply with all the Act's requitemiznis, including, bt not Jimited to: registration snd listing (21
CFR Part 807); tabeling (21 CER Port 801). yood manufacturing practice requirements s set
forth in the quality systems (QS) regulaion {21 CFR Part §20); and if applicable, the elactronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Thie levter will allow you 1o begin marketing vour device as described *

In your Section $10
mmpﬁ?f:?m?:u FE: ﬂn% ofﬁ substantal equivalence of your deviocs 1 3 :!B(:l)ly
dammﬂu ” » devs . in 2 classification foe your device and thus, permits your

If you desire spacific advice for your device an our labslin i
) g regulation (21 CF
:::m :he Office of Compliance at (2402 276-0115. Also, please ncm(fhn m;::s'l;n' ﬁ&u?:@m*
t;thm;!ul'ldms by reforence to premarket notification” (21 CFR Past 807.97). You may obtain
" .::1: ugacmtur:r;“;omt on ::; yo:rcmspomhlm:s under the Act from the Division of Smal!

, International an omwnzrmmnoe t I3 10lle
(301) 443-6597 or at its Internet address ) ov}c::hm numl;:r ot 63:::204)

Sincerely yours,

A -

> Mirtam C. Provost, Ph.D.

Acting Director

Division of Genersi, Remallve
and Newological Devices

Office of Device Evalustion

Cepter for Devices and
Radiological Haglth
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Indications for Use
310(k) Number (if known): KO43330
Device Nama: DamsTECH Polypropylene Surglcst Sature
Indications for Use:
The DersTECH Polypropylone Surgical Suture is inditated for use in general soft tssus

spproximation and/or ligation inaluding use { i
togreal o e ng uso in cordiovascular, ophthalmic, and

Prescription Use _ X Oves-The-Counter U
(Part 21 CFR 801 Subparr ) APOR 4 ovm 807 Subpart C)

UrF NEEDED)
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