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/ i’ DEPARTMENT QF HEALTH & HUMAN SERVICES Publie Health Service

“eiiyeng Food and Drug Administration

10903 New Hampshire Avenug
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

JAN ~ 8 2010

DemeTECH Corporation

% M. Anthony Dimercurio
Vice President of Manufacturing
B935 NW 27™ Street

Miami, Florida 33172

Re: K082097
Trade/Device Name: DemeTECH Polydioxanone Synthetic Monofilament
(PDO) Absorbable Suture
Regulation Number: 2] CFR 878.4840
Regulation Name: Absorbable polydioxanone surgical suture
Regulatory Class: Class I
Product Code: NEW
Dated: December 21, 2000
Recejved: January 06, 2010

Dear Mr. Dimercurio:

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) reglation (21 CFR Part 820); and if applicable, the electronic
product radiation contro] provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

80 1o http://www.fda. pov/About DA/CentersOffices/ CDRH/CDRHOffices/uem115 809.htm for
the Center for Devices and Radiological Health's (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR 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/MedicalDevicey/S afety/ReportaProblem/d efault htm for the CDRI’s Office

of Surveillance and Biometrics/Division of Postmarkeat Surveillance,

You may obtain other general information oy your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its tol]-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

bttp:/fwvww. fda. ,qov/Me.dica.lDevices/ResourcesforYou/Industw/default.h‘m

Sincerely yours,

Ff Wl ] W/
Mark N, Melkerson ﬂ { ﬂ
Director
Division of Surgical, Orthopedic
and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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DemeTECHﬁ, Intended Use Statement

Indication for use
Qeation for use

510K Number:

Device Name: Demetech Absorbable Polydioxanone Surgical Suture, As per 21CFR 878.4840

Indication for Use:

22 29
Prescription Use And/Or Over the-Counter Use
(Part 21 CFR 801 : Subpart D) (21 CFR 801; Subpart C)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-O) o
Division of Surgical, Orthopedic,

and Restoratiye Devices

510() Number _@Qoﬂ -
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