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DEPARTMENT DFHEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Arthrex, Inc 9200 Corporate Boulevard

Rockville MD 20860
5 Ms, Sally Frost iy
Regulatory Affuirs Project Manager AUG 0 8 7008 E.,
1370 Creekside Boulevard

Maples, Florida 34108 . 4}9‘/ ,}@“‘

Re: KO83707 m}lt)
Trade/Device Mame: Arthrex Dval Wave Arthroscopy Fluid Management Device ’i:,
Regulation Number: 21 CFR 888.1100 \
Regulation Name; Arthrozcope
Eepulatory Class; 11
Product Code: HRX
Dated: July 13, 2000
Received: July 15, 2009

Drear Ms. Forst:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the devics iz substantially equivalent (for the mdications
for use stated in the eaclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the peneral contrals provisions of the Act. The
general contrals provisions of the Act include requirements for anmal registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class I (Special Controls) or class I (PMA), it
may be subject to additional controls. Existing major regulatioms affecting your device cim be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may
publizh further announcements concerning your device in the Federal Repister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
ar any Federal stotutes and regulations administered by other Federal apencies. You must
comply with all the Act's requirements, including, but not limited to: registretion and listing (21
CFR Part 307); labeling {21 CFR Part 801}, medical device reporting (reparting of medical
device-related adverse events) (21 CFR 803); geod manufacturing practice requirements ag et
forth in the quality systems (QS) regulation (21 CFR. Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050,
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801}, please
20 to httpiwwrw fida goviAbout FDACentersOffices/ CRR H/CDRHCO ceanem] 15808 him for
the Center for Devices and Radiological Health's (CORH's) Office of Compliance, Also, please
note the regulation entitled, "Misbranding by refercnce to premarket netification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go lo
hlggrj'fww.fdgmymg'mmﬁcﬂiafcwmmurta?mblmﬂdmm for the CORH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance,

You may obtuin other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(BOD) 638-2041 or (240) 276-3150 or at its Intermet address
l!]._'."-"_.'_l ical [k '
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M. Melkerson
Director
Division of Surgical, Orthopedic,
and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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2 Indications for Usa Forim

Indications for Use
S10(l) Mumber:
Device Mame: Arthrex Dual Wave Arthroscopy Flwid
Management Device

The Arthrex Dual Wave Arthroscopy Floid Management Device is intended to
provide consistent, non-pulsimg control of intra-articular imigation and
distenttion preesuring during all phases of erthroscopic surgery.

Presoription Use X  ANDVOR  Owver-The-Counter Use
(Per 21 CFR 801 Subpan 1Y) (21 CFR 801 Subpart )
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Concirrence of CONH, Office af Devics Evaluation (ODE)
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