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Adttrs(S TRADITIONAL 510{k}: Ahrex Dual Wave Arthrascopy Fluid Management Device

3 510(k) Summary of Safefy and Effectiveness

Manufacturer/Distributor/Sponsor

Arthrex, Inc.

: 1370 Creekside Boulevard
. Naples, FL 341081945 USA

510(k) Contact |

Sally Foust
Regulatory Affairs Project Manager

| Arthrex, Inc.
i 1370 Creekside Boulevard

. Naples, FL 34108-1945 USA

Telephone: 239/643.5553, ext. 1251
Fax: 239/598.5508
Email. sfoust@arthrex.com

Trade Name

Arthrex Dual Wave Arthroscopy Fluid ManagementDewce

Common Name |

Product Code —-Name -Reference

Pump >

' HRX — Arthroscope - CFR 888.1111

Predicate Device

Arthrex Continuous Wave Arthroscopy Pump, KD24291
FMS DUD, K954485

Device Description and Intended
Use

The Arthrex Dual Wave Arthroscopy Fluid Management
Device is a rofler, peristaltic, arthrascopic pump designed with
a universal input grade switching power supply. The Arthrex
Dual Wave Arthroscopy Fluid Management Device senses
the connection and use of the Arthrex Shaver Adapteur
System (K932699) and provides an outfiow function to
support the same.

Arthrex Dual Wave Arthroscopy Fiuid Management Device is
infended fo provide consistent, non-pulsing contral of intra-
articular irmgation and distention pressuring during ali phases
of arthroscopic surgery.

Substantial Equivalence Summary

The Arthrex Dual Wave Arthroscopy Fluid Management

Device is substantially equivalent to the predicate devices
Arthrex Continuous Wave Il Arthroscopy Purnp and the FMS
DUQ in which the basic features and intended uses are the
same or very simiiar. Any differences between the Arthrex
Dual Wave Arthroscopy Fluid Management Device and the

- predicate devices Arthrex Continuous Wave Il Arthroscopy

Pump and FMS DUC are considered minor and do not raise
questions conceming safety and effectiveness. Based onthe
information submitted, Arthrex, Inc. has determined that the
new Arthrex Dual Wave Arthroscopy Fluid Management
Device is substantially equivalent to the cumrently marketed

i predicate devices.
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Arthrdi(S TRADITIONAL 510(k): Arthrex Dual Wave Arthroscopy Fluid Management Device

tive Information .. ..

441 Manufacturer/ Distributor/ Sponsor / Contact

4.1.1 Manufacturer/Distributor / Sponsor

Arthrex, Inc.
1370 Creekside Boulevard
Naples, Florida 34108-1945 USA

Establishment Registration Number: 1220246

4.1.2 Contact

Sally Foust

Regulatory Affairs Project Manager
Arthrex, Inc.

1370 Creekside Boulevard

Naples, Florida 34108-1945 USA
Telephone: 239/643.5553, extension 1251
Fax: 239/598.5508

Email: sfoust@arthrex.com i

4.2 Device ldentification
4.2.1 Proprietary Name
Arthrex Dual Wave Arthroscopy Fluid Management System
4.2.2 Common Name
Pump
4.2.3 Classification Name and Reference
21 CFR §88.1111: Arthroscope

4.2.4 Regulatory Class

Based on the recommendation of the Orthopedic and Rehabilitation Device
Panel, the FDA has classified this device as a Class 1l medical device.
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ArthedCS TRADITIONAL 510k}: Arhrex Dual Wave Arthroscopy Fiuid Management Device

4.2.5 Device Product Code
o HRX
4.3 Compliance with Special Controls

Sections 513 and 514 of the act, as amended under the Sate Medical Devices
Act of 1990, do apply to this type of device.

Arthrex, Tnc. is not aware of any requirements for post-market surveillance or
other special controls for this device.

4.4 Conformance to Voluntary Standards

The Arthrex Dual Wave Arthroscopy Fluid Management Device will
conform to the following voluntary standards:

EN-55011B (EMC 89/336/CEE): Emission Requirements

[EC-60601-1 (73/23/CEE): Medical electrical equipment, General
* Requirements for Safety
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Arthrex, Inc. ‘ Rockville MD 20850 -
% Ms. Sally Frost

Regulatory Affairs Project Manager AUG © 8 2009
1370 Creekside Boulevard
Naples, Florida 34108

Re: K083707
Trade/Device Name: Arthrex Dual Wave Arthroscopy Fluid Management Device
Regulation Number: 21 CFR 888.1100 :
Regulation Name: Arthroscope
Regulatory Class: 1T
Product Code: HRX
Dated: July 13, 2009
Received: July 15, 2009

Dear Ms. Forst:

We have reviewed your Section 510(k) premarket notification 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 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 general controls provisions of the Act. ‘The

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

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

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
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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
go to http://www.fda. gov/AboutFDA/CentersOfficess CDRH/CDRHOffices/ucm115809.htin 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.cov/Medical Devices/Safety/R eportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance. ,

You may obtain other general information on your responsibilitics under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3150 or at its Internet address

http:/Awww fda, gow’MedicalDevices/ResourcesforYou/ Industry/default.btm.

Sincerely yours,

o il

Mark N, Melkerson

Director

‘Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Am‘“&ﬁ"; TRADITIONAL 510(k): Arthrex Dual Wave Arthroscopy Fluid Management Device

Indications for Use

510(k) Number:

Device Name: Arthrex Dual Wave Arthroscopy Fluid
Management Device

The Arthrex Dual Wave Arthroscopy Fluid Management Device is intended to
provide consistent, non-pulsing control of intra-aiticular rrigation and
distention pressuring during all phases of arthroscopic surgery.

Prescription Use _ X _ AND/OR  Over-The-Counter Use
(Per21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON
ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evahuation (ODE)
PAGE 1 of 1

(Division Sign-O
Division of Surgical, Orthopedic,
and Restorative Devices

510(k) Number___~0§%7677
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