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Athrd TRADITIONAL 510(k): Arthrex Dual Wave Athroscopy Fluid Management Device

3 51 0(k) Summary of Safety and Effectlveness

Manufacturer/Distributor/Sponsor |  Arthrex, Inc.

i 1370 Creekside Boufevard
Naples, FL 34108-1945 USA

510(k) Contact

Sally Foust

i 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 A"h"OSCOpy Fluid Management Devie

Common Name !

Product Code -Name -Reference

Pump *

”HRX Arthroscope CFRB88.111

Predicate Device

Arthrex Continuaus Wave Arthroscopy Pump, K024291
FMS DU, Ka54465

Device Dascription 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
intended to provide consistent, non-pulsing contro! of intra-
articular imgation 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 similar. Any differences between the Arthrex
Dual Wave Arthroscopy Fluid Management Cevice and the

- predicate devices Arthrex Continuous Wave [il Arthroscopy

Pump and FMS DUQ are considered minor and do net raise
questions conceming safety and effectiveness. Based on the
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.

Dual Wave 510(k).12.11.2008

&

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



. 50?3707 2ot
Records Processed under F ‘ “7213; Releéged by CDRH 9/01/2015

A"’!&Fg TRADITIONAL 510(k): Arthrex Dual Wave Arthroscopy Fluid Management Device

41 Manufacturer/ Distributor/ Sponsor / Contact

4.1.1 Manufacturer/Distributor / Sponsor

Axthrex, 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: 239/568.5508

Email: stoust@arthrex.com f

4.2 Device Identification
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 888.1111: 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.

Dual Wave 510{k}.12.11.2008 7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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A”h"&:rg TRADITIONAL 510(k}: Arthrex 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.

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

44 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

Dual Wave 510(k).12.11.2008 B
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
i 9200 Corporate Boulevard
Arthrex, Inc. Rockville MD 20850 -

% Ms. Sally Frost .
Regulatory Affairs Project Manager AUG & 3 2008
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: Arthroscopc
Regulatory Class: 1I
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 zbove 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, ot 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 Il (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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Ms. Sally Frost

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 CORH/CDRHOffices/ucm115809.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.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://www fda. gov/MedicachviccszesourcesforYou/ Industrv/default.htm.

Sincerely yours,

ot @M\d 4

Mark N, Melkerson

Director

‘Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7967-81 18
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Am‘“&-ﬁ"; TRADITIONAL 510(k}: Athrex Dual Wave Atthroscopy Fluid Management Devica

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 frrigation 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 Evaluation (ODE)
PAGE 1 of 1

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

510(k) Number. K 0¥ o7

Dual Wave 510{k}.12.11.2008 5
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records Processed under FOIAV Request 2013-7213; Released by CDRH on 09/01/2015

DEPARTMENT OFHEALTH & HUMAN SERVICES Public Heaith Service

Food and Drug Administration
9200 Corporate Boulevard

Arthrex, Inc. ' Rockville MD 20850
% Ms. Sally Frost

Regulatory Affairs Project Manager AUG ¢ 3 2008
1370 Creekside Boulevard '
Naples, Florida 34108

Re: K083707

Trade/Device Name: Arthrex Dual Wave Arthroscopy Fluid Management Device
Regulation Number: 21 CFR 888.1100 ' S
Regulation Name: Arthroscope
Regulatory Class: I

. Product Code: HRX
Dated: July 13, 2009
Received: July 15, 2009

Dear Ms. Forst:

We have reviewed your Section S10(k) premarket notification of intent {o market the device
referenced above and have determined the device 1s substantially equivalent (for the indications

“for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commetce 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 1I (Special Controls) or class I (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 8§98. 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Ms. Sally Frost

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809 .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/Medical Devices/Safety/ReportaProblem/default.htin for the CD_RH’S-Ofﬁce
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities 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://www.fda.gov/Medical Devices/Resourcesfor Y ow/Industry/default.htm.

Sincerely yours,

ot @M -

Mark N. Melkerson

Director

Division of Surgical, Orthopedlc
and Restorative Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdé.hhs.gov or 301-796-8;| 18
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ArihrdiC TRADITIONAL 510{k): Arthrex Dual Wave Arthroscopy Fluid Management Device

Indications for Use

510(k) Number:

Device Name: Arthrex Dual Wave Arthroseopy Fluid
‘ Management Device

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

Prescription Use _ X _ AND/OR  Over-The-Counter Use
(Per 21 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 Evaluation (ODE)
PAGE | of 1

(Di;«/ision ign-0
Division of Surgical, Orthopedic,
and Restorative Devices

51000) Number___{~ 0 §5707

Dual Wave 510(k).12.11.2008
Questions? Contact FDA/CDRH/OCE/DID at CDRH -FOISTATUS@fda.hhs.gov or 301-796-8118
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g _/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
?C;? ) Food and Drug Administration
"z §200 Corporate Boulevard
Rockville, Maryland 20850

July 16, 2009

ARTHREX, INC. 510k Number: K0§3707

1370 CREEKSIDE BLVD.
NAPLES, FLORIDA 34108-1945 Froduct: ARTHREX DUAL WAVE

UNITED STATES
ATTN: SALLY FOUST

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at www.fda.gov/cdrh/ode/a02-01.html. On August 12, 2005 CDRH issued the Guidance for
Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s. This guidance can be found at
http://www.fda.gov/cdrh/ode/guidance/1567 html. Please refer to this guidance for assistance on how to format
an original submission for a Traditional or Abbreviated 310(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

IF you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k staff at

(240)276-4040.
Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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;5 /: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

‘EL% Fpod and Drug Administration
"’-fv.,,m 9200 Corporate Boulevard

Rockville, Maryland 20850

March 06, 2009

510k Number: KG83707

ARTHREX, INC.
1370 CREEKSIDE BLVD. Product: ARTHREX DUAL WAVE ARTHROSCOPY
NAPLES, FLORIDA 34108-1945

UNITED STATES Extended Until: 07/24/2009

ATTN: SALLY FOUST

Based on your recent request, an extension of time has been granted for you to submit the additional information we
requested.

If the additional information {Al) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FIDA will permit the 510(k) to remain on hold for up to a maximum of 180 days from the date of the Al

request.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiologieal Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

JV‘:’?aq? 9200 Corporate Boulevard

Rockville, Maryland 20850

February 25, 2009

510k Number: K0B3707

X, INC, ‘
ARTHREX, Product: ARTHREX DUAL WAVE ARTHROSCOPY

1370 CREEKSIDE BLVD.
NAPLES, FLORIDA 34108-1945
UNITED STATES

ATTN: SALLY FOUST

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concemning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the

_ statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining

substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdenseme way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www fda.gov/cdrh/modact/leastburdensome.htmi.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al rcquest. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Meodernization Act. You may review this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.html.
Pursuant to 21 CFR 20.29, a copy of your510(k) submission wtll remain in the Office of Device Evaluation. [If
you then wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k statf at
(240)276-4040.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Health Service

Food and Drug Administration

L7
ﬁ‘h 9200 Corporate Boulevard

Rackville, Maryland 20850

December 16, 2008

510k Number: K083707

ARTHREX, INC.
1370 CREEKSIDE BLVD. Received: 12/15/2008
NAPLES, FLORIDA 34108-1945 Product: ARTHREX DUAL WAVE ARTHROSCOPY

UNITED STATES
ATTN: SALLY FOUST

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k}), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submiiter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO. '

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC)Y(HFZ-401) at the above letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510(k) submisston.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007, Please visit our website at http://www.fda.gov/cdrh/mdufma/index.html
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form (http://'www.fda.gov/opacom/morechoices/fdaforms/FDA-3674.pdf) accompany 510(kyyHDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Added By Title VIl of The Food and Drug Administration Amendments Act of 2007”
(http://www.fda.gov/oc/initiatives/fdaaa/guidance certifications.html). According to the draft guidance, 510(k)
submissions that do not contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at_

http://www fda.gov/cdrh/ode/guidance/1655.pdf.  Please refer to this guidance for information on a formalized
interactive review process. 2) Guidance for Industry and FDA Staff entitled, "Format for Traditional and
Abbreviated 510(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to
this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
www.fda.gev/cdrh/devadvice/". If you have questions on the status of your submission, please contact DSMICA at
(240) 276-3150 or the toll-free number (800) 638-2041, or at their Internet address
hitp://www.fda.gov/cdrh/dsma/dsmastaf.html. If you have procedural questions, please contact the 510(k) Staff at
(240)276-4040. '

~ Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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:/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

A
Jﬁh - 9200 Corporate Boulevard
Rockvillz, Maryland 20850

December 15, 2008

510k Number: K083707

ARTHREX, INC.
1370 CREEKSIDE BLVD. Received: 12/15/2008
NAPLES, FLORIDA 34108-1945 User Fee ID Number: 6040277

UNITED STATES ‘ Product: ARTHREX DUAL WAVE ARTHRO
ATTN: SALLY FOUST :

The Food and Drug Administration (FDA) Center for Devices and Radiological Health (CDRH), has received the
. Premarket Notification you submitted in accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic
Act (Act) for the above referenced product. We have assigned your subimission a unique 510(k) number that is cited
above. Please refer prominently to this 510(k) number in all future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A
LETTER FROM FDA ALLOWING YOU TO DO SO.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the Medical Device User Fee and
Modernization Act of 2002 (MDUFMA) and the FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85),
authorizes FDA to collect user fees for certain types of 510(k) submissions. The submission cannot be accepted for
review until the fee is paid in full ; therefore, the file has been placed on hold. When your user fee payment has been
received , review of the 510(k) will resume as of that date. Alternatively, you may request withdrawal of your
submission. You now have the option to pay online by credit card. We recommend this form of payment. Credit card
payments are directly linked to your user fee cover sheet and are processed the next business day. You may also pay by
check. If you choose to mail a check, please send a check to one of the addresses listed below:

By Regular Mail By Private Courier(e.g..Fed Ex, UPS, etc.)
Food and Drug Administration.  U.S. Bank

P.O. Box 956733 956733

St. Louis, MO 63195-6733, 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration referencing the payment identification number,
and a copy of the User Fee Cover sheet should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (240)276-4025 referencing the 510(k) number if you have not already sent
it in with your 510(k) submission. After the FDA has been notified of the receipt of your user fee payment, your
510(k) will be filed and the review will begin. If payment has not been received within 30 days, your 510¢k) will be
deleted from the system. Additional information on user fees and how to submit your user fee payment may be
found at www.fda.gov/oc/mdufma.

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
s0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA, or
HDE) with an electronic copy. For more information about the program, mcludmg the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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prdtess and the file may be placed on hold once again. If you are unsure as to whether or not you need to file a

510k Submission with FDA or what type of submission to submit, you should first telephone the Division of Small
sManufacturers, International and Consumer Assistance (DSMICA), for guidance at (240) 276-3150 or its toll-fee

-. number (800)638-2041, or contact them at their Internet address www.fda.gov/cdrh/dsma/dsmastaf html, or you

may submit a 513(g) request for information regarding classification to the Document Mail Center at the address
above. If you have any.questions concerning receipt of your payment, please contact Diane Garcia at
Diane.Garcia@fda hhs.gov or directly at (240)276-4027. If you have questions regarding the status of your 510(k)
Submission, please contact DSMICA at the numbers or address above.

Sincerely yours,

Diane M. Garcia
~ Public Affairs Specialist
. Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ArthreX

11 DECEMBER 2008

A CORH piiC
The Food and Drug Administration
Center for Devices and Radiological Health DEC 15 7008
Office of Device Evaluation
Document Mail Center (HFZ-401) Received

9200 Corporate Boulevard

Rockville, MD 20850 K’§7

RE: 510(k) Pre-market Notification:
Arthrex Dual Wave Arthroscopy Fluid Management Device

Dear Madame/Sir:

Pursuant to Section 510(k) of the Federal Food, Drug, and Cosmetic Act (the
ACT) and in accordance with subpart E of Part 807 of Title 21 of the Code of
Federal chulahons Arthrex, Inc. submits this 510(k) pre-market
notification, in duplicate, to obtain clearance for a new device, the Arthrex
DualWave Arthroscopy Fluid Management Device for U.S. distribution.

Pursuant to 21 CFR 807.95 (c) (3) Arthrex, Inc. considers this pre-market
submission to be confidential commercial information.

Questions regarding this submission may be directed to Sally Foust by e-mail
at sfoust(@arthrex.com and by telephone at (239) 643-5553 extension 1251.

Sincergly,

Saily Foust

Regulatory Affairs Project Manager

Arthrex, Inc. ® 1370 Creekside Boulevard ® Naples, FL 34108-1545 USA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMD No. £919-311 Expirstion Dale: January 3¢, 2010, Sec Instuctions for OMB Suaement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: (b)(4) 3

FOOD AND DRUG ADMINISTRATION A e

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment ldentification number on your check.
A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:/Mww.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Sally Foust
2.1 E-MAIL ADDRESS
ARTHREX INC sfoust@arthrex.com

1370 CREEKSIDE BLVD.
2.2 TELEPHONE NUMBER ({include Area code)

NAPLES FL 34108 239-643 5553

us _ 2.3 FACSIMILE (FAX) NUMBER (include Aréa code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 270 -568 5508
061121728

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: hitp.//iwww.fda.govioc/mdufma

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k}); except for third party [X] CDRH

[1513(g) Request for Information {1CBER

[ ] Biolagics License Application {BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) _[X] Original Application

[ ] Modular PMA Supplement Types:

[ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)

] Premarket Report {(PMR) [)Panel Track {PMA, PMR, PDP}
[1Annual Fee for Periodic Reporting {APR} [1Real-Time (PMA, PMR, PDP)
[] 30-Day Notice (]180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for mare information on determining this status)

[1YES, I meet the small business criteria and have submitted the required [X] NC, | am not a small business
qualifying documents to FDA
4.1 |f Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA, HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X) YES (Al of our establishments have registered and paid the fee, or this is our first device, and we wil! register and pay the fee within
30 days of FDA's approvaliclearance of this device.)

[J1NO () "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http:/ivvww fda.govicdrh/mdufma for additional information)

6. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ 1 This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric papulation

[} The application is submitted by a state or federal
government entity for a device that is not o be distributed
commercially

[ ] This biclagics application is submitted under section 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPQOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES [XINO
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATICN
(b)) 11-Dec-2008

Farm FIDA 3601 (01/2007)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
https://fdasfinapp8.fda.gov/OA HTML/mdufmaCScdClgliemsPopup jsp?ordnum=60402... 12/11/2008
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Online Payment
Step 3: Confirm Payment

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: FDA User Fees
Pay.gov Tracking ID: 24V56U9F
Agency Tracking I1D: 6040277
Transaction Date and Time: 12/11/2008 12:57 EST
Payment Summary
Address Information ... . .. Accountinformation =~  Paymentinformation S
Account Holder Card Type: American Express Payment Amount: $3,693.00
Name: Card Number: **********1003 Transaction Date 12/11/2008 12:57 ’
Expiration Date: 2 /2010 and Time: EST !

Frank Maas
1370 Creekside
Billing Address: Bivd
Billing Address 2:
City: Naples
State / Province: FL
Zip / Postal Code: 34108
Country: USA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.himl 12/11/2008
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Arllvﬁfg TRADITIONAL 510(k); Arthrex Clua! Wave Arthroscopy Fluid Management Device

Arhrex, Ine,

Arthrex, Inc. 1370 Creckside Boulevard

Naples, F1, 341081945

Telephone 239/643.5553.
Tol! Free: 800/933,7001
Fax: 239/398,53{18

510(k) Premarket Notification

Arthrex Dual Wave
Arthroscopy Fluid
Management Device

Table of Contents

wn

----------

---------------------------------

1 Truth and Accargcy Statement
2 Indications for Use Form R _
3 510(k) Sumniary of Safety and Effectiveness
4 Administrative Information
4.1 Manufacturer / Distributor/ Sponsor / Contact
4.2 'Device ldentification
43  Compliance with Special Controls
44 Conformance to Voluntary Standards
5 Device Description
5.1 Device Materials
3.2 Device Description
53  Device Product Numbers
54  Accessory Device Information
o Device Labeling
6.1  Device Labéls
6.2 Manual, Instructions for Use (IFU)/ Directicris for Use (DFU)
6.3  Marketing Materials
7 Shelf Life. e cemecrnnesnecscsnanessans .

7.1 ShelfLife

L) L

14

Dual Wave 510(k}.12.11.2008

Questions? Contact FDA/CDRH/OCE/DID at CDRH -FOISTATUS@fda.hhs.gov or 301-796-8118
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AniCT TRADITIONAL 510(k): Ahrex Dual Wave Arhroscopy Fluid Management Device

5 Package and SIOrage....ommiicmiimssseriomsmsesaseses 15

8.1  Packaging and Storage 15

9 Sterility and Pyrogenicity v..oiniii 16

9.1  Sterilization Information 16
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Dual Wave 510(k).12.11.2008
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Arttrai(S TRADITIONAL 510(k): Arlhrex Dual Wave Arthroscopy Fluid Management Device

5 Device Description

5.1 Device Materials

Pump
Front Panel:
Top Cover:
Bottom Cover Panel:
Front panel Touch Scr
Other:
Tubing Door Covers:
Remote Footswitch
Remote Control
Pump Tubing
Tubing:
Tubing Bonding Agent
Outflow Tubing Fixture:

Dual Wave 510(k).12.11.2008 9
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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At TRADITIONAL 510(k): Arthvex Dual Wave Arthroscopy Fluki Management Device

5.2 Device Description

The Arthrex Dual Wave Arthroscopy Fluid Management Device employs a
universal input grade switching power supply.

The Arthrex Dual Wave Arthroscopy Fluid Management Device sénses the
connection and use of the Arthrex Shaver Adapteur System (K932699) and
provides an outfiow function to support the same, Shaver Adapteur System
(K932699). ’

The Arthrex Dual Wave Arthroscopy Fluid Management Device has optional
remotes, hand:control and footswitch (foot pedal).

Dimensions of the Arthrex Dual Wave Arthroscopy Fluid Management

Device are:

Width: 16.25 in. {41.3 cm)
Height: . 7.51n. (19.0 cm)
Depth: 12.0 in. (30.0 cm)
Weight: 251bs. (11.8 kgs.)

Specifications of the Arthrex Dual Wave Arthroscopy Fluid Management

Device are: i

Flow Rate Inflow: 0-1600 mL/min.

Maximum Flow Rate: setat 100%: 1600 mL/min + 100 mL/min
Pressire: 0-180 mmIg

Electric Préssure Check: Continuous

Flow Rate Outflow: 0-800 mL/min.

Maximum Flow Rate: setat 100%: 800 mL/min = 100 mL/min

The Arthrex Dual Wave Arthroscopy Fluid Management Device employs a
5.7” QVGA color display with 4 wire resistance typé touch for high visibility,
and for user inputs. Two new functions have beeri defined, LAVAGE and
RINSE. When “lavage™ is activated the inflow peristaltic will increase flow
for a defaulted set time and rate. When “rinse” is activated the outflow
penstaltic will increase flow for a deflated set time and rate, Both functions
will automatically stop after presets have been met.

There are two main functional screens with a maximum of seven control
buittons.

Dual Wave 510(k}.12.11.2008 10
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AdhraCD TRADITIONAL 510(k): Arthrex Dual Wave Anhroscapy Fluid Managament Device

Operational Modes
There are two operational modes, “Inflow/Outflow Mode™ and “Inflow Only
Mode™

Inflow/Qutfiow Mode
When pump is not rurning:
* Flow
* Shaver
* Pressure Up
* Pressure Down
* Run/Stop
* Menu
When pump is running:
* Flow
* Shaver
* Pressure: Up
* Pressure. Down

* Run/Stop
* Lavage
*Rinse

Inflow Only Mode
When pump is not running:
* Pressure Up
* Pressure Down

* Run/Stop

*Menu
When pump is running:

* Pressuré Up
* Pressure Down
* Run/Stop

Dual Wave 510(k}.12.11.2008 1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Aﬂh&-‘g TRABITIONAL S10{K): Arthrex Dual Wave Arthroscopy Fluid Management Cevice

5.3 Device Product Numbhers

AR-6480
AR-6482
AR-6483

AR-6480:SR
AR-6480-SF

Dual Wave Arthroscopy Fluid Management Device
]_3ua| Wave Remote
Dual Wave Foot Pedal

Dual Wave with Remote Set (AR-6480, AR-6481, AR-6482)
Dual Wave with Foot Pedal Set (AR-6480, AR-6481, AR-6483)

54 Accessory Device Information

US Class II pump tubing devices are available as accessories to the Arthrex
Dual Wave Arthroscopy Fluid Management Device.

AR-6410
AR-6430

AR-6411
AR-6421

AR-6220
AR:6215

y

Meain Pump Tubing for AR-6475 and AR-6480
Dual Wave Qutflow Tube w/fixture

ReDeuce™ Tubing, Pump Tubing
ReDeuce™ Tubing, Patient Tubing

Extension Tubing
Y Tubing’

All above tubing except for AR-6430 Dual Wave Outflow Tube w/fixture are
previously cleared (K024291) US distributed devices and are compatible with
the Arthrex Continuous Wave 111 Arthroscopy Pump (K024291) and the new
Arthrex Dual Wave Arthroscopy Fluid Management Device, subject of this
pre-market notification.

US Class [ devices that arc pre-miarket otification exempt may be distributed
with the device, one example is:

AR-6481

Dual Wave 510(k).12.11.2008

Dual Wave Cart

12

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ArthrsiC TRADITIONAL 510(k): Athvex Dual Wave Adhroscopy Fluid Management Device

a

13 Similarities and Differences with Marketed Devices

By definition. substantial equivalence means that a device has the same
intended use and technological characteristics as a predicate device. [t might
also have the same intended use and different technological characteristics,
and demonstrate that it is as safe and effective as a predicate device without
raising questions regarding safety and effectiveness.

The fundamental scientific technology of the Arthrex Dual Wave Arthroscopy
Fluid Management Device has not changed from the previously cleared
Arthrex Continuous Wave [11 Arthroscopy Pump (K024291).

The Arthrex Dual Wave Arthroscopy Fluid Management Device is
substantially equivalent to the predicate device where basic features and
intended uses are the same. Any design differences between the Arthrex Dual
Wave Arthroscopy Fluid Management Device and the originally cleared
Arthrex Continuous Wave IIT Arthroscopy Pump (K024291) are considered
minor and do not raise any new questions concerning safety and effectiveness.

In addition, the Arthrex Dual Wave Arthroscopy Fluid Management Device is
substantially equivalent to a predicate competitor device. the Future Medical
Systems (FMS) DUO arthroscopy pump (K954465) (marketed by DePuy

Based on the information submitted, Arthrex. Inc. has determined that the
Arthrex Dual Wave Arthroscopy Fluid Management Device is substantially
equivalent to the cleared Arthrex Continuous Wave 111 Arthroscopy Pump
(K024291) and the cleared FMS DUO arthroscopy pump (K954465).

Refer to Table 13-1 for a comparison of the similarities and differences
between the cleared Arthrex Continuous Wave [11 Arthroscopy Pump
(K024291). the cleared FMS DUO arthroscopy pump (K9354465) and the new
device, the Arthrex Dual Wave Arthroscopy Fluid Management Device.

Dual Wave 510(k).12.11.2008 20
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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M TRADITIONAL 510¢k). Arthrex Dual Wave Arthroscopy Fluid Management Device

Table 13-1 Comparison of the Predicate Device to the Modified Device

Arthrex Dual Wave | Arthrex Continuous J
Similarities | Arthroscopy Fluid | Wave ll Arthroscopy Future Medical
Management Device Pump art?l}r'cs:tems DU?n
and|  pR4s0 AR-6475 i
Differences | ¢ . .utspeciAl | CLEARED submission i
submission (K024291)
Intended Use ‘ Identical Identical Similar
Indications for : ; Similar
Use Identical Identical
Pump Type | Roller Roller | Roller
Tubing Material PG PYC PVC
Flow Inflow: 0-1600 mL/min | Inflow: 0-1600 mUimin |
Rate Outflow: NA Outflow: 0-800 mL/min
‘ |
Regression Identical Identical Unknown
Pressure | 0-180 mmHg | 0-180 mmHg 0-180 mmHg
Electronic | Continuous Continuous * Continuous
Pressure Check
Senses Shaver Yes No Yes
" Footswitch | Yes No Yes &
Control
Remote Control | Yes Yes No
Manufacturing | Similar Similar Similar =
Power | 80-264 VAC 100-240VAC [120230vaC
47-63HZ 50/60 Hz 50/80 Hz
150 VA ' 100 VA ' 500 VA
| 6.5amps 2.0 amps 5.0 amps
Packaging | |dentical | Identical Similar
Non- | dentical ' Identical Identical
sterile/Sterile
Shelf Life | dentical ldentical Identical

Dual Wave 510{k).12.11.2008
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dual Wave Arthrosco

y Fluid Management Device.

[CSTJKXXXXX Kz &g
RXONLY
PRl RX OG001 OF 1

(ecIree]
Anmen Inc. Arthrax Med. Inst GmbH
Maples, FL 34109, USQ r re 85757 Karlafeld, Gormany
(BOD) §34.8404 =45 8131 §9570

REF AR-6480
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xxxxxx
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Dual Wave Aribroscopy Fluid Management Device”

[LO7] XXXXXX [oTv ] 1] Arthre);
Dual Wave 510(k).12.11.2008 22

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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provides important mformatlon for the safé operatior of
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Pump (Model AR! 6480) mc]udmg accessories. Read this:
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1.0 Read This First!

1.1. Important Symbols and Conventions

The Dual Wave Arthroscopy Pump User’s Guide ideritifies critical, important,
and useful information using these symbols and conventions. Your
familiarity with these symbols and conventions is required.

WARNING! |

|H| I 1!

The WARNING! symbol :den?lfles crmcaf Emformonon that must be

followed precisely to avoid |nJqu or death. iiT@e WARNING! symbot is
the mest important safety symbol?li e 11%

nt

||‘ 1“1 '|'|;1“" ;

The CAUTION! symbol identifies .m,loofranr methods and
procedures that must be followed to mvond damaging the
device or causing it; to’malfunchon SR
. I8 il Liie)
NOTE:  This symbol rdentzﬁes usefu! mffvrmatmn that can simplify the setup and
operation of|this dbice. “

flflh, i

[x] Squ e br ackets that enclose a letter, a number, or a lower-case
AT WL, sl
an umeral referer'lct;-:l al czfllout on a line drawing. Section 2.2,

,mli! i'!’”“ H I|Ij| Product‘Fea‘tures mc]udes]me drawings of all products
o ‘assomated \!vn%h}the AR-6480. Each line drawing has its own
||| caz']ﬁ]ll)t system%tolldenhfy important elements of each product.
i I |
M ' i,
2, Shipping, Unackmg, and Warranty information

l] 1' ' “I Prior to use in a- iEflili.rglcal procedure, carefully unpack and inspect the

]
components forga”ny sign of damage that may have occurred during shipping.

pp ing daq\age is suspected, riotify Arthrex or any authorized Arthrex
strlbutor unmedlately Any such damage could compromise patient safety.

Il

Ifs hlppmg or first-installation damage is not reported within seven business
days of receiving the device, the warranty could be rendered void. Refer also
to our General Terms of Business.

’ll!

Arthrex assumes a warranty to the first purchaser for a twelve month period
with regard to defects or failure of its medical devices. All defective products
covered by the warranty are repaired or replaced free of charge by Arthrex at
their discretion. The warranty does not cover any damage caused by
unlawful use or improper handling of a product.

The warranty becomes invalid when Arthrex products are changed in any
way or repairs are performed by any party other than Arthrex.

4
Dual Wave 510(k).12.11.2008 28
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



89000 wWrd

Records Processed under FOIA Request 2013-7213; Released by CDRH on 09/01/2015

amnicss Ducll Wave Arthroscopy Pump User's Guide

Arthrex will answer any questions referring to the quality, reliability and/or
shelf life of any product identified in this User's Guide.

1.3. Important Safety Information

WARNING

This device is t¢ be used only under the supervision of @ trained and
licensed physicion. This device should not beé used by urtrgined
pérsonnel or used for |nd|cc:’r|ons etherithan those described in this
User's Guide. f lit fl i”}“ I"I

14

: l
U.S. Federal Law restricts ih[ls dewce to use only by or on order
of d physician. j' []! fj| .
5

i
DO NOT—under any condihons or fglr,ic ny reason—remove the

il Hlhids:
cover ofkthe AR- 67{?}0 I HHI mh il }!i‘i!’
NOTE:  Read this User's Guide thuroughfy before attein mpting to operate the
device andﬁ‘emm for futur'e referenge:

1

i

|| I i’
Users of this dev1;:egare encouraged to contf:ct ‘their Arthrex representatives
rlfl Illirl their professxopal judgment, meytnequlre a rhore comprehénsive
IS Lirgllc'a‘litechmque i ] i

it I
escrlp'ﬁ 'l“ "

%Lscnphon and Intended Use

!l; The Arthrex AR 6480 Dual Wave Arthroscopy Pump is a safe, reliable, user-
i i frlendly systemfthat maintains constant, nen-pulsed control of intraarticular
rmsmg and distention pressure throughout all phases of an arthroscopic

surgical procedure.

The AR-64B0 includes:

._..H:’h'.i.o Produci“

e !
||§§§§iz§il Functional i@
il

* A universal input-grade switching power supply that allows the
pump to function automatically at voltage ranges found worldwide;

* A reprogrammable micro controller with upgradeable software that
supports multilingnal messaging;

* Touch panel display for user inputs

* Alavage function for providing elevated pressure to stop bleéding
and Rinse function to clear joint Spaces quickly.

5
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= Universal shaver-detect system design to automatically control
aspiration through the shaver hand piece.

The AR-6480 is intended to provide continuous pulse-free flow that reacts
immediately to changes in the intraarticular pressure so that joint distention
can be sustained even under high shaver extraction volumes or secondary
outflow, The user-defined settings for inflow pressure and outflow rates are
adjustable through controls located on the touch panel screen or on the
remote control.

There are four pump tubmg options for the AR-6480:

1. Main Pump Tubmg Set only. Thls tubmg, when used alone, must be
replaced after each patient. 1- S

2. Main Pump Tubing Set and Exteneron Tubmg combmahon The Main
Pump Tubing Set can be reusédiffor af entire surglcal day, while the

Extension Tubing must be rep]aé:it%:(il ;a!fter each p'xtlenlti IU
il R "E |}

3.  ReDeuce™ Pump Tubing and ReDeuce'{?}’Patzent Tubing Comibination.
The ReDeuce™ Pump ubl.ng can be reu§ed for an entire surgical
day, while the ReDeuce"M!Pauent Tubing’ must be! replaced after each
surgical procedure. |lThe ReDeuce‘M system offers a higher flow rate

than the Main Pu:mp Tubing’ Set/Extensxon Tubing combination.

4. Outflow Tubmg «When thelOutflow jhiabing is attached to the AR-6480,
the puran the changes from an mflow -only to an inflow-outflow

|””1I|” J Iih”thms‘:()pyt‘?-?mp I“‘
] “ The op”tmflnlll }f— ubmg Cti) ects up to four irrigation bags and can be used
) ”] with all AR[ 6480 pump tubing options.

RIS "’H! I

d”!! gih, The AR-6480 can be used as; an inflow-only irrigation purnp or whén outflow
tubing is used the,pump funcuon as an inflow/outflow fluid niahagement
system. \

2.2. Product Features

2.2.1.“"‘?‘“% ;Cd’ﬁ'éole: Front Panel
Rk

ik

Dual Wave 510(k}.12.11.2008 a0
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Figure 1 uses a numeric callout system to identify the main elements of the
console’s front panel, which are listed and labeled in Table 1. These callouts
are referenced throughout this User’s Guide.

FIGURE 1FRONT PANEL OF CONSOLE

20,

o \ X
I O o
1 2 ' 3) (4 5
i Hle 1
TABLE 1 FRONT PANEL ELEMENTSH]E, T ST
mm;l””ﬁiw ENT NAME' ||1i l“ T
. MsnuM i -
‘.-"” T inflow'tubmg trackii
2 Tubing seiisor mdlcatorthDf”A steady green LED indicates
that the tubmg_ is connected properly. A flashing red LED
indicates that the tubing is not present or that it is connected
incorrectly
g3 Main Power switch
1'1”{,‘]1 Remote Conﬁ*o]/foot pedal connector
5 ”i“ I Touch Par‘lel Visual Display (TPVD)
] h ?.ﬂct.l.?r.‘ tubing pinch roller
7 @utflow tubing sensor
8. AC mains power toggle switch
2 OQutflow roller assembly
10 Qutflow door
11 Qutflow door locking mechanism
12 | Inflow door locking mechanism
i3 Inflow Deor
A 7
Dual Wave 510(k).12.11.2008 3
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222 Console: Rear Panel

Figure 2 uses an alphabetic callout system to identify the main elements of the
console’s rear panel for both new and old pump versicns. These callouts-are
also listed and labeled in Table 2 and referenced throughout this Usér’s Guide.

FiGURE 2 ReaR PANEL OF CONSOLE

) ° i
q
o
-]
Cohe
] it il !.i‘h!;ui?‘
TABLE2 REAR PANEL ELEMENTS HI*'”‘“ 1 i
ELEMENT | ELEMENT NAaf\E: - R
LETTER ; .
1 AC mains_ power-plug socket and ratings

Equipotential ground connector and §ymbol
Shaver'f)etect power éoéket

Access panlelij[(on some unlts)
i

|

8

Dual Wave 510(k}.12.11.2008 3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



ZL000 wWrd

Records Processed under FOIA Request 2013-7213; Released by CDRH on 09/01/2015

Al Dual Wave Arthroscopy Pump User's Guide

2.2.3.

Touch Panel Visual Display: $tatus and Error Messages

The console’s Touch Panel Visual Display (TPVD) [6] conveys information
about the status of the AR-6480 and the pressure and flow setﬁngs in real

tHm

e. Table 3 describes each message.

TABLE.3 TOUCH PANEL VisUAL DISPLAY MESSAGES AND ICONOGRAPHY

MESSAGE

CAUSE

EXPLANATION

Arthrex Dual Wave

Message displayed when the AC mains power is
actuated. -

Power on message display

Remole icon

Icon displayed when the remgte is attathed.

| Remote connected

Fool Pedal Icon

1zon displayéd when the foot pedal is Sggached.

‘Foot pedal connected

+

Pressure increase button.

Préssure set increasée

Pressure decrease button I]i‘ [ i

Pressufé set dectease

* Check Tube *

Message displayed when no tubing is plugged‘ il 'jthe

Tubing Sensor Coupler [17]. g ” [“h

- ITHHIFENE ©
Check t%]:!\jr!{é'i:ﬁistallatlon

* 60_01' Not Closed

5

Message displayed when the ro]l yiaiit

S
not fully closed. iy
¥ r”l | 1 |I

Tng door i4] 15””5

N
osel]

I;lnr'

I Iliol]m;_.housing deor is not

Seff Test V X.XX

Displayed prior to running a self tast. | .

vt
Pump self-test

Power Supplies OK

Displayed aftefa successfu] pnwer supply test

Power supply test passed

* Over Pressure ®

quplayed when the bensed Pressure exceeds over- 7
pressuire software limit of 300 mmnHg. i

Software overpressure
condition

Critical Fallurei || i

;H] b

=

D!Lsplayed oni the:flrst line of the VED if 6ne Jf one of
lll {
il l!l

Failure-@und t1 17 “ ailare *

th TPVD ft}z”poiwer supply self-test fails

|1
when the puxélg is turned on.

Failure Condlhon i OVP‘Detect Fail*

D1spla_yed on thc T'PVD if the hardware oveérpressure
diagnostie test falls when the pump is'turned on.

© | Failure ConchFon 3:* Sensor Failure *

Risplayed 0'T|1 the TPVD if the pump détects a problem

- wtth the pressure sensors,

Critical failure, cannot
continue operation

* Power Fallure *

“Il ‘ll'll'

Dis pl yed on the TPVD if the power supply self-test fails
whett the pump is turned on.

Power supply test fails

* QVP Detect Fail *

Displayed on the TPVD if the hardware overpressure
diagnostic test fails when the pump is turned on.

Hardware:-overpressure
didgnostic fails

*Sensor Fallure *

Dispiayed the TPVD if the pump detects a problem with
the pressure sensors,

Sensor failure

* Pressure Fault *

Displayed when the pump is unable to reach a desired
set pressure within a specific amount of time, This
typically indicates improperly installéd tubing set or a
split in the tube from continuous use.

Insufficient measured
prassure

RUN

Displayed when the pump is stopped, if depressed the
pump will start running

Motor ot and running

9
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EXPLANATION

MESSAGE CAUSE
STOP Displayed when the pump is runmng, if depressed the Motor on and flushing
pump will stop running
LAVAGE Displayed when the pump is-in inflow/outflow mode, if | Motor off
depressed the pump will increase pressure by a user
defined amount-for a user defined length of time.
RINSE Displayed when the pump is in inBow/outflow mode, if | Outflow rate increased
depressed the pump will increase outflow by a user
defined amount for a user defined length of time.
FLUSH Displayed when the pump is in inflow only mode, if Pressure lncréased
depregsed the. pump will increase pressure by a user
defined amount for a user defined lengthof fime. | o
MENU Displayed when the pump is stopped., If depressed thc uwser.setups displayed
B puriip will enter the sét-up menu ,“ (f”l ki,
OQUTFLOW Displayed when the pump i5 in 1nﬂow/nutﬂ0w ‘muode, lf ‘b'l';ltﬂow rate lncrea.scd
AbELL l||
depressed, The used may defire the outﬂom ratg I' 1 H| 1
SHAVER Displayed when the pump is in :nﬂow/outﬂowimod If Sha\«;c}listtllciélf}'fﬁl ncreabed
depressed, The used may define the outflow rate[ of|the HiE
shaver. _ b
S RHH :
‘,I,i‘if.H I, H“!“'u"‘
X
2,24, Pressure Readlng/Seﬂlng
i)
The TPVD dlspleiys it!le|pressure {(f:ladmg unhl*elther the PRESSURE () or the
PRESSURE (-) buttons are depr ess‘,gﬁl‘ e On; ‘tlhe first actuation of either of these
l I”il'l” i the dlsplayeid pressure readmg will.change to the pressure setting,
Vil
| ;;[i' ” "Each ?sglialseiquent ac ahon of the pressure buttons will change the pressure
bt setting lﬁlmcfements of 5 Al Iy}, '
il T, it 3
I | 'ﬁil' .IE"‘ l' b
T i v
N i
".-f iR
i i i !
TR :
U,
i F: N .' 1 ! i P
n ‘LJ:‘
10
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2.2.5.

Figure 3, Figure 4, and Figure 5 show the tubing combinations supported by
the AR-6480.

FIGURE 3MAIN PUMP TUBING CONFIGURATION

Tubing: Configurations

m\ ﬁl? D

) {v), ][ g {E{F(‘) ¥ Adupte: Tubing {AR-6215)
i

\ Exinnsian Tubing (AR-6220}
N S

New REEEILE STITHIRTTINT
TABLE 4 ELEMENTS: 6#,,1!15 MA!ﬁ‘Pi.iAR’F}ThBlNG CONFIGURATION'

{ I AT

]'ElEMENT il

DESCRIPTIGN .| TUBING SET s

,," a Bag s'ﬁlﬁéf;" "I']If T Y-Adapter Tubing

' b Tubing ciaﬁps l'_{i Y-Adapter Tubing
ret £ . Main Pump Tubing

" i;“"] " | i Extension Tubing
'”“l‘ y € Green cohnector Main Pump Tubing
|]gi|"|ﬁi Tubing boot”%l Main Pump Tubing
!'l‘; g”,‘, Pressure lmefconnector Main Pump Tubing
h:“‘f;, NLoprcneImbe for sérging pressure [ Main Pump Tubing

bl f]ucl-uatlons

g gSensor chamber Main Pump Tubing
h Tdrinector fittings Main Pump Tubing

Extension Tubing

i Backflow chieck valve Extension Tubing

11
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FIGURE 4REDEUCE™ TUBING CONFIGURATION

® 9%@

Refeuce™ Pump Tubing
(AR-GA11)

II||"1‘ §
Y I

Rabeuce”™ Palien] Tublng (AR-B421)

/f_\\ /'@ !

\.JLJ .

— &

Shdieng N R
TABLES ELEMENTS OF THE ReDeuceTiTuBING ConrlsunAnom ,,

BRI I. !

ReDeuce Patient Tubing

ELEMENT: DESCRIFTION < T|JH ol TUBING SET

o a e Hgisplkes e ““ ' Y-Adapter Tubing
“!“ b Tubmg‘c]alr!fllps il,[i i| Y-Adapter Tubing
l §“| ] ‘i;{! (! ReDeuce Pump Tubing

;'l” “]!. c Green connec;

!: i ReDeuce Pump Tubing
” Ilz! d Tubing boot i |§ ReDeuce Pump Tubing
g 'ﬁ Pressure line cann ector ReDeuce Pump Tubinp
N Neoprene tube fqr.senSIng pressure fluctuations | ReDeuce Pump Tubing
g _Sensor charber” - ReDeuce™ Pump Tubing
k High flow, dudl lumen connectors ReDeuce™ Pump Tubing
P ReDeuce™ Patient Tubing
| Batkflow check valve ReDeuce™ Patiént Tubing
o
12
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FIGURE SOUTFLOW TUBING CONFIGURATION

- [H . atr NN .
TABLES ELEMENTS OF THE OUTFLOW Tl‘.lsl G, CONFIGURATION B
ELEMENT DESC!EUPT]ON ﬁl, HTUBING SETY

¥ A | {Tubmg clamp - 'n;'z':”i";fi;gng'Othﬂow

_,g;l JH "\ B ' Shaverat—tachment Il Qutflow

. K HICTi Cannula attachment Qutflow

- K . Waste egresls, ) Outflow

E Outﬂow leture Outflow

oo F i"llubmg loop for Butflow rolter | Cutfiow

- igii";;:h G )Paper retammé strap Ouflow

gl il

‘Ug“z Tubing: ?Muln Pump Tubing Set

!

L ”The Main Pump!Tubmg Set offers inflow/pressure measurement tubirig that,
1flus{ed alone},must be completely discarded following each surgical procedure.
1t hag the followmg components in each set: bag spikes, drip chamber,
flexible boot for pump rollers, and a Luer connector for a scope sheath or
other inflow. The Main Pump Tubing is 13 feet (4.0 meters) in length.

NOTE: This User's Guide assumes that you are using either the Main Pump
Tubing alone or in combination with the Extension Tubing, below.
Refer to the Directions for Use that accompany each tub’irig set for
specific information or contact yyour Arthrex representative.

2.2.7. Tubing: Extension Tubing System

The unique Extension Tubing System provides the economical option of
using the Main Pump Tubing Set for an entire surgical day and replacing

13
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only the Extension Tubing Set after each individual surgery. The backflow

check valve built into the Extension Tubirg System prevents fluid backflow

into the Main Pump Tubing, maintaining a closed sterile fluid environment

during tubing replacements. The Extension Tubing is 8.5 feet {2.6 meters) in
length.

2.2.8. Tubing: ReDeuce™ Pump Tubing

The ReDeuce™ Pump Tubing provides an alternativé to complete
replacement of the irrigation tubing after each patient. The backflow check
valve of the ReDeuce™ Patient Tubing prevents contaminated fluid from
reaching the ReDeuce™ Pump Tubmg and pler‘]:r}nts itsjuse for the entire
surgical day. The ReDeuce™ Pump Tubmg rnust’be i1bed with the
ReDeuce™ Patient Tubing.

2.2.9. Tubing: ReDeuce™ PahenhTubing

'! i ol m'
Thé ReDeuce™ Patiént Tubing must be, ‘1|Isedf ]III the first arthricLscoplc
procedure of the surgical day and replaced forl kach subsequent surgical
procedure. It is used in conjunction he RelDeuce M Pump Tubing.

“”“”“Il Im m |!, i’

2.2.10. Tubing: Y- Adapier Tublng i

The optional Y- Adap%eir Tubmg ca cormec}:t up, to four irrigation bags. It can
be used with either ]the Main Pun|1p Tubmgl/Extensmn Tubing combination or
the ReDeuceTM Pump Tubmg/ReDeuceTM PPatient Tubing combination.

‘13"27.‘2 11. aJ,THLi:l!ri\g Oul'flowi Tubing
m K T
' The optlorlzlalI @Iutf]ow Tubmg can be used with either the Main Pump
m”hlllh

i
Tubing Set orlthe ReDeuce 1l E[!Pump Tubing. It provides precisely controlled
ih outflow from tl;1e shaver afid a carinula (optional) to a wasté coritainer.
"i;‘ Iy . .
"2.212.  RemoteControl Unit (AR-6482)

- The AR-6480 Dual Wave Arthroscopy Pump can be remotely controlled with
théloptional, autoclavable Remote Control (AR-6482). It provides the ability
to controlipressure adjustments, a Lavage function, a Rinse function, controls
-shaveIE isﬁc’n’on, and the ability to activate/deactivate the pump motor. The
remote control is 9.8 feet (3 meters) in length.

A Do not disconnect the plug of the remote ¢control by pulling on
the cable. Remove the remote control plug by grasping and
pulling on the body of the connector.

14
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Figure 6 uses a lowercase roman numeral callout system to identify the main
eléments on the remote control, which are listed and labeled irt Table 7.
These callouts are referenced throughout this User’s Guide.

FIGURE & REMOTE CONTROL [AR-6482) -
P
I;f ’_1 " -\‘
' !
Y K

Tasle 7 REMOTE CONTROL ELEMENTS (AR-6482)

ELEMENT ELEMENT NAME |
NUMERAL i’ i
Rand L. Rmsieland Lavage. R inicrédses, the outflow rate by a rate

. iil
1 || Ly i 5”; |and timie Selectled by the user. L 1nc1|'eaases thé pressure by a
A II

“if“ RS Ipercc_lntage and !If'lime selected by the user.
ﬁ!l fi ’Plesm]fr Sr.'t buttongiarid syrnbo] Increase or decrease target
i T iy
“ press ﬂI‘ta in the joint Space. by;ﬂve mmHg on a scale of 10 to 120
il m”‘“gﬂii | ”
i I"ii?:‘i[ iii Run/Stop:ii
T v Cycles through the avallable shaver suction settings
bt v
!

Lemo conn[ector to-attach to the corresponding plug en the rear
pane] of the AR-6480.

2.2, 13.| 5 FOOI' Pedul Unit (AR-6482)
| |Hl5| i

The'AR!6480 Dual Wave Arthroscopy Pump can be remotely coritrolled with

the Optl(gnal Foot Pedal (AR-6483). It provides a Lavage functionand a Rinse
function. See Figure 7 and Table 8.

A Do not disconnect the piug of the foot pedal by puiling on the

cable. Remove the foot pedal plug by grasping and pulling on
the body of the connector.

15
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FIGURE 7FOOT PEDAL UNIT (Aﬁ-6482)

il il

TABLEB REMOTE CONTROL ELEMENTS (AR-6482) NITHIT o

ELEMENT NUMERAL ! ELEMENT NAME “h il ! i“ i“h .

i R increases the gutflow rate by a ra:t!rai et tlme selected byl the user |

ii L increases the pressuré by a percentage%a:{:d time selected by the u'sei-,-
d llé' " it
R

!
B

2.3. Technical Specafrcaﬂons

TABLE ? CONTROL UNIT (AR- 6480) SPECIFICATIONS
! l
Width | 14.5 inches (36.5 cm)
Height | 5:0 mc%'}es (12.5 crn)
Depth | 12 mchelsl{CiO cm) | ;
Weight 18|p0Ll!11ds (8:2 kg) l i |
. i E 1] '3
Maximum Ij?low rate 15@0] !Hmmute rmnnmu ml”
]

e
””,’# Measuredr in percent with la range of 10-100 pércent in
[REM1

I mcrements of ;10 percent.
i thefault f]owv rate atipowex up is 100 percent:
Pressure |i 0 1120 mmH l ]
:!{i‘ﬁ" Measured in mmHg in increments of 1 mmHg.
", Defﬁult pressure set at power-up is 0 mmHg
erpressure control | 300mmHg
Ifressure control Conhnuous pressure checking,
T i
Op emflilnig mode {Piermanent
Wuier lpl;ioi?‘chqﬂ I TPx1
Main IH; ble | 10 A/250 V
Connector CEE 7/7
Jack | [EC 320/C13
Power supply | 100-240V, 50/60 Hz, 2A
Fuse | T2.0A 250V
Cleaning | Surface cleaning with mild detetgent

Sterilization | Surface disinfection with mild disinfectant

TABLE 10 AMBIENT CONDITIONS FOR OFERATION

Temperature | 50° to 104°F (10° to 40°C)
Relafive | 0% to 100%, non-condensing
Humidity
Air pressure | 10.15 PS1 (700 hPa) to 15.37 PSI (1060 hPa)

16
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TABLE 11 AMBIENT CONDITIONS FOR STORAGE (IN SHIPPING PACKAGING)

Temperature
Relative Humidity

-40° t0 158°F (-40° to +70°C)
0% to 100%, non-condensing

TABLE 12ZREMOTE CONTROL (AR-6481) SPECIFICATIONS

‘Width

Height

Depth
Weight
Cable length
Cleaning
Sterilization

2.5 inches (63.5 mm)
3.8 inches (95.3 mim)
0.9 inches (22.2 mm)
0.5 Ibs. (0.23 kg)

9.8 feet (3 m)
Surface cleaning with mild deter ent
Autoclave ”||I ’“

FoOT PEDAL (AR-6482) SPECIFICATIONS i

Width

Height

Depth
Weight
Cable length
Cleaning
Sterilization

|

5
13 inches (330 mm) | AT
7 inches (178 mm) it} TS ’
3 inches (76 mm) ',‘.ng!
11 Ibs. (0.23 kg) '
10 ft feet (3 m )
Surface cJeanmgiwnh mild detergent
S

f;|

Il:

Dual Wave 510(k).12.11.2008
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3.0 Setup

Users of this device are encouraged to contact their Arthrex
representatives if, in their professional judgment, they require a more
comprehensive surgical technique.

3.1. AC Power Safety Considerations

Thé AR-648015 powered by a medically rated universal AC input
switching power supply, which allows thef::c)rlasole to be connected to any
local AC mains outlet provided that you use: thle!appropnate plugand a
reliable ground conductor. ", :L' i

Three power cords are supplied by’default with the: AR 6480: one for the
elecirical standards of the U.S,, one for the électrical standards of:
Germany and one to supply power tola1shaver system, Contact your
Arthréx répresentative if you need a powenl cord that must meet the

electrical standards of anothc,er}ﬁ%” V. |]1 |
I i R

|
NOTE: Extensgion cord?!!must meéf Tocal eIectrrmf t dﬂfdb

"il |1 N
The console has been de51gned to‘meet power-savmg guidelines. The
console has an AC malns switehie on the frontl"anel [8]. When the AC

mains switch i3 OFF no elecmcaln ipoweris drawn by the console.

NI il
" 11” Ill 1 n.the AQ mlur!s switch is ON”l IN' console automatically executes-a
} t Jl

lm eri¢ és 0 of self- 5d‘tagrlc)s’m: tests. Upon successful completion of these
tests, thelc?l?lsole dtsplayﬁion t}?e TPVD [6] the name and model number,
Arthrex AR 64?0 If the tests‘dlscover a problem, an error message wili
be displayed; 011 the TPVD| Refer to Table 3 for a comiplete list of TPVD
: 4%;.. Messages. |,|

i
i i

||IHl

1. In the event of;alm AC power interruption, the console can run
L. .I[conhnuously|w1thout fault for up to. 10 milliseconds. If an AC power
lhfahlure lasts, l]onger than 10 milliseconds, the system will reset to default

ti,
SEtt{liT ““ lill en AC power is restored.
i

If high-frequency devices are in use, or defibrillation of the patient is
required, ensure that the device is not in dire¢t contact with the
patient.

18
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3.2. How to Determine if the AR-6480 is Causing
interference to Other Devices

A This device has passed testing for EMI / RFI radiation and
susceptibility and EMC compatibility. However, if not set up
and used in accordance with the instructions provided by
Arthrex, this device may cause intefference o other devices
in the vicinity.

1. Power OFF the AC mains power sw‘1tch 18] and then ON again.
Try to correct the interferefice by followmg ‘ohe or more of these
measures: 52- L it

2. Reorient or relocate the I'ECEIV]Dg d'ewce '

ey
1 C »
3. Increasé the separation between Idewces ! THED

4. Connect the devicé to an outlet on 4 c1rc1ut different from that to

which the other device(s). are connected 0.
‘ll' il “'H it

5. Consult the manufacturer orjheld service techmc:an for the

i
recewmg de\nce for guld@nce | ;E i

I
3.3. Basic Sefup Procedurei for i‘hel 'R 6480

““'111 0, Opemtwn”tlzly’cﬁlums how to vse the pump.

N Seerio
I i

Al }?Place the AR 6480 on a flat, dry surface, such as an arthroscopy

1

ik eqmpment cart! or, i smallinstrument table.

. 2. Connect the- fema]elend of the power cord for the AR-6480 into the
SIS AC socl?et [A] and the male end to the facility AC mains supply.
'”f?-i’f‘ Turn on ’EheAR 6480 [R].

l 3. Veufy the status of the AR-6480 displayed in the TPVD [6].
l““li” 4. Conn‘eet the tubing in accordance with Section 3.4 or 3.5.
{

i

S?i; Cfose the roller housing doors.
&! " If applicable, attach the Remote Control [v, C.

7. Refer to Section 4.0, Operation, for specific information on how to
operate the AR-6480, including pressure and flow settings,

8. Press the Run/Stop button [10] to activate the pump motor.
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3.4. How to Sef Up the Pump Tubing

NOTE:  These instructions describe the procedure to set up the Main Pump
Tubing ot the ReDeuce™ Pump Tubing.

1. Remove the orange cap from the Pump Tubing and insert the connector
fitting [e] of the Pump Tubing into the Tubing Sensor Coupler [17]. This
step must bé completed first to ensure accurate pressure measurements.

2. Open the inflow door completely. Allow the door to rest against the stop.
The roller mechanism is now exposed '

3. Place the green-collared section of the Pump IT ubmg [€] into the Tubing

IN Guide [1] indicated by the green dot[2]. "l

HEH
4. Guide the tubing boot [d] over the rollers and msellt’the output-side of the

tubing boot into the Tubing OUT Gulde [nl] ':i. |

i
NOTE: The Pump Tubing is connected propleﬂy; when-the grr.’en Icoln'r:zector felon

the Main.Pump Tubing is n!:gncd wzththe rgreen dot [2] on the front

panel of the console. g it y

i ) !» |
5. Close the inflow-dpor. l“l Eli mll”“”l l”!]ﬁii*’

1
I
i
NOTE: if door is, ot closed aecurel Jirm nltlf,llrf Jrizl[sc;fct jiSWIfCh prevents. the AR-
s

6480ﬁom B emting iy !
I

6. Puncture the ﬂuldfibags with the[splkes din the tubing. If only one fluid
T mubaglls bemg.used seal the second’ﬂuld lme by closing the clamp nearest
,\4.2-”' theunu'sed spike. ' fn
i My, My -
3.5. Howio S?f Up the T o-Piece Tubing System

”l NOTE: Thels‘f mstructzons describe the procedure to sét up the Exiension
““] Tubing or ReDewuce™ Patient Tubing.
L ,

it
WARNING

T .HH

THé Ex’renmon or Pcment Tubing must be chonged for each pcﬂem

1. The surgical staff removes the sterile Extension or Patient Tubing from its
sterile pack and hands the connector {h or k] for the Pump Tubing set to
the circulating nurse.

2. The circulating nurse connects the two tubing systems together [h to h in
Figure 3 or k to k'in Figure 5],

3. Attach the sterile connector cap (supplied with each Extension or Patient
Tubing set) fo the patient-end of the Pump Tubing,
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NOTE:  Following each surgery, detach and discard the Extension or Patient
Tubing Set.

The sterile connector cap must be used te cover the Pump Tubing
Set connector dfter edch surgical procedure. This maintains sterility
of the Pump Tubing and assures its safe operdtion throughout the
entire surgical day. .

l||

i
3.6, How to Set up the Oufﬂow Tubing ‘|l' 1
! I'

1. Open outflow door Comp]etely l| ]’1 i
i :

2

l
3. Pull tube set down untl it slides uflmi ’tflle outflow tub ingire
4

1
If pump is:on, the pum shou_ld now dete_-c!tithe tubmg change the

B ] i1l
ump setimg to mﬂow and o tﬂew controls! i
pump 8 !

BTH

|"i*"‘

5. Close the outﬂow doé‘r; ol ; ;ff. i .;n
1l

“ 1#
3.7. Howto Chﬁnig!;eiathe Latpguagli ‘ le-lﬂ‘mg
1k

|
Th AR—6480-supports English, Flj'ench‘IGerman Ttalian, and Spanish.,
mw]!, The ,i&‘eﬁl]ult language, is English. To change the language setting for VFD
it i i 3t g follow these{msta'uchons

me !
Ih i“ﬁ‘h N
power swilch [8] on the AR-6480.

|l“‘ il

,uxl”l ]hu. |

't

Press th lMe:nu bu'fton
Press the l,apguage button.
i

Select desired language.

L

Press ok the language is now stored in memory

3.8. dw,n’fo Test the Power Supply Voltages and VFD

'Power_ ON the AC mains power switch [8] on the AR-6480.
Press the Menu button.

Press The Diagnostics button

AowoN e

Pump should run a diagnostics test and display the results.

21
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3.9. How to Verify Safe Sefup and Performance before
Use

3.9.1. Pressure Reading on the Display

The pump runs as an open system in nearly all applications: inflow and
outflows are open (the outflow on the sheath or the outflow over the
optical and working portals).

Under this system, the 50 mmHg shown on the display corresponds to
the actual pressure in the joint. If there isa fFH in pressure, the pump
increases pressure up to 50 mmHg and then] s’gops

1 ,!
In contrast is the case of the dosed system ( IOO%ilmpermeable joint and
no egress of water whatsoever viai the portals occurs :for examp]e ata
pressure measurement at the end of :the |apphed part ' !|||
lmll

i,
A dynamic pressure arises here wl'uchilllshi‘:;ﬁ’r“eased by a factor| of 2.2 (ata
setting of 50 mmHg there is thus a max. of T10lmmHg). The pump stops

¥ i
when this value is reached Refer!te Table 13h":I I

TABLE13?gs§syneR__EADlszronaCLgsep_g,yerM llin, "'n;ié"
17} TS [TEH

Pressure reading  Aclual pressure in Theoretical

on dispiay open systems maximum pressure
in closed systems

) RER “
: ”!“ﬁﬁl 60T 35— 60 WA 77 - 132 mmHg
l z{ ” th 35 - 60 mmHg 77 - 132 mmHg

| |
Shoulder 60 - BOE:J&:LF\Hg ‘II§“|60 80 mmHg 132 - 176 mmHg
Smdil joints 50 - 70 miH " 50 - 70 mmH 110 - 154 mmH
] & g
Overpressure : 136 mmHg 136 maiHg 300 mmHg

Iv

lli X
l Pressugre Verification Procedure for the AR-4480

”I;“ Arthrosc !,,pyP mp
‘|||S“ i

essure verification of the AR-6480 is accomplished in the following
manher. For best results, a "quick tips" section follows the procedural
information.

1. Setup the AR-6480 as specified on the Directions For Use card
contained in the tubing packaging, or as specified in the Operating
Instruction Manual on pages 18 and 19.

2. Set the PRESSURE at 35 mmHg.
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3. Prime the tubing set by turning on the pump and running fluid
through the tubing until a steady flow of water exits the end of the
tubing. Stop the pump by closing the clamp.

4. Atftach a pressure meter to the outflow luer fitting and open the
clamp. The imeter should have the capability to measure up to 300
mmHeg. Refer to Table 14 for meter readings.

TABLE 14PRESSURE VER!FICATION

3.9.

Pressure Set (mmHg) | Meter Display (* 10%)
35 - b, 77 i .
50 ™ 110 "L
75 L 1es i
100 M., 220, “"’“*;_
120 Ui .254*" it
“HEL ““ m 1!“

The "Pressure Set" figures shown above e*arbltrary settmgs
information only. Recommended test setlmgs!&zul"e 35'mmHg and 75
mmHg. These two settings, coverrthe lower arid, .upper range of the most
commonly used pressures| it’l 'fl”l " ‘15;||’[1

I

As this is a static pressure 1;eadmg,s it 18 p@ss:ble f@r the momentum of the
rollers to create a h1gher pressure ¢'than theiallo able limil, especially
when the test is perfor'med w1thja high flow rate. The AR-6480 was
designed to m{agntam an averagé'u}‘lt;ra arhcular pressure equal to the set

. it
- pressure on the pump face. Wlthoutfallowmg an outflow, as is the case

withia statlc test, an average pressure reading is not possible.

iU

i
To obtaln trheI best test re!slulits please consider the following tips:

|
1. Usea newfgl!'ubmg to u-{sure that it is at normal atmospheric pressure
before the'testing.

2. Follow the|pump set-up procedures carefully. This will also prevent
i pressure, f‘rom being inadvertently créatéd within the tubing before
i Hl your tCStheng

3'l i

Usé .the lowest flow setting (10%) when performing the test to
minimize the.roller momentum.

4. Start at the lowest test pressure setting and increase it to perform
additional tests. If the test is started high and then lowered, the pump
will not reduce its pressure, and the reading on the meter will remiain
the same.

5. Use reasonable pressure settings for your test. Most arthrescopies are
performed at préssures between 35 and 75 mmHg,

3. Abnormal Operation

23
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‘The AR-6480 employs a robust dual-pressure sensor design.
Microcontroller-based internal circuitry monitors the sensois, as well as
other circuit parameters, to ensure that the pump remains within normal
operating limits. In the event of a fault, the pump motor is automatically
disabled and an error message is displayed on the TPVD [6]. See Table 3
for a complete st of TPVD messages and Section 8.0 for troubleshooting
information.

NOTE:  If abnormal console operntion cannot be correcled, disinfect the
pump, re-package in the original shipping materidls, and refurn to
Arthrex, accompanied b J i} bnef deqc;'rptwn of the malfunction.
Prior to shipment, it is ?ICCCSSR?’TJ to obtnzniaﬁReturn Authorization
Number from Arthrex. h “]f[l

" I.1I '
i ", o
3.9.4.  Overpressure Sensmg g o y

The sensing circuitry in the AR—6I‘42'3!Q£!h'1eaqures the ]I:Ji-essure of the

fluid in the tubing. The overpressuréia%arrp can be activated when
the flow is abruptly mterlrppted or the Jomtns suddenly positioned
in a way which re:duc:'e%q:lluiaI ;%}fﬁt capsule violu;nei(e g., bending the

knee joint to the "Tlgure 4" posnhon) _,g!n

If an overpressure event occurs (300 mnlﬂ-Ig within tubing and
joint), a wammg ‘message. readmg $OVer Pressure® will flashi on the
TPVD and Y audible: aulan:nl W111 sound. The pump motor is
H‘ jIialllltomattcal"ly!dlsabled untl_l the piressure returns to the set range.

] u!!

e ﬁl#ce the p!reissure in a joint, opén an outflow and/or

’lil amgll'ﬂate the ]omt to;a!stress-free position.
”!”,“,“ 3.9.5. Roller,)%—lousmg L
‘“;

e,
} !lf]'fl The pum'p;motor automatically deactivates when the roller housing
ity
S door is opened A locking mechanism prévénts access to the
rotatm_g ;parts while the device is gperating.

3.9.60 ; J;.Tublng Sensor Coupler

i
”The pump motor automatically deactivates when the tubing is
disconnected from the pump. If the tubing is disconnected during a
case it must be replaced by new tubing. TJo not reconnect the
tubing to the pump as it could lead to unreliable pressure

measurements.
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If the tubing is disconnected from the pump in the middle of a
procedure it must be replaced. Do not attempt to reconnect the
fubing to the pump as it could lead to unreliable pressure
measurements,

4.0 Operation
il

There are four modes of operahonifer the AR

‘Normal Inflow Only

Ff.USf-I Inflow Only J:lijl" :

LAVAGEH

Inflow/Qutflow Mode

RINSE

Inflow/ Outflowg lMo

‘r

}'llltn e

Users of this devme are t'!lr]mouraged ontact theu- Arthrex
representatives if, m’theu professmnal Juélgment they require a more
comprehenswe su:glcal technlq i
, I !i,}“m, il!“
“f”".,::fl al Pre ssurel*Seﬂ
L TN

:}'*“’ ;

I ————— ~ -

S The safety and effectiveness of the AR-6480 is verified and

. documented:: Ihom.fever the AR=46480 must be used with an

C | awareness of Iihe risk of extra-articular edemas for patients with
' ’pcfhologucally changed articular capsules and for procedures

flnvlolvmg @ln opening of the capsule (e.g. lateral release),

il

Sllghtlss;wellmgs are complications which have been observed and
described in the literature in cases where roller pumps are used in
orthroscopy. This build-up of fluid can lead to postoperative
swellings and pathological changes in patients. It is therefore of the
utmost importance that the surgeon monitors both the system and
the patient closely whilst the roller pump is in operation.

Always start with the lowest possible pressure to achieve the
desired jeoint distention. Continue to incréase distention pressure
until a clear liquid medium is obtained.
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Table 12 specifies the initial pressure settings that are recommended for
surgery. The ideal intraarticular pressure deperids on the indications for
the arthroscopic procedure, bleeding tehdency, and the possibility of
ischiemia. '

TABLE 1 5INITIAL PRESSURE SETTINGS

Knee arthroscopy | 35 mmHg
Shoulder arthroscopy | 50 mimHg
Small joint arthroscopy | 35 rang :

Il

All settings are based on the use ?f a h1 h- f] { “* he

inflow portal (suprapatellar, etc.). ilNormaIly, pre§?3r.lll‘e settings of 10
mmHg above the patient’s dtastohc pressure are ad;éldylate to control
capillary bleeding. it 2* i "ri"' i

To obtain a clear fluid environment, slowly(mcre’ise dlStE‘nthlpl'ESSIl_l‘:i’-_‘

beginning with the initial pressure settings’ m}TabIe 12. N

aliMode

' i, U m P
The Extension or P lé’ ublng mus’r;be r !éced before each néw
: qu{ l it i i
surgicd! procedure. I I ’ i

i nllmlm!nhihI
L e '“ i
k After,ad]ustmg the requlred pressure using the Pressure Set
bu ttons [14 or u] remove the cap from the patient end of the
tubmg. i'
'HH“I 2. Open a“lﬂappropniate tubing clamps.
£“ 3. Activatethe pump motor by pressing RUN [10 or iv].
Fill thle entire length of the tubing with fluid to remove any air

;mp ibubbles
.llI ; .
YUNOTE:  Itis not necessary to remove the air within the Sensor

Chamber [g] on the Pump Tubing Set.

5. After the air has been purged from the tubing, close the clamp at
the patient end of the tubing. The rollers [3] should stop turning.
This is a safety check to ensure that the sensor system is working
properly.

« If the rollers do not stop, ensure clamp is firmly closed.
= If the rollers turn continuously, the connector fitling [e] may not
be functioning properly. Replace the Pump Tubing,
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6. Connect the tubing to the inflow cannula.

NOTE: A high-flow arthroscope sheath should be used for optimum
flow when rinsing through the inflow cannula.

7. Open the clamp on the tubing to release the flow.

Once the set pressure is reached, the pump will reduce flow to
maintain the set pressure. When the pressure drops, the flow
automatically increases until the set pressure is achieved. If the set
pressure cannot be attained, (i.e. no ﬂu1d restriction at the end of
distal-end of tubmg) flow wﬂl not exceed the user setting [11].

i

|
8. When the procedure is completed closeIaIJ ,cIamps and disable the
pump motor [10]. Coa

4.3. How to Operate the AR- 6480 ir‘r FLUSH Mo

I
The AR-6480 pump has a FLUSH funchon |ftir |haemostat1c
| II 1

WARN N G

i !!-' _ A uﬂhi Hi — —
{1 K
User progrummed Pressure Slei’r” velueﬁfcreuncreased by as much
as fifty percent fogcm mcmmum% of 120 !mmHg during the FLUSH

function. Exergse caution foiia\lqo:d injury 1o the patient.
it :

ress the FLUSHI button [9 or m] to enable this function. The FLUSH

| buttelx} lslhou]d tu]m( :colIor and begin a countdown. The pressure will
| ri[! be mcrelased to the factery default of a 50% increase for 120 seconds or

{ il

UTPOSES.

to the us¢zefined pafameters

} t
2. The FLUSH: %node will stop when the countdown reaches zero, or if
the user pres;sure the FLUSH button a second time.

i

il“

.,i‘How to Operafe the AR-6480 in LAVAGE Mode

I fl"
i?:iiﬂ%{ 6480 pump has a LAVAGE function for haemostatic purposes.

W‘AR'NING

User programmed "Pressure Set" values are increased by as much
as fifty percent to a maximum of 120 mmHg during the LAVAGE
function. Exercise caution to avoid injury to the patient.

1. Press the LAVAGE button [9 or iii] to enable this function. The
FLUSH butten should turn color and begin a countdown. The
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pressure will be increased to the factory default of a 50% increase for
120 seconds or to the user defined parameters.

2. The LAVAGE mode will stop when the countdown reaches zero, or if
the useér pressure the LAVAGE button a second time.

4.5. How to Operate the AR-6480 in RINSE Mode
The AR-6480 pump has a RINSE function for irrigation purposes.

1. Press the RINSE button [9 or iii] to enable this fnction. The RINSE
button should turn color and begiri a couintdmm The Outflow will
be increased to the factory defatlt of a IDU% lncrease for 120 seconds

or to the user defined parameters i @
2. The RINSE mode will stop when |ﬂ"\ felo) untdowrz Teaches zero, or if

the user pressure the RINSE buttolr{ le:co:md time. *| J!“l ”
!|H :

._.n__é.J_.

5.0 Cleaning and Steriliz iion
i
|

ﬂ]'||| h [T
il ! i ! i fi‘
5.1. Console (AR»--MBO){'“ ]f ‘ i, '”H“I"
The AR-6480 is provided #Hon- stmle and' should not be sterilized.

The AR-6480 conslolnja“can be cleaned/dlsmfected using commercially
avaﬂable surfalétall'its/surface dlsmfectanlts Always comply with the
5”” :nt; llC”tllonsuIssued'by the manufafctul['fls} of the surfactant/disinfectant.
AR %480 must notlbe submersed in any liquid.

.Egéf ’5il;ll n i %fﬁll '

bt
L NEVERiuse Ilqmddo clean the remote control connector
' ; contacts on the redr panel of the pump. Remove dust
'1‘i{ni|.,‘ regulurly with dry compressed air.

5.2 ““‘Remote Gontrol (AR-6481)

| i
‘Tﬁﬁ nemotel Control (AR-6481) is supplied non-sterile.

The

1! l
Re'rnote Control can be autoclaved for sterilization.

g
Gravity displacement cycles:

270° F to 275° F (132° C - 135° C): exposure time 18 minutes

250° F (121° C): exposure time 60 minutes
Prevacuum cycle:

270° F =275 °F (132° C - 135° C): 5 Minutes
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Sterilizers vary in design and performance characteristics. Cycle
parameters and load configuration should always be verified against the
sterilizer manufacturer’s instructions.

Cooling — The device must be adequately cooled aftér being removed
from the stetilizer. Do not touch the device during the cooling process.
Do riot place the device on a cold surface or immerse it in a cold fluid.

The Remote Control can be cleaned/disinfected using commercially
available surfactants/surface disinfectants. Always comply with the
instructions issued by the manufacturer of the surfactant/disinfectant. It
is not designed to be submersed miGluteraldehyde,'Stens@ or Sterrad®
disinfectants. ; i |i!;

4 I i

Il, ..;i i

i
NEVER use liquid to clean i [ connector cftmiacis of‘lhe
_ S D
temote control connector. R 'ove dust regulcrlyl ﬂh dry
compressed air. 4l Il‘

L -" i[i‘;l

5.3. Tubing I;?:‘:-.i,;!l ST
. M e i

WARNING

Tli.ltl”'ﬂ Iﬂ! _ e

The Extension; i@r ﬁ‘cﬂent Tubm us i| € replaced before each new

surgical procédd;re ‘i I
TR [HLL,

il i

. T,
4?“w The tdg;qg is supphéliﬂpre—packaged sterile by EO sterilization. Do not

il resterilize}! ‘ lf *l { i |i

“x. Every Extens:onl or Patient Tubmg Set is supplied with a sterile connéctor cap
i Pth for the Pump Tubmg Set connection. Usé this connector cap to cover the Purip
[”||[l|l Tubinig Set conmector after each surgical procedure to maintaivi sterility and

oK '“'| assure safe use throughaut the entire surgical day.

i
l l ll!h- I
,"llnien ance
i
Othér than keeping the console and remote control clean (see Section 5.0),
there is no recommended mnintenance schedule. 1f the AR-6480 should
malfuncton, contacl an Arthrex representative or Arthrex Technical

6.0

Support.
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7.0 Technical Support

For assistance in using the products identified in this User’s Guide, contact
an Arthrex representative or call the Arthrex Technical Support Hotline
at 1-888-420-9393, Monday through Friday from 9:00 AM to 5:00 PM EST.

7.1. How lo Display the Software Version

Technical Support may request the software version of the pump. These
instructions explain how to display the software version.

—

Power On the AC mains powet switch [8] on thegAR -6480,

!“"
2. Press the Menu button. l ”[
i |
3. Press the INFO button |I§! i Hi' l”\
gt 1 St .
4. The software version should be dlsplayed on the TP!\};D i
B
|H I'
THEERNTT it
S il
li] " Il!liniii e
il SR '
li,'i!:;, T t!l”?i;:;,,!
i i" I HI
i f
}ilzl g “'"!)lu_ "lh
e '
LR f
’ il ‘ﬁiligmi |
1”“ R ':{r i !
“ii, I'!Ej{ I}i “j‘i”.
BIe E l A Y
Li“‘l"’ h Ji ‘ ! ;ii
W ! l[il IJE
il i
A i
Iljﬁ‘r%:‘ . . 1
1! Iliﬁ’l] ”;l
o
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8.0 Troubleshooting

Arthrex Technical Support should be informed immediately in the event of any
damage or malfunction of the equipment. Attempt the remedies listed in Table
13 in the order in which. they are presented.

TABLE 16 COMMON PROBLEMS AND REMEDIES

PROBLEM SoLmoN

* Check Tube * Tubing sensor indicator not seated.
Emsure that the tubing pressure plug is seated completely.

Retum to Arthrex for repdint,,

‘Console tails Self Didgnostic

1

2

3. Change tubing. ]

4 “ln,
|

C,
a2
3
©
a-
o.
z
@
o
=

. Ensure mo tubing is conngeted to Thelpu” '%
Test sequence. I "|”’i‘
Retum 1o Arthrex for repolr it h

“Console won't power up

Check AC mains power cord
Try glternate power outlet. 'l Ih

Check AC mains fuses. l l nol
Refurn to Arthrex for repair. 1‘i ’ i] i '

N nliyl

Distention liquid bloody or
clouvdy

Increase outflow. ‘ll .|
INCreqse pressure. . ll Uit

VIR

Open-all tubing clempspnd shut-off valves rf'

Ensurg actual pré'ssure is below target pressure*

Check if the Tublng i5 p|nched ] krnked or blocked

Chegk wheiherdhe pressure sensor plug is'seated completély end
correctly! ',‘ I ““ l||

Return 10‘Ar1hrex for repo:r | ’

Doesn't pump when
activated

BWRN R s W

e

~ Door Nof Closed *

Roller Housmg not secured{ - enslire Iockmg lever is properly
- schred*l I ml'
,ml!mimlnlillu 2. Returhie Arthrex for repclr il

Reduce oufflc'}\ﬁ” i
Use high- ﬂowfcannul*os

lnudequuie‘ﬁfé'égure "‘ull”i l 1” Increcsé'pressure

iH
No. (¥ ] inadequate) flow 1. 'Cf e
E {t } Check the semngs for ﬂow and pressure
1 “” Check if the tubing is pinched, kinked or blocked.
' Secure the rofler housing door.
Check that tubing seats comectly over the rollers.
Verufy use of high- “fiow connulas.

(Fifdilure rErains, return to Arthrex for repdir.

* Overpressure * 1]! Ifcrease ocultflow.

Monipulate joint to stress-free position.

e

i
1. Ensure adequate fluid supply.

Decredasa outflow.

Check tubing for domaged and if it is pifiched, kinked or biocked.
Check-tubing for proper connections.

Replace tubing.

If failure remains, return to Arthrex for repair.

* Pressure Fault * ! ||}]

9‘.‘-":“?—"‘!\’7‘”—“‘9.‘"?-&0&:‘@_[\32

9.0 Repair Policy

Contact Arthrex for a Return Authorization Number and instructions
prior to returning the device.
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10.0 Contact Information
sl Arthrex, Inc.
Naples, Florida 34108-1945 USA
Tel: +1 239-643-5553
Fax: +1 239-643-6218

Toll-Free Technical Support +1 888’420—
9:00 AM - 5:00 PM ET. 1"

Website: www.arthrex.com |€

[EC[REP]

Arthrex Med. Inst. GmbH

85757 Karlsfeld, Germany e H

Tel: +14981315957290," " “allly. o

Fax: +1 49 81 3159 ,‘?[7 63 1,|I A 5:;}
| ,

!

Website: Www-aiiItrrég(‘.de ll
Al
n ie:;{ formaf:é‘r’lnll il ’

pli
||]ll“||“| liir ) i
il DualWave Ar th:roscopy Pump (AR-6480) is designed and tested in

il
g'| accordance|W1th 60601 1“[ '
!
1] According tof60601 this deéqg:e is Type BF, Class 1, IPX1 rating,.

b g
!!“”i ' According to MDD93/42/EEC Annex IX, Rule 11, this device is classified
}I” “l as a Class Ila c}v’e’vme

i

f
H"”'“

I:N 55011B (EMC 89/336/CEE): Emission Standards

IEC-60601 1 (73/23/CEE) Medical electrical equipmeént, General
Rquujcments for Safety

UL 544: Standard for Safety, Medical and Dental Equipment, being
replaced by UL-2601-1

UL 2601-1: Medical Electrical Equipment, General Requirements, US

CUL-2601.1: Medical Electrical Equipment, General Requirerrients,
Canada
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10.2. Related Documenis
LAI6302, Pump Stand and Assembly

LMO0602, Arthrex Dual Wave Arthroscopy Puntp — Set Up and Operation and
Troubleshooting

AR-6480 Block Diagrams

1 “l‘;'
iz;]iﬁ:‘“”il!ﬂin, ”’ifii*:”, |
% ! ! i ! {‘ . ! ii, H
ﬁ ,lii hl‘shil%' A
b it
bl zfi”liii"
,%1-. ’T I Ii!!l i. 1
TR TN L
|'.*'I§“ml' SRR i'1':@;.
oot 'Il”!‘l vl
T e
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AR-6482 Remote Control Unit

DFU-0165

NEW REVISION 0

A. DESCRIPTION
The autoclavable Remote Control Unit (AR-6482) can operate the AR-8480 Dual Wave
Arthroscopy Pump. The AR-6482 cannot be used with the AR-6475, Continuous Wave Il

A A=

Arthroscopy Pump or the AR-8400/AR-5450 Continuous Wave |l Arthroscopy Pump.

Deleted:

The Remote Control Unit lets you adjust the settings from a maximum distance of 9.8 feet (3

meters) from the control unit of the pump.

B. WARNINGS
1. Do not disconnect the remote control by pulling on the cable. Remove the remote control

plug by grasping the body of the connector.

2. NEVER use liquid to clean the connector contacts of the remote control connector. Remove
dust regularly with dry compressed air.

C. CLEANING AND DISINFECTION

The Remote Control can be cleaned and disinfected using commercially available surface
disinfectants. Always comply with the instructions issued by the manufacturers of the cleaners
and disinfectants.

D. STERILIZATION
The Remote Control (AR-6482) is supplied non-sterile.

The Remote Control can be autoclaved for sterilization. It is designed to survive a minimum
300 cycles of steam sterilization in an autoclave.

Gravity displacement cycles:

= 270° Fto275° F (132° C - 135” C): exposure time 18 minutes
= 2507 F (121° C): exposure time 60 minutes

Prevacuum cycle:
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Sterilizers vary in dasign and perfoimance characteristics. Cycle parameters and the load

configuration should always be verified against the sterilizer manufacturer's instructions.
Cooling - The device must be adequately cooled after being removed from the sterilizer.
After autociave sterilization, the device must be fully dry before use.

E. PACKAGING AND LABELING

1. Arthrex devices should be accepted only if the factory packaging and labeling arrive intact.

2. Contact Customer Service if the package has been opened or alteréd.

F. STORAGE CONDITIONS

Products must be stored in‘the original unopened packaging. Ambient conditions for storage
are-20° Cto 70° €,

G. INFORMATION
For more information, or a demonstration, contact your local Arthrex representative.

(b)(4)
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PUMP TUBING

DFU-0140

NEW REVISION 1

Panel One: AR-6410 Main Pump Tubing

Prepare the Arthrex Continucus Wave Arthroscopy Pump per the operator's manual.

WARNING: USING FLUID TO DISTEND ANY JOINT CARRIES WITH IT THE
POSSIBILITY OF FLUID EXTRAVASATION INTO SURROUNDING TISSUE. Always
use the lowest possible pressure settings to achieve the desired amount of

distension and control of bleeding.

WARNING: PROPER OPERATION OF THIS DEVICE REQUIRES THE
ESTABLISHMENT OF ADEQUATE FLUID OUTFLOW AND MONITORING OF THE
SURGICAL FIELD. At pressures exceeding 10 mmHg above the patient’s diastolic
pressure, carefully monitor and maintain fluid outflow and assess the patient

regularly to avoid extravasation or any other adverse patient condition.
Prepare the Arthroscope or the Cannula for use with the tubing set

Using sterile technique, carefully remove the tubing set from the package and pass it
onto the sterile field.

connections, and pass the bag spikes off the field to the circulating nurse.

Remove the orange clip and connect the pressure sensor line on top of the drip chamber
to the front panel receptacle marked “SENSOR” until an audible “click” is heard. Insure

that the drip chamber hangs in a vertical position

CAUTION: Do not disconnect the sensor line unless the tubing set is to be
discarded. The pressure sensor calibration may become inaccurate if
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reconnectad. If the sensor line becomes disconnected for any reason, discard the ’
tubing set.

8. Using the green connector on the tubing set and the green dot on the pump roller
housing as references, wrap the tubing boot (the larger diameter, more flexible section of
the tubing set) around the pump reilers in a clockwise manner. Avoid twisting the fubing
boot as it is wrapped around the rollers-and take care to center it on the roliers béefore
closing the roller cover.

7. Spike the bags in the nomal sterile fashion, all clamps on the tubing set should be
opened.

-

NCTE: When oniy one bag of liquid is to be connected, the unused bag spike must
remain clamped.

8. Activate the pump by depressing the butten marked "RUN/STOP" (AR-6475), “PUMP” -
(AR-8400, AR-6450). or "RUN" (AR-6480) on the front of the control panel. Fluid should
begin to flow through the tubing and out of the apen end. The drip chamber should fil to
an appropriate level depending upon the flow setting.

9. Toavoid air bubbles in the system, let fluid flow through the tubing until all air is purged.
When the air is purged from the tubing, clamp the end nearest the open iuer lock.

CAUTION:  Prior to each use, it is important to check the setup of the pump to
ensure preper function. A red Iig‘ht will flash near the tubing connection if a
secure connection is not made. The pump will not run if this condition persists. If
the pump runs continuously after the tubing has been clamped (see step above),
check all luer connections. If the pump suli runs_continuously; replace the tubing.

WARNING: DO NOT DISCONNECT AND RECONNECT THE SAME TUBING SET
UNDER ANY CIRCUMSTANCES. ONCE DISCONNECTED FROM THE PUMP, THE
TUBING SET MUST BE DISCARDED AND A NEW TUBING SET INSTALLED.
FAILURE TO DO SO MAY RESULT IN PUMP FAILURE AND PATIENT INJURY.
Failure to foilow thése instructions may pose a danger to the patient Do not use
the unit if the rollers turn continuously after the tubing has been clamped. if the
pump- still fails to perform as designed, it should be returned {with the pump
tubing set) to Arthrex for inspection.
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10. The tubing set’can be used in conjunction with the extension tubing (see step 11), or it .
can be directly connected to the arthroscope sheath or other inflow cannula. This
connection is established by utilization of the luer lock fitting or by cutting off the luer lock
fitting and pushing the tubing ‘directly onto the cannula or sheath,

11. Whén using the tubing set in conjunction with the AR-6220 extension piece, the AR-
6410 is used for the entire surgical day. Cut the main length of tubing to a manageable
length and insert a luer lock fitting into thé opén end of the tubing. A luér lock fitting is
packaged individually along with the main tubing set for this purpose. Next, connectthe
AR-8220 extension piece to the luer lock fitting on the main tubing set per the
instructions in the AR-6220 packagirig. Only the extension piece is discarded after each

surgery.

B. STERILIZATION
The tubing set is a single use itemn and is shipped sterile. Do not resterilize.

C. STORAGE
Store in a cool, dry place.

Las! Revised-BEGEMBER 23 BLZ3PM,
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Panel Two: AR-6220 Extension Tubing

A. PREPARATION FOR USE
1. The AR-6220 Extension Tubing is to be used in conjunction with the Arthrex Main Pump
Tubing. The Extension Tubing Set is to be replaced at each subsequent arthroscopic

procedure.

2. Prepare the arthroscope or the cannula for use with the tubing set.

3. Using sterile technigue, carefully remove the tubing set from the package and pass it
onto the sterile field.

4, Connect the Extension Tubing Set to the Pump Tubing Set at the luer fittings.

5. Release the tube clamp from the pump tubing and bleed the entire tubing system to
eliminate any air pockets or bubbles in the tubing.

6. Connect the patient end of the tubing set to the arthroscope or cannula to begin irrigation
of the joint.

WARNING: PROPER OPERATION OF THIS DEVICE REQUIRES THE
ESTABLISHMENT OF ADEQUATE FLUID OUTFLOW AND MONITORING OF THE
SURGICAL FIELD. At pressures exceeding 10 mmHg above the patient's diastolic
pressure, carefully monitor and maintain fluid outflow and assess the patient
regularly to avoid extravasation or any other adverse patient condition.

NOTE: If the pump fails to perform as designed, it should be returned (with the pump
tubing set) to Arthrex for inspection.

B. STERILIZATION
The tubing set is a single use item and is shipped sterile.
Do not resterilize or reuse.

C. STORAGE
Store in a cool, dry place.
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Panel Three: AR-6411 ReDeuce™ Pump Tubing

A. PREPARATION FOR USE
1, The AR-6411 ReDeuce™ Tubing System, Pump Tubing is used in conjunction with the
AR-5421 ReDeuce™ Tubing System, Patient Tubing. The Patient Tubing must be used
in the first arthroscopic procedure and replaced for each subsequent procedure.

2. Prepare the-Arthrex Continuous Wave Arthroscopy Pump per the Operator's Manual.

WARNING: USING FLUID TO DISTEND A_NY JOINT CARRIES WITH IT THE
POSSIBILITY OF FLUID EXTRAVASATION INTO SURROUNDING TISSUE: Always
use the lowest possible pressure setting to achieve the desired amount of
‘distention and control of bleeding.

WARNING: PROPER OPERATION OF THIS DEVICE REQUIRES THE
ESTABLISHMENT OF ADEQUATE FLUID OUTFLOW AND MONITOR!NG OF THE
SURGICAL FIELD, At pressures exceeding 10 mmHg above the patient's diastolic
pressure, carefully monitor and maintain fluid outflow and assess the patient
regularly to avoid extravasation or any other adverse patient condition.

4
3. Prepare the arthroscope or inflow cannula for use with the tubing set.

4. Using sterile technique, carefully refnove the tubing set from the package and pass it
onto the sterile field.

5. The sterile assistant should close all clamps and connect the Patient Tubing to the Pump
Tubing at the large-bore, shielded connectors. Check the'integrity of the remaining
connections and pass the bag spikes off the field to the circulating nurse.

6. Remove the orange.clip and connect the pressure sensing line on top of the drip
ctiamber to the front panel receptacle maiked “SENSOR” until an audible “click” is
heard. Be sure that the drip chamber hangs in a vertical position,

CAUTION: Do not disconnect the sensor line until the last procedure is
completed. The pressure.sensor calibration may become inaccurate if
reconnected. If the sensor line becomes diséonnected for any reason, discard the
tubing set

Last Revised: 11:DECEMBER 2008 2:23 PM,
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7. Using the green connector on the tubing set and the green dot on the console near the
roller assembly as references; wrap the tubing boot (the larger diameter, more flexible
section of the tubing set) around the pump rollers in a clockwise manner. Avoid twisting
the tubing boot as it wrapped around the rollers and take care to center the tubing boot
on the rollers: before closing the roller cover.

8. Spike the bags in the normal stenle fashion, open ali clamps on the tubing sets,

NOTE: When only one bag of liguid is to be connected, the unused bag spike must
remain clamped.

9. Activate the pump by depressing the button marked "RUN/STOP* (AR-6475) or “PUMP”
(AR-6400, AR-6450) on the front of the control panel. Fluid should begin to flow through
the tubing and out of the open end. The drip chamber will fiil to the appropriate level
depénding upon the flow setting.

10. To avoid air bubbles in the system, et fluid flow until all air is purged. Close the clamp
on the outflow end of the Patient Tubing.

CAUTION: Prior to each use, it is important to check the setup of the pump to
ensure proper function. A red light will flash near the tubing connection if a
secure connection is not made. The pump will not run if this condition persists, If
the pump runs continuously after the tubing has been clamped {see step above),
check all luer connections. [f'the ‘pump still runs continuously, replace the tubing.

WAR_N!MG; DO NOT DISCONNECT AND RECONNECT THE SAME TUBING SET
UNDER ANY CIRCUMSTANCES. ONCE DISCONNECTED FROM THE PUMP, THE
TUBING SET MUST BE DISCARD_E:D AND A NEW TUBING SET INSTALLED.
FAILURE TO DO SO MAY RESULT IN PUMP FAILURE AND PATIENT INJURY,
Failure to follow these instructions may pose a danger to the patient. Do not use
theé unit if the rollers turn continuously after the tubing has been clamped. If the
pump still fails to perform as designed, it should be returmed (with the pump
tubing set) to Arthrex for inspection.

11. Connect the outflow end of the Patient Tubing to the arthroscope or inflow cannula. To
begin irrigation, open-the tubing clamp on the outflow end of the Patient Tubing.
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12. Upon completion of the arthroscopic procedure, close all tubing clamps and disconnect

the Patient Tubing at both ends. Discard the Patient Tubing in an accepted waste

container.

13. Prepare the Pump Tubing for a subsequent procedure. Using sterile technigue, place
the sterile connector cap (packaged with the Patient Tubing) onto the large-bore
shielded connector on the Pump Tubing. Secure the tubing to prevent contamination.

B. STERILIZATION
The Pump Tubing is shipped sterile and is to be used for 1 surgical day. Do not resterilize or
reuse for more than 1 day.

C. STORAGE
Store in a cool dry place.
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Panel Four: AR-6421 ReDeuce™ Patient Tubing

A. PREPARATION FOR USE
1. The AR-6421 ReDeuce™ Tubing System, Patient Tubing is used in conjunction with the
AR-6411 ReDeuce ™ Tubing System, Pump Tubing. The Patient Tubing must be used
in the first arthroscopic procedure and replaced for each subsequent procedure.

2. Prepare-the arthroscope or inflow cannula for use with the tubing set.

3. Using sterile technique, carefully remove the tubing set from the package and pass it
onto the sterile field.

4. Gonnect the Patient Tubing o the Pump Tubing at the large-bore, shielded connectors.

5. Release the tube clamp on the outflow-end of the Pump Tubing and purge the entire
tubing system to eliminate any air pockets or bubbles within the tubing. Ciose the tubing
clamp on the outflow end of the Patient Tubing.

WARNING: PROPER OPERATION OF THIS DEVICE REQUIRES THE
ESTABLISHMENT OF ADEQUATE FLUID OUTFLOW AND MONITORING OF THE
SURGICAL FIELD. Atpressures exceeding 10 _rnm:l-lg above the patient's diastolic
pressure, carefully monitor and maintain fliid outflow and assess the patient
reguiarly to avoid extravasation or any other adverse patient condition.

NOTE: If the pump fails to perform as designed, it should bé returned (with the pump
tubing set) to Arthrex for inspection.

6. Connectthe outflow énd of the Patient Tubing to the‘arthroscope or inflow cannula. To
begin imigation, open the tubing clamp on the-outflow end of the Patient Tubing.

7. Upon completion of the arthroscopic procedure, close all tubing clamps and disconnéct
the Patient Tubing at both ends. Discard the Patient Tubing in an accepted waste
container.

8. Prepare the Pump Tubing for a subsequent procedure. Using sterile technique, place

the sterile connettor cap onto the large-bore shielded connector on the Pump Tubing.
Secure the tubing to prevent cantamination.

B. STERILIZATION
The Patient Tuhing is a single-use item and is shipped stérile. Do nct resterilize or reuse.
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C. STORAGE:
Store in a cool dry place.
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Subject:  510(k) Number
To:  TheRecord

'Please list CTS decision code % t .
O Refused to accept (Note: this is considered the first review cycle, See Screening Checkllst _ '
hitp:/feroom.fda.gov/eRoomReq/Files/CORH3/CDRHPremarketNotification510kProgram/_5631/Screenin %20Check|is1%207%

202%200? doc)

|.Does firm reference standards?

: Please complete the foilowmg fora final ctearance declsron (i.e., SE, SE W|th leltattons etc) 0
lndlcatlons for Use Page ' _ | AflachIFU o L
510(k) Summary /510(k) Statement - _ Attach Summary .
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s the device Class 11?7 T ) T T AT
If yes, does firm include Class Il Summary? Must be present for.a Final Decision | '
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3654.pdf) | ' o

Is thls a comblnat|on produot’? '
(Please specify category _ , see
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s this @ reprocessed single use device?
(Gmdance for Industry and FDA Staff - MDUFMA - Validation Data in 51D(k)s for
Reprocessed Sirigle-Use Medical Devices, http: I!www fda. qovlcdrh!odefqmdanceﬁ216 htrl)

Is this device intended for pediatric use only?

1,“.,
'\| 3

N
L

J

t

Is this a prescription-device? (If both prescrlptton & OTC, check both boxes }

ey, 7/2/07

" | Did-the application include a completed FORM FDA 3674, Certlflcatlon W|th Reqmrements of //
ClinicalTrials. gov Data Bank? , . |
-1s clinical data necessary to suppart the review of th:s 510(k)? o -
| Did the application include a completed FORM FDA 3674, Certification with Requirements of //
Cirnroa!Tnais .gov-Data Bank? :
(If not, then applicant must be contacted to obtatn comp!eted form.)
| Does this dévice iriclude ah Animal Tissue Source? /‘;
All Pedatric Patients age<=21 : T L o ; g e
NeonatelNewborn (Blrth to 28 days) ' ' ] -
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S— — P - — — - k. - ., e
‘ Adolescent (12 years -< 18 years old) a //_
Transitional Adolescent A (18 - <21 years old) Special con5|deratlons are belng given to this j
- | group, different from adults age 221 (different device de3|gn or testing, different protocol — :
" mrocedures, etc.) -
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Premarket Notification [510(k)] Review

Traditional
K083707/51
DATE: July 29, 2009
TO: The Record OFFICE: ODE

FROM: Atig Chowdhury (Biomedical Engineer} DIVISION: DSORD

510(K) HOLDER: Arthrex, Inc

DEVICE NAME: Arthrex Dual Wave Arthroscopy Fluid Management Device

CONTACT: Sally Foust - Regulatory Affairs Project Manager
1370 Creekside Bivd.
Naples, FL

PHONE: 239-643-5553 Ext. 1251

- FAX: 239-588-5508

EMAIL: sfoust@arthrex.com

. Purpose and Submission Summary:

The 510(k} holder would like to introduce the Arthrex Dual Wave Arthroscopy Fluid
Management Device. Under this submission the sponsor is seeking clearance to
market this new device for Prescription Use and as a Class Il device. | recommend
that the subject device, Dual Wave Arthroscopy Fluid Management Device, is found
SE to its predicates in regard to indications of use, technical specifications,
biocompatibility, materials, sterility, performance testing, labeling, safety and
effectiveness. There are no significant differences which raise issues of safety.

ll. Administrative Requirements

Indicatioﬁs for Use page (Indicate if; F’rescription or QTC) X

Truthful and Accuracy Statement X

910(k) Summary or 510(k) Statement X

Standards Form X

IIl. Device Description
e Yes | No | N/A

Is the device life-supporting or life sustaining? - X

Is the device an implant (implanted longer than 30 days)? X

Does the device design use software? X

Nl or X éc?HBMB%%/%BEIB%COPgJAH“}N%EH?%a

From

evice
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Is the device sterile?

Is the device reusable (not reprocessed single use)?

Are “cleaning” instructions included for the end user?

V.

The sponsor states the device is a roller, peristaltic, arthroscopic pump designed
with a universal input grade switching power supply. The device sense the
connection and use of the Arthrex Shaver Adapteur System (K932699) and provides
outflow function to support the same. 1n Section 5.3 pg 12, the sponsor lists the
components of the device: The device, Dual Wave Remote, Dual Wave Foot Pedal,
Main Pump Tubing, Dual Wave Outflow Tube w/fixture, ReDeuce Tubing
Patient/Pump Tubing, Extension Tubing, and Y Tubing. For device specifications
please refer to Section 5.2 pg 10.

S$1 Cycle: :
The sponsor has provided (S1, Section 2) engineering drawings and a device,
description (Section 5, pg 9). This is found adequate.

Indications for Use ‘

The indication for use as given in the IFU statement (Section 2, pg 5), “The Arthrex
Dual Wave Arthroscopy Fluid Management Device is intended to provide consistent,
non-pulsing control of intra-articular irrigation and distention pressuring during all
phases of arthroscopic surgery.”

S1 Cycle:
These Indications for use are found similar to the predicates and is found adequate.

Predicate Device Comparison _
The sponsor has identified two predicate devices and is claiming substantial
equivalence to them, K024291 — Arthrex Continuous Wave il Arthroscopy Pump,

and K954465 — Future Medical Systems DUO Arthroscopy Pump. The sponsor has

From

provided comparison tables in their Substantial Equivalence Section (section 13, pg
21) discussing the similarities of the device and its predicates in the areas of.
intended use, irrigation flow, power and pressure specifications, design features,
packaging and shelf life. However, the sponsor is being asked to provide an
updated Device Comparison that compares the device's components to the
predicate’s components for the peristaltic pump system, and a comparison of the
tubing in the areas of: size, diameter, and the type of irrigation solution used.

$1 Cycle: :

The sponsor has provided (S1, Section 1, pg 11-13) a revised Device Comparison
Table that includes a comparison of the pumps in the system and their function,
along with a comparison of tubing in the areas of: size, diameter, and the type of
irrigation solution used. This was found adequate.

rex
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VI. Labeling _
The sponsor has provided the draft labels and draft package inserts for device that

include necessary directions for use, indications for use, safety instructions,
warnings, and warranty statements. This is found adequate.

. 80000 VI‘_

VIl. Sterilization/Shelf Life/Reuse

The sponsor has indicated that the device is supplied non-sterile and reusable for

- the Pumip System Interface and sterile single use for the Tubes. The device is
sterilized by EO in accordance with ISO 10993-7, with an SAL Level of 10°°, and
states that the device complies with maximum residual levels — EO shall not .
exceed 20mg/day, ECH shall not exceed 12 mg/day. However, the sponsor is
being asked to provide the Maintenance for the console portion of the device, and
the an explanation as to why some Tubing can be reusable.

S1 Cycle:

The sponsor has stated (S$1, pg 5) that the disposable single-use/single-day usage
of the device is not uncommon in orthopedic industry, is not reprocessed, and this
practice is used by the predicate, K024291. The sponsor also states the pump’s
performance was validated in 2005 to check: the main pump tubing, extension
tubing, ReDeuce pump tubing, and ReDeuce patient tubing. This is found
adequate. . : _ :

The sponscr has stated they have revised the Operator's Manual (51, pg 6) to
include the console may be cleaned/disinfected with a cloth and commercially
available surfactants. This is found adequate.

Vill. Biocompatibility :
The sponsor has not addressed the biocompatibility issue for the patient contacting
materials of the device and is being asked to describe the patient contacting
materials of the device and provide the biocompatibility test results of your patient
contacting materials, or provide predicates.

" 81 Cycle:
The sponsor has stated (S1, pg 4,5) that the patient contacting materials are the
same as predicate K024291 which are: stainless steel, PVC, ABS, and acrylic
cryolite which have a history of use and is found adequate.

IX. Software
S1 Cycle: .
The sponsor states that this device has a moderate level of concern.

Version:
Level of Concern: Moderate

i

Software description: A X

From Arthrex, Inc
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Device Hazard Analysis:

Software Requirements Specnﬂcatlons:

Architecture Design Chart:

Design Specifications:

Traceability Analysis/Matrix:

Development:

Verification & Validation Testing:

Revision level history:

Unresolved anomalies:

PR XX XX XXX

The sponsor has provided the applicable software documentation (S1, pg 6, 7 &
Appendices 3-4). All software sections contained within this submission are
found to be acceptable documentation of the software and meet the software
concerns as described in the FDA Guidance for the Content of Premarket’
Submissions for Software Contained in Medical Devices, dated May 29, 1998.

X. Electromagnetic Compatibility and EIeActri'caI, Mechanical and Thermal Safety

The sponsor has completed adequate testing per the following standards:

Standards

Standard Title

IEC 60601-1

Medical Electrical Equipment, Part 1, General
Requirements for Safety

This is found adequate.

XI. Pedformance Testing — Bench
None Provided.

Xll. Perdormance Testing — Animal

None Provided

XI. Performance Testing — Clinical
None provided.

KOB%J% Ciae P R B VXB&%’&%?B?BO%5&1’4}8}3;&98%%%9%’5’%5%7@3 A6
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XIV. Substantial Equivalence I_)iscussion

Yes

5. Descriptive Characteristics Precise
Enough? .

No

1. Same Indication Statement? X If YES =Go To 3
2. Do Differences Alter The Effect Or Raise If YES = Stop NSE

New Issues of Safety Or Effectlveness’? ' o
3. Same Technological Characterlstlcs'? X IfYES=GoTob
4. Could The New Characteristics Affect If YES =GoTo 6

Safety Or Effectiveness?

IfNO=GoTo8

If YES = Stop SE

6. New Types Of Safety d;".éffectiveness
Questions?

If YES = Stop NSE

7. Accepted Scientific Methods Exist?

If NO = Stop NSE

8. Performance Data Available?

if NO = Request Data

9. Data Demonstrate Equivalence?

Final Decision: SE

K°S&Zﬁﬁrexrtf}ﬁac%hwﬁ/é‘é@/’&ﬁc‘%ﬁzoﬁﬁi 'gafgg\%%‘é S i
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A Nnaratnr’e Maniial - Maintenance .

(b)(4)

A e AT LARP TN A e sy . e i R

7. Software Documentahon

(b)(4)
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XVI. Contact Hlstorv
2/23/2009 — An email sent to the sponsor regardlng the request for AI

XVII. Recommendation Se
Regulation Number: 21 CFR 888.1100
Regulation Name: Arthroscope
Regulatory Class: Class I
Device Code: HRX

KOG cnborn egé?HB%&&&%EEIB%OPgﬂH‘gNggﬁﬁ%Ha R T
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/%" ﬂ ,%f»& '7/21‘?/0%

Reviewer ‘ Date
Atiq Chowdhury

Biom
Gene

edical Engineer
ral and Surgical Devices Branch

Division of Surgical, Orthopedic, and Restorative Devices

/{(ﬁr(?p fg;()xwowrufthsg- o ’I/Zf/'?‘i

Branch Ghief ‘ Date

Gene

_Neil Ogden

ral and Surgical Devices Branch

Division of Surgical, Orthopedic, and Restorative Devices

K08
Fronil
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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-

" From: Chowdhury, Atig [mailto:atig.chowdhury@fda.hhs.gov]

Sent: Monday, February 23, 2009 3:56 PM
* Sally Foust
Jject: Re: 510(k) submission - Arthrex Dual Wave Arthroscopy Fluid Management Device (K083707)

Ms. Safly Foust,

| have enclosed a copy of the additional information request for the 510(k) submission (K083707). Feel free to contact me
for any further clarification. <<Al - K083707.doc>>

Atiq Chowdhury

Biomedical Engineer
(240)276-3805
GSDB/DSORD/ODE/FDA
atiq.chowdhury@fda.hhs.gov

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT 15 ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. if you are not the addressee, or a persan authorized to deliver the document to the
addresses, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not
authorzed. If you have received this document in error, please immediately notify us by email or telephone.

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. ] - Food and Drug Administration
L ( - ) ' Officé of Device Evaluation &

Office of In Vitro Diagnostics

COVER SHEET MEM-OR.ANDUM'

F.rOm:_ Reviewer Name /H'W; Ll/\awritk.\(g , :
Subject: 510(k) Number '. - Lo ’%'57()‘7

To: \‘ The Record

' —
Pleasé list CTS decmton code 'l(-
0 Refused to accept (Note thrs is consrdered the first review cycle, See Screenmg Checklist

http:/feroom.fda. queRoomRea?EttesICDRHIS/CDR HPremarketNotifi catronS‘l UkProqrame 5631/Screenmq%ZOCheckhst“fﬁO?%
202%2007doc)

h(lwlold (Additional Information.osFelephone Hold)
o Ftnal Decision (SE SE wrth L|m|tat|ons NSE Withdrawn, etc.),

Please complete the fol]owrng for a final clearance dec:lsron (e, SE, SE WIth L|m|tatrons ete. ) E . NC
Indrcatlons for Use Page - _ _ -~ | Attach IFY . : - '
| 510(k) Summary /510(k) Statement L . | Attach Summary , : ]
: Truthful and Accurate 'Statement. o o . Mus‘t-be_present fo.__r-a Final Decision | - -~ )
Is the device Ciass III’? ' - _ - ' . . . i —
If yes does firm include Class || Summary’? : "~ - | Must be present for a Final Decision
Does firm reference standards? - ' '
(If yes, please attach fornv from hitp:/iwww. fda, qov/opacom!morechomesﬁdaforms/FDA—
3654.pdf) , ‘ -
1$ this'a-cornbination product’? : ) , o ' - Nyl
(Please specify category . , 586 ' o
hitp:/eroom fda.govieRoomRe tFtles/CDRHSlCDRHPremarketNotrf cation510kPro ram!O 413bICO
MBINATION%ZOPRODUCT%ZOALGORITHM%ZDIREVISED%203 12- 03) DOC . _ ‘ ] P
'Is this a reprocessed single Use device? : R R = -
(Guidance for Industry and FDA Staff MDUFMA - Valtdatlon Data in 510(k)s for : : '
Reprocessed Single-Use’ Medical Deviges, h _t_tp . fda gov!cdrhlode!gwdanceﬁ216 htm|)
Is this device |ntended for. pediatric use only? g o . //
Is this a prescnptlon device? (if both prescnptton & OTC check both boxes ). L < '
| Is clinical data necessary to support the review of this 510(k)?- ' L - :
. Did the appltcatmn include a'completed FORM FDA 3674 Cert‘rf catron with Requirements of B e e
ChmcalTnals gov Data Bank'? - . . , S T
(If not, then apptlcant must- be contacted to obtam compteted form ) : ' Sl - /
Does this devyice include an Anlmal Tlssue Sourca? ' ' _ /_,_
.All Pediatric Patients ages=21 - o ‘ , T
| NeonateJNewbom Blrth to" 28 day s) e S L S N
Infant (29 days <2 years o!d) ' . ‘
Child (2 years -< 12 years old) - P> ar
Adolescerlt (12 years =< 18 years old) ‘ B 2 . P S
Transrttonat Ado!escent A (18 <21 years old) Speclal oonS|derat|ons are bemg glven to this 1 ) -
'| ‘group; ditferent from- adults age Z 21 (drfferent devlce deslgn or testlng. dn’ferent protocol b -
‘procedures, ‘atc.) - o L g L b N
| Transitional Adolescent B {18 «<= 21 No special consrderattons oompared to adults ->.'21 ye'ars - - -
oldy . , . . L o S
Nanotechnology AT

Rev Wzm?Questrons’? Contact FDA/CDRH/OCE/DID at CDRH FOISTATUS@fda hhs. gov or 301 796 8118
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Is this device subject to Section 522 Postmarket Surveillance? . Contact OSB.
(Postmarket Surveillance Guidance, ‘ :
hitp:/iwww:fda. qovfcdrhfosblqutdancelmB html)

" Additional Product Codés:

Is this device subject to the’ Tracking Regulatlon‘? (Medical Dewce Tracking. i Contact OC.
" Guidance, htt Hhwww fda gov/edrh/comp/ idance/169.htm]) - . -
Regulationi Number . Class* - Product Code -

1 LFC gt = , Hax

- {*lf unclassified, see 510{k) Staff)

e B s

Brﬁnch Chiefy . (Branch Code) tDate

Final Review: : . .
' (Division Director), . e "(Date)

——

Questions? Contact FDAICDRH/OCE/DID at .-CDRHQFOISTA'I;US@fda.hhs.gov'or430'1-7_96-8118
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Premarket Notification [510(k)] Review

Traditional
K083707
DATE: February 23, 2009 . |
TO: The Record OFFICE: ODE
FROM: Atig Chowdhury (Biomedical Engineer) DIVISION: DSORD

510(K) HOLDER: Arthrex, Inc
DEVICE NAME: Arthrex Dual Wave Arthroscopy Fluid Management Device
CONTACT: Sally Foust - Regulatory Affairs Project Manager
1370 Creekside Bivd.
Naples, FL
PHONE: 239-643-5553 Ext. 1251
FAX: 239-598-5508
EMAIL: sfoust@arthrex.com

. Purpose and Submission Summary:

The 510(k) holder would like to introduce the Arthrex Dual Wave Arthroscopy Fluid
Management Device. Under this submission the sponsor is seeking clearance to
market this new device for Prescription Use and as a Class Il device. The sponsor
is being requested additional information regarding following topics and this
submission is being put ON HOLD until they provide the requested information.

- Substantial Equivalence — Device Comparison Table

— Revised Device Description

— Biocompatibility

— Tubing Clarification

— lIrrigation & Suction

—~ Operator's Manual - Maintenance

— Software

Il. Administrative Requirements |

Indications for Use page (Indicate if: Prescription or OTC)

Truthful and Accuracy Statement

510(k) Summary or 510(k) Statement

xixix %<B

Standards Form

OB e e PN BNR OLRIRA SRR denerscasol h"é"é‘éﬁa@w% e s

From elo
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lll. Device Description

>

ls the device life-supporting or life sustaining?

Is the device an implant (implanted longer than 30 days)?

=

>

Does the device design use software?

>

Is the device sterile?

Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

The sponsor states the device is a roller, peristaltic, arthroscopic pump designed
with a universal input grade switching power supply. The device sense the
connection and use of the Arthrex Shaver Adapteur System (K932699) and provides
outflow function to support the same. In Section 5.3 pg 12, the sponsor lists the
components of the device: The device, Dual Wave Remote, Dual Wave Foot Pedal,
Main Pump Tubing, Dual Wave Outflow Tube w/fixture, ReDeuce Tubing
Patient/Pump Tubing, Extension Tubing, and Y Tubing. For device specifications
please refer to Section 5.2 pg 10. The sponsor is being asked to provide additional
engineering drawings (See Deficiencies).

IV. Indications for Use
The indication for use as given in the IFU statement (Section 2, pg 5}, “The Arthrex
Dual Wave Arthroscopy Fluid Management Device is intended to provide consistent,
non-pulsing control of intra-articular irrigation and distention pressuring during all
phases of arthroscopic surgery.” The sponsor is being asked to provide additional
comparisons for this IFU with the predicated (See Deficiencies).

V. Predicate Device Comparison
The sponsor has identified two predicate devices and is claiming substantial
equivalence to them, K024291 — Arthrex Continuous Wave |ll Arthroscopy Pump,
and K954465 — Future Medical Systems DUO Arthroscopy Pump. The sponsor has
provided comparison tables in their Substantial Equivalence Section {section 13, pg
21) discussing the similarities of the device and its predicates in the areas of:
intended use, irrigation flow, power and pressure specifications, design features,
packaging and shelf life. However, the sponsor is being asked to provide an
updated Device Comparison that compares the device's components to the
predicate's components for the peristaltic pump system, and a comparison of the
tubing in the areas of: size, diameter, and the type of irrigation solution used (See
Deficiencies).

VI. Labeling
The sponsor has provided the draft labels and draft package inserts for device that

include necessary directions for use, indications for use, safety instructions,
warnings, and warranty statements. This is found adequate.

Koag%c%gt,onﬁx;tgr%a@A\;&B@MB?&O%SM%B}@;’E%E@%EF% 5 %,\ﬁé%@a 145

From Arthrex, Inc
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Vil, Sterilization/Shelf Life/Reuse
The sponsor has indicated that the device is supplied non-sterile and reusable for
the Pump System Interface and sterile single use for the Tubes. The device is
sterilized by EQ in accordance with ISO 10993-7, with an SAL Level of 10°®, and
states that the device complies with maximum residual levels — EQ shall not
exceed 20mg/day, ECH shall not exceed 12 mg/day. However, the sponsor is
being asked to provide the Maintenance for the console portion of the device, and
the an explanation as to why some Tubing can be reusable (See Deficiencies).

VIll. Biocompatibility ‘
The sponsor has not addressed the biocompatibility issue for the patient contacting
materials of the device and is being asked to describe the patient contacting
materials of the device and provide the biocompatibility test results of your patient
contacting materials, or provide predicates.

IX. Software
The sponsor has not provided software documentation for the device and will be
asked to provideé this {See Deficiencies).

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
The sponsor has completed adequate testing per the following standards:

Standards Standard Title
IEC 60601-1 , Medical Electrical Equipment, Part 1, General
- ' ' Requirements for Safety

This is found adequate.

Xl. Performance Testing — Bench
None Provided.

Xll. Performance Testing — Animal
None Provided

XIll. Performance Testing — Clinical
None provided.

nc

K e DS Wi SR AR DS pamissspatac



Lzooo ¥ra

Records Processed under FOIA Request 2013-7213; Released by CDRH on 09/01/2015

XIV. Substantial Equivalence Discussion

Yes

No

1. Same Indication Statement?

fYES=GoTo3

2. Do Differences Alter The Effect Or Raise
New Issues of Safety Or Effectiveness?

If YES = Stop NSE

Enough?

3. Same Tech nologlcal "-Cl;aracterlstlcs'? | 1fYES=GoTo5

4. Could The New Characteristics Affect fYES =GoTo6
Safety Or Effectiveness?

5. Descriptive Characteristics Precise IfNO=GoTo#8

if YES = Stop SE

| 6. New Types Of Safety Or Effectiveness

Questions?

TYES = Stop NSE

7. Accepted Scientific Methods Exist?

If NO = Stop NSE

oo

. Performance Data Available?

If NO = Request Data

9. Data Demonstrate Equivalence?

..............

Final Decision: Al
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3. Biocompatibilit

Clarification

5. Irrigation & Suction
Please explain the rationale of how the irrigation and suction will be in balance

during the operation of the device.

6. Operator's Manual - Maintenance
Please include in Section 5.1 — Cleaning and Sterilization that the console may

be cleaned with a cloth and available surfactant.

KOBT 0 W%C%hwﬁ/&s@ﬂﬁcg%ﬁwlgd@%?& Y8 or3ps g% A8c
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XVI. .Contact History
2/23/2008 — An emall sent to the sponsor regardmg the request for Al.

XVIl. Recommendation A
I recommend that this submission be placed on hold pending the receipt of the
response to the above questions.

KOBY AL olsH pzmaam&\a%mg?s P;S&ﬂgc&gyﬁﬁ%ag?ﬁga%mwg6 X
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Reviewer : Date
Atig Chowdhury ‘

Biomedical Engineer

General and Surgical Devices Branch

Division of General, Restorative, and Neurological Devices

m,&/( F oo (,:;—H; tT %/7'% avii

Brdnch Chief {/ Date” "
Neil Ogden . '

General and Surgical Devices Branch

Division of General, Restorative, and Neurological Devices
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February 23, 2009

Sally Foust

Regulatory Affairs Project Manager
Arthrex, Inc, Naples, FL

Ph#: 239-643-5553 Ext. 1251
Fax#: 239-598-5508

e-mail: sfoust@arthrex.com

Re: 510(k) submission — Arthrex Dual Wave Arthroscepy Fluid Management
Device (K083707)
Dear Ms. Sally Foust,

In reviewing the subject submission, we have the following additional
questions that need to be clarified to facilitate our review process:

1. Substantial Equivalence — Device Comparison Table

2. Revised Dévice Description
You have not provided an adequate Device Description Section. Please
include: a description of your device and all its components with their
engineering drawings.

3. Biocompatibility

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records Processed under FOIA Request 2013-7213; Released by CDRH on 09/01/2015

ZEDOO ¥rad

5. Irrigation & Suction
Please explain the rationale of how the irrigation and suction will be in
balance during the operatlon of the device.

6. Operator's Manual - Maintenance
Please include in Section 5.1 — Cleaning and Sterilization that the console
may be cleaned with a cloth and available surfactant.

7. Software Documentation

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The subject submission will be placed on hold pending your response with the
requested information. If you need more than 30 days to provide a full and
complete response, you should submit a request for an extension of time to
Document Mail Center (HFZ 401). For further information on how to apply for an
extension and for general 510(k) information, please visit the FDA Website at:
http://www.fda.qov/cdrh/devadvice/31435.html#link 6

- Sincerely,

Atiq Chowdhury

Biomedical Engineer
(240)276-3805
GSDB/DGRND/ODE/FDA
atiq.chowdhury@fda.hhs.gov

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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RE: K083707 RESPONSE: Dual Wave Arthroscopy Fluid Management Device
Al - K083707

Cover Letter
INDEX TABLE OF CONTENTS
RESPONSES TO QUESTIONS

Appendix 1
Device Comparison Table
Predicate K024291 Arthrex Continuous Wave III Arthroscopy Pump FDA
Predicate K954465 FMS DUO FDA Document and Instruction Manual

Appendix 2
AR-6480 Pump Console Engineering Drawings
AR-6482 Pump Remote Engineering Drawings
AR-6483 Pump Foot Pedal Engineering Drawings
AR-6430 Pump Outflow Tubing w/Cassette Engineering Drawings

Previously cleared devices in either K915721 and/or K024291
AR-6410 Main Pump Tubing Engineering Drawings
AR-6411 ReDeuce Pump Tubing Engineering Drawings
AR-6421 ReDeuce Patient Tubing Engineering Drawings
AR-6215 Tube Adapter “Y” Engineering Drawings

AR-6220 Extension Tubing Engineering Drawings

Appendix 3
AR-6480 DualWave Inflow/Outflow Arthroscopy - Product Specification
AR-6482 DualWave Remote Control — Product Specification
RF4.4.4.2.18 - AR-6480 Software Design Criteria
RF4.4.4.2.22 - AR-6480 Software Requirements Specification
RF4.4.42.11 - DW Display Software Version History
RF4.4.42.15 - DW Controller Software Version History

Appendix 4
RF4.4.0.2 - Risk Analysis Matrix — Reliability
RF4.4.0.3 - Risk Analysis Matrix — Reliability — Concern Factor

Appendix 5

RF4.4.4.1.12 - AR-6480 System Validation
RF4.4.4.2.17 - AR-6480 Software Validation

Appendix 6
b 4 Certificate No. U8 09 05 43640 016
Technical Report No

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1. Substantial Equivalence — Device Comparison Table

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Recor(sslinder FOIA R)O1 3(eeasei1RH)M/2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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M TRADITIONAL 510(k): Arthrex Dual Wave Arthroscopy Fluid Management Device — K083707 Response 1

Table Error! No text of specified style in document.-1 Comparison of the Predicate Device to

the Modified Device (revised)
Arthrex Dual Wave | Arthrex Continuous .
Arthroscopy Fluid Wave Il Future Medical
Similarities| Management | Arthroscopy Pump |  SystemsDUO
= st Device AR-475 arthroscopy pump
Differences AR-6480 CLEARED ﬁ;ﬁ
Current submission (K024291)
Intended to provide | Intended to provide | Intended to be used
consistent, non- consistent, non- in arthroscopic
pulsing control of pulsing control of surgery in the
Uselindi calz‘t:n"sdg intra-articular intra-articular following joints:
U imigation and irmigation and shoulder, knee,
distention pressuring | distention pressuring | ankle, elbow, wrist
during all phases of | during all phases of
arthroscopic surgery | arthroscopic surgery
Type Type B Class 1 Type B Class 1 Type B Class 1
Coiformence EN 60601-1 EN 60601-1 EN 60601-1
Standard
1 Pumps - 2 Pumps -
i ( b ) (4 ) Inflow only Inflow/Qutflow
80-240 VAC 100-240VAC 120-230 VAC
Power | 50/60 Hz 50/60 Hz 50/60 Hz
8.0 amps 2.0 amps 5.0 amps
Irrigation Normal Saline Normal Saline Normal Saline
Fluid
Inflow: 0-1600 Inflow: 0-1600 Inflow: 0-1600
mL/min mL/min mL/min
Tow il | (b)(4) Outflow: NA Outflow: 0-800
e aan mL/min
Pressure | 0-180 mmHg 0-180 mmHg 0-180 mmHg
Penfesticn Inflow Performance | Inflow Performance | Inflow Performance
" Outflow Performance | Outflow NA Outflow Performance
Electronic Pressure | Continuous Continuous Continuous
Check

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Arthrex Dual Wave | Arthrex Continuous .
Arthroscopy Fluid Wave Il Future Medical
. Similarities| Management | Arthroscopy Pump | _ Systems DUO
_ Device arthroscopy pump
and - AR-6475
S AR-6480 CLEARED
Differences CLEARED submission
= K083707 submission (K954465)
Current submission (K024291)
Foot Pedal | Yes No Yes
Remote Control | Yes Yes No
Senses Shaver | Yes No Yes
Tubing Material | "' PVC PVC
b 4 PVC PVC
ABS Stainless Steel
Patient Contact gf;:ﬁ;yg tlg(ZI Others unknown
Materials
Polypropylene
Polycarbonate
Inner diameter: Inner diameter: Not known
0.159-0.250 in. 0.159-0.250 in.
Outer diameter: Outer diameter:
0.214-0.375in. 0.214-0.375in.
Tubing Size | | ength: 1-48 in. Length: 1-48 in.
(does not include |
outflow tubing) Refer to tubing
Refer to tubing drawing C-0180-1/14
drawing C-0180-1/14 | in Appendix 2
in Appendix 2
( b ) ( 4 ) No outflow tubing Not known
Outflow Tubing Size
Single-use/day Pump | Yes Yes Yes
Tubing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| Arthrex Dual Wave | Arthrex Continuous -

- % = : Arthroscopy Fluid Wave lil Future Medical
Similarities| Management | Arthroscopy Pump |  Systems DUO
Sl  Device , arthroscopy pump

= and Gl CLEARED

Differences|  ARSH0 EARE0 submission

' K083707 submission (K954465)
- Current submission (K024291)
; Pump, Patient, | Pump, Patient, Pump, Patient,
fubing Type Outflow Outflow
Non storile Dovices Pump, Foot Pedal, Pump, Remote Pump, Foot Pedal,
Remote Remote
Sterile Packaging (b)(4) Poly/Tyvek pouches | Not known
Sterile Tubing | Yes Yes Yes
Sterile Tubing sﬁfg 5-years 5-years Not known

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 1

K024291: Arthrex Continuous Wave III Arthroscopy Pump

FDA Database Documents

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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o242 q)

MAR 2 0 2003
PREMARKET NOTIFICATION

SUMMARY OF SUBTANTIAL EQUIVALENCE
Arthrex Continuous Wave lll Arthroscopy Pump

NAME OF SPONSOR: Arthrex, Inc.
2885 S. Horseshoe Drive

Naples, Florida 34104

510(K) CONTACT: Sally Foust, RAC
Regulatory Affairs Specialist
Arthrex, Inc.
Telephone: (239) 643-5553 ext. 1251
FAX: (239) 430-3494
E-mail: sfoust@arthrex.com

TRADE NAME: Arthrex Continuous Wave il Arthroscopy
Pump

COMMON NAME: Pump

CLASSIFICATION: Arthroscope

21 CFR 888.1111

DEVICE PRODUCT CODE: HRX

DEVICE DESCRIPTION AND INTENDED USE:

The Arthrex Continuous Wave il Arthroscopy Pump is a roller, peristaltic, arthroscopic
pump designed with a universal input grade switching power supply aliowing the pump
to function automatically within voltages ranges found in Europe and in the Americas.
The pump is designed with upgraded software, employs a combination vacuum
fluorescent and dot matrix display for high visibility, uses membrane type switch overlays
for user inputs, and has an added flush function.

The Arthrex Continuous Wave !l Arthroscopy Pump is intended to provide consistent,
non-puising control of intra-articular irrigation and distention pressuring during all phases
of arthroscopic surgery.

SUBSTANTIAL EQUIVALENCE

The Arthrex Continuous Wave 1l Arthroscopic Pump is a functional equivalent of the
currently marketed AR-6400 and the discontinued AR-6300 Arthrex arthroscopic pumps.
The subject pump retains current functions and interfaces and is determined by Arthrex,
Inc. to be substantially equivalent to its Arthrex pump predecessors and other currently
marketed predicate devices.

The addition of a universal input grade switching power supply, of an improved visual
display, of an autociavable remote, and of an upgrade software package does not affect

the safety and effectiveness of the subject device when compared to its Arthrex pump
predecessors and other predicate devices.

0G0GGOS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SURVICYy
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WAL
i 4,
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
""Viﬂl

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAR 2 0 2003

Ms. Sally Foust, RAC
Regulatory Affairs Specialist
Arthrex, Inc.

2885 South Horseshoe Drive
Naples, Florida 34104

Re: K024291
Trade/Device Name: Arthrex Continuous Wave III Arthroscopy Pump

Regulation Number: 21 CFR 888.1100
Regulation Name: Arthroscope and accessories
Regulatory Class: 1I

Product Code: HRX

Dated: December 20, 2002

Received: December 24, 2002

Dear Ms. Foust:

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 such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to §98. 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); 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Ms. Sally Foust, RAC

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21CFR Part 807.97) you may obtain. Other general information on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers, .
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597
or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

A, A AWl

Celia M. Witten, Ph.D., M.D.

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known) ___ [L02¢-29|

INDICATIONS FOR USE:

The Arthrex Continuous Wave Il Arthroscopy Pump is intended to provide
consistent, non-pulsing control of intra-articular irrigation and distention
pressuring during all phases of arthroscopic surgery.

Concurrence of CDRH, Office of Device Evaluation

Prescription Use X OR Over-The-Counter Use

W%%

,o, ision Sign-Off
‘sior of Generei, Postorative
- rieccslogical Devices

KO )4 /

(Per 21 CFR 801.109)

Ctumbor

05004

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



K083707 Response A1
Records Processed under FOIA Request 2013-7213; Released by CDRH on 09/01/4@ 50f 418

Appendix 1

K954465: FMS DUO

FDA Database Document

FMS DU;){ M;ual

\ €;<(,,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification

510 | Registration & | Adverse | PMA | Classification | CLIA
(k) Listing Events

CFR | Advisory | Assembler | Recalls | Guidance | Standards
Title 21 Committees

New Search o Back To Search Results

Device Classification Name ;‘/
510(K) Number K954465

.,

Device Name %\wi%uo
FUTU

DICAL SYSTEMS, INC.
205 East 63rd St.

Applicant Suite 7a
New York City, NY 10021
Contact Patrick Janin
Regulation Number 888.1100
Classification Product Code HRX
Date Received 09/25/1995
Decision Date 11/09/1995
Decision Substantially Equivalent (SE)
Classification Advisory Committee Orthopedic
Review Advisory Committee General & Plastic Surgery
Statement/Summary/Purged Status Statement Only
Type Traditional
Reviewed By Third Party No

Expedited Review

hitp:// Wi Acoesedata. Fia. gov Scripty/cdth etdocs TP NN pmn.c i A1 06180 " *01 "% 212009
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( |nstructio

fms duoc+

combines a dual pump system
providing inflow and outflow
including an integrated

shaver system

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Chapter 1: Introduction

1.1 Product description

Duat pump system

The fms duo®+ supplies both irrigation and
suction in one unit. Both roller-pumps are
computer-controlled and manage fluid
automatically. The integrated suction pump
manages both shaver and cannula suction,

reducing labor-intensive manipuliations.

By controilling both inflow and outfilow the
fms duo®+ accurately reguiates pressure

and flow.

Biue pedal (canr\ula suctior\)

To increase flow without increasing joint
pressure, step on the blue foot pedal. The
suction pump will accelerate and the
irrigation pump will immediately increase
inflow to compensate for the increased fluid
loss. This feature is particularly useful when

eliminating debris.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Red pedal (lavage mode)

One of the most critical aspects of
arthroscopy is visualization, which is often
obstructed by blood and debris. To alieviate
this probiem the fms duo®+ has a lavage
mode. By stepping on the red foot pedal you
will activate a timed cycle of increased flow
and pressure to stop bleeding and clear the
field of view. Once the cycle is compilete, the
fms duo®+ will return to its original

configuration.

|ntegra ted shaver system

The fms duo®+ is aiso an integrated shaver
console. The Tornado is a tightweight
titanium high-speed shaver handpiece.
When the shaver rotates, the fms duo®+
automatically activates suction through the
shaver and clamps off other suction ports. I
you prefer to use your current shaver
system, the same functions can be provided

using an interface cable.
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1.2 Declaration of conformity

We, at FMS Group declare under our
responsibility that the product fms duo®+ is
in conformity according to CE 93/42/EEC
Directives and is complient to the Food and
Drug Administration (FDA) 510K process.
This product is manufactured in an 1SO

9001 racitity.

1.3 General warnings
and cautions

lt is recommended that hospital personnel
read this manual before operating, cleaning
or sterilizing this product and accessories.
Failure to follow these instructions may
resuit in potential injury and damage or

malfunction of the equipment.

The manufacturer and licensed seller of this
device do not accept any liability for direct or
consequential damage or injury caused by
improper use or usage of disposables other
than FMS products. Any alterations to this
device, repair from an unlicensed service
center or use of non-FMS disposables, will
void CE marking, FMS warranty and product

liability coverage.

Warning . The system may be affected by
electromagnetic interference from other
instruments. Verify that ail other
instruments and appliances (associated or

not with the system) comply with the

standard EN 60601-1-2 (EMC)

lf the system continues to be affected,
isolate it from the offending instrument and

connect to a different main output.

The fms duo®+ is covered by US
patents N° 4 902 277, N° 5 OOO 733 and
N° 5 131 823, European patents N° O 306
445 ana N° O 448 909 B1, Japanese
patents N° 2 107 259 and 2 892 852.
Arthro® fms and fms duo®+ are registered

trademarks of Future Medical System SA.

Reproduction, transfer, distribution of part
or alf of the contents in this document in any
form without the prior written permission of
FMS is prohibited.

1.4 Intended use

The fms duo®+ is intended to be used in
arthroscopic surgery in the foliowing joints!

shouider, knee, ankle, elbow, wrist.

&Cautionl Federal taw (USA) restricts

this device to sale by or on the order of a

physician.

<
b3
~
=)
@
5]
=
o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1.5 Symbol definitions

v POWER pad.
U Turns the power on if the main On.
power switch on the back of the
pump is on (the green standby
light is on).
ALARM, Orr.

m The red indicator wilt fightup ifa

safety parameter is violated.

Shaver handpiece.

Lavage pad.

This feature automatically sets
off a sequence of pressure and

flow increases to clear the field Shaver handpiece.

of view of blood and debris. suction amount.

4 way Foot-pedal board.

ard.
Four-way colour coded foot- Forw
pedal to activate shaver, and
pump function.

Reverse.
2 way Foot*pedal board.
Two~way colour coded foot-
pedal. Used to activate pump

Oscillate.

function only.

_.r'_+'_g Increase.

Equipotentiality symbol.

Type B Ciass 1.
Conforms to standard

EN 60601-1.

V Decrease.

S < DY ||« ]| O —

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Waterproof
P64 for projections.

o107 CE mark.
€ ’ and identification of notified

body.

DO not reuse.

¥ ©

Reusable only one day.

2
2

Warning,

see instructions for use.

Date of manufacture
year and month.

Explosion hazard.

@ >

ETF
H-“ Store between

Main fuse. these temperatures.

Replace fuses as marked.

> | 0

@ Latex free.

Sterite.

FTEHI.E‘ EIJl uniess the package is

damaged or open.

Use by year and month.

b

Sterilization by ethylene oxide.
Do not wet.

¥
=

LIT 0620/ MA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1.6 System indicators

A-Front pane!

Transparent safety covers
These covers must be closed for the

roller pumps to rotate.

IRRIGATION rotter pump

This rolier pump provides fluid inflow.

Tension rocker arms
Hotds the tubing on the rolier pump
heads.

POWER pad

Turns the power ON if the main power
switch in the back of the pump is on
(the green Stanby tight is ON)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

(5]

PRESSURE display

Disp!ays the preset pressure when
the base pressure is being set and
the dynamic pressure (1 sec)
foliowing the release of the

pressure adjustment pads.

ALARM

The red indicator will light up if a

safety parameter is violated,

SHAVER speed display

Indicates the speed and direction of

rotation.
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SUCTION rotter pump

This rotier pump provides outflow of
fluid.

Pinch Vaive

This pinch valve moves automatically
when the shaver is in rotation, selecting
the appropriate suction tube.

Lavage mode pad

This feature automatically sets off or
stops a sequence of pressure and
flow increases to clear the field of
view of blood and debris.

Pinch Vaive pad
This automatically opens the pinch
valve to insert or remove the shaver

suction tubing.

SHAVER Speed Selection pads
Select the Low, Med or High pre-set
speeds.

SHAVER Run/Stop pad

Used to start or stop the shaver mode
when using the FMS Shaver.

Shaver Suction setting
Indicates the suction rate selected
through the shaver,

Min, Low, Med, High.

SHAVER speed increase/decrease.
Increase or decrease the shaver
rotation speed (RPM) This can also
be achieved using the foot pedai.

Shaver handpiece connection.

Line up the red dots on the male and
fermale connectors to connect the
shaver handpiece.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Cannuta Suction setting
Sets the flow rate through the

cannula.

Min, Low, Med, High.
PUMP Run/Stop pad

Turns the pump on and off., If the
pump is activated "PUMP" appears on
the pressure display. Green led blinks
when pump is on “Stop”.

Pressure transducer connection

A differential transducer is built in the
fms duo®+. It measures the pressure
in the pressure chamber of the

irrigation tubing.

Fin Chamber pad
This is used to automatically fill the
chamber and turn off the LOW

PRESSURE aiarm.
PRESSURE adjustment pads

Press the arrows to increase or
decrease the pressure in increments
of 5. The initial setting is 50.

Auto-locking device.

The patented device allows the
disposable tubing to be properly
positioned and locked in place
around the two roller pumps. For

safety reasons it has been colour-

coded GREEN for the IRRIGATION and
ORANGE for the SUCTION tubing.

ENGLISH

LIT 080/ MA
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B - Rear panel
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Shaver interface connection
25 pin hand and foot control interface

cabies connector.

Foot pedal connection
9 pin connector to pitug four way and
two way foot pedals.

ldentification and specifications
170 Switch, fuses and power connection
Reference number

Serial number:
The 2 first digits represent the year of
manufacturing. The second set of digits

represent the week of manufacturing.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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€I
C-4 2
- 4 way foot pedal jor]
[
@ Reverse 5
@ Forward
@ Cannuia suction
@ Lavage mode
1.7 Other Indicators
(Audible tone)
* An audible tone sounds when the [WO audibie .tones ?ounds( when t.he
"POWER" pad is pressed and the pump avage mode is deactivated {Ssee section
4.5, page 26 to activate the cycle).
turns on.
An audible tone sounds when the Lavage
mode is activated (see section 4.5, page
26 to activate the cycle).
<
z
<
o
o
o
11 =

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Chapter 2: Operating precautions,
checks and warnings

&Warningsi

Eiectrical safety should be

performed by a biomedical engineer or

testing

other qualified person.

Risk of electrical shock: Do not remove the
cover. Refer servicing to qualified or

authorized FMS Repair Service Center,

Do not connect the device to a power
source that is not properiy earthed

(grounded).

Disconnect the device from the main power

source when cleaning, servicing, or

inspecting.

]nspect all equipment and cabies periodicaily
for wear. Replace and return to FMS Repair

Service Center if damage is noted.

Avoid fiuid contact with the fms duo®+ and

its electrical connectors.

Do not use flammable agents when

cleaning and disinfecting the fms duo®+,

To avoid risk of fire, replace fuses with same

type and rating.

2.1 Sterile Packaging:

Carefu!ly examine the shipping package and
sterile wrap. If the package is damaged, the
sterile seal is broken, or the Expiration Date

is passed, do not use.

|rrigation tubes "One Day Set” (see section
3.2 page 15), Rer, 4503 ,@, can be reused
for an entire surgical day not exeeding 8

consecutive hours.

Biologica! and virat studies have shown

the efficacy against contamination from

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

one patient to the next during the
operating day. Sterility is guaranteed only
if the tube changing procedures have
been performed precisely according to

our set-up guide in chapter 3.

Studies can downloaded on our website at!
In Eng!ishi
www,fmsgroup.com/files/saIes/viralen,pdf

vwvw,fmsgroup.com/files/sates/biologica!en.pdf

In French:
www‘fmsgroup,com/files/sales/viralfr.pdf

www.frnsgroup,corn/ﬁ(es/saSes/biologicalfrtpdf

Ai other tubing, are marked with a ®
indicating that they are single use only.

2.2 Storage and Handling:

Storage temperature.

Do not expose the pump to temperatures

below -10°C (14 F) and above 50°C (1 22 F)

Operating Conditions:
Operate the pump in conditions 10°C (50 F)
o + 40°C (104 F).

Damagei
Do not use a pump that has been

dropped or shows signs of damage.

Disposali
Do not incinerate the pump.
Return pumps to FMS for safe disposal.

Factory Settingsi

Factory settings are based on experience,
They should only be used as guidelines.
The surgeon is responsible for settings
pertaining to the surgical procedure,
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Chapter 3: Procedure Set-up

3.1 Pump set-up

Power on back of pump Open both covers. Press "POWER" pad.
on 1", The LCD will tight up.

LiT 090/ MA
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



K083707 Response A1
Records Processed under FOIA Request 2013-7213; Released by CDRH on 09/01/3#% 0f 418

3.2 Tubing set-up
Disposable tubings used with the fms duo”+

—One Day Set Rer. 4503

Green

Auto-locking device PRESSURE CHAMBER ~ Ciamp

From To
Zolutlon ¥ irrigation
ags
9 = < tubing

the transducer

This tubing connects the irrigation bags to the irrigation tubing via the spikes (A) and the pressure chamber,
where the pressure is read throught a filter (B) by a buiit-in transducer.

~— Suction tubing Rer.4509

Orange

Auto-locking device

To waste

collection
bag

(Z) [SEAVER

This tubing allows suction from the joint, either directly from a cannula or through an auxitiary suction device

(shaver or basket punch). Either suction mode is activated by the pinch vaive controiled by the foot pedal.

—-"‘|rrigation tubing Refr. 1102

Sterite Buffer W

(D) K (E) Al (X) To waste
from the One Biue Red collection

Day Set Tubing bag

Ref, 4503
This tubing is individually wrapped and allows a simple diagnosis to be per formed when the irrigation tubing
(Ref. 4503) is aiready set up.

——‘Single suction tubing Rer. 4505

Red ci
from o p () To waste
surgical ! { TWABTE | coection
site bag

This tubing is set up for simple operations. Generany when a shaver is not used,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I
@
wd
2
A- [nstalling the One Day Set Rer. 4503 bt
This tubing connects the saline solution pressure is read through a filter (B) by a
bags to the irrigation tubing. Soiution goes built-in pressure transducer, in the fms
from the spikes (A) around the rolier pump, duo®+.
throught the pressure chamber, where the
A) =
( ) C!amp
Green
Autortocking device PRESSURE CHAMBER = Ciamp
Fram To
. - e NN
solution e irrigation
bags tubing
the transducer
A
Ciose an 3 clamps Siide the green half Piace and center the Puti on the tubing
and connect to fiuid moon of the tubing tubing around the and close the
bags. into the auto-locking roler pump. tension rocker arm
device on the pump. against the tube.
<
=
=~
o
o
=]
15 =
o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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u‘k&-

Position the pressure Ciose the left cover. Press on Run/Stop‘
chamber in the holder. Green led blinks.

Connect the transducer to Lea stops blinking and stays
the pump by gently screwing on.

it in, clockwise.

& Warning:

ltis mandatory that the
pressure chamber be
maintained vertical during
the procedure and that the
pump be positioned at the

same level as the patient.

Press FILL CHAMBER pad
several times until the
chamber is 1/3 full. Green led
blinks until pad is pressed.

16

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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B - lnstalling the Patient Set Ref. 4509

i lrrigation tubing set up

(D) Sterite Butfer (€} (€}
BLUE Lone BLUE RED
m:m Arter checking that the luer
WHITE I E) erl
From ure One Dy St Tono ock (B} i properly
Rer.4503 Arthroscope tightened, the sterile nurse
takes the irrigation tubing
This tubing connects the irrigation tubing to the arthroscope and passes the bilue end
in a sterile manner, (D) to a non-sterile person.

The non sterile person ...and immediately connects The pump must be in the
removes the blue caps from the One Day Set (C) luer fock, “"Run” mode (1 8), light on.

the irrigation tubing (D) and to the irrigation tubing (D) luer Prime the intermediary
the One Day Set (C) lock. tubing by opening the

ciamp under the pressure
chamber, when primed,
close the clamp or the stop-
cock on the arthroscope (in

the sterile zone).

LIT 080/MA
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ii. Suction tubing set-up

TOCANNULA () ReaCere

Orange

Auto-locking device

[canNNULA -

[ _sHaver

TO SHAVER (Z)

(F) to waste
collection bag

Rer. 1380

This tubing allows suction from the joint, either from a cannuia or through a shaver.

Do not close the red clamp. The red clamp should only be used to reduce or stop flow during surgery.

The scrub nurse passes
the waste extremity of the
suction tube to the non-
sterile person (circulating

nurse),

18

The circuiating nurse
inserts the waste end in a

waste collection bag Ref.

1380.

Siide the orange part of
the tubing into the auto-
locking device on the
pump.

Place and center
the tubing
around the pump rolier.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Puti on the tubing. Insert the right tube into the Press on the "Pinch Vaive”

Ciose the tension rocker right pinch vaive slot. pad and insert the left tube
into the left pinch valve siot

arm against the tube.
{the ted will stop blinking).

Stide the tubes behind the tube holder Ciose the right cover.

under the "Pinch Valve”.

LIT 080/ MA
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C - Getting started

STERILE ZONE STERILE ZONE

Insert the cannula tubing onto the Insert the shaver tubing onto the shaver

cannula. suction port.

STERILE ZONE NON-STERILE ZONE

Connect the lueriock to the arthroscope. Open the clamp under the chamber,

Open the stop-cock on the scope.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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D-Endor operation

Ciose the clamp under the

pressure chamber.

Dispose of the irrigation and
suction tubings.

To remove the suction
tubing, press on the "Pinch
Vaive"” pad to release the

tube.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Press on the biue "CANNULA
SUCTION” foot pedal to empty
the joint (optional).

Disconnect the blue fuer lock
(E) of the irrigation tubing.

The sterite Buffrer Zone must
remain attached to the One

Day Set.

When another surgery is
scheduled for the same,
operating day, leave the One
Day Set in place.

The sterile buffer zone is
teft on the One Day Set,
which ensures sterility

between surgeries.

21

LiT 080/ MA
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E- Set-up of next operation

The One Day Set should

have been left in place at

After checking that the luer

lock is properly tightened on

the end of the previous the new imrigation tubing, the

operation with the sterile sterile nurse takes the

buffer zone attached. irrigation tubing and passes
the blue end (D) to a non-

sterile person.

L

B
N (©)

{
D)
o

The non-sterile ..and immediately connects the blue luer Warnin93
person removes lock (D) of the new irrigation tubing to the Never attach a buffer
the old sterile biue fuer-tock (C) of the One Day Set. zone to another.

buffer zone

by disconnecting
the luer-iocks of
the One Day Set
(C) and of the
irrigation tubing...

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



K083707 Response A1
Records Processed under FOIA Request 2013-7213; Released by CDRH on 09/01/48 of 418

F-Endof operating day

Ciose all white clamps. Press on the biue Press onthe "FORWARD" or
"CANNULA SUCTION" foot "REVERSE" foot pedal to
pedal to empty the joint. empty the shaver tubing.
(Optional). (Optional).

Tumn the ump off pressin

P g
the "POWER” pad. Throw away
all the tubings.

LiT 080/ MA
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Chapter 4: Pump system functions

4.1 Preset pressure

Numbers in (), refer to diagram on page 8.
The pressure is displayed in brackets
(eg. <<50>>) on the LCD (5) for 2 seconds
when omne of the pressure pads is
pressed, then the actual pressure is
displayed (pressure settings are in !evels).
Levet 50, equals 5 feet of gravity presure or
the equivalent of 112.5 mmHg (i 10 %).
The pump will maintain the pre-set ievel.
When operating, use the "+ "anga " " "
pads (21) to increase and decrease the
tevel. The factory preset level is 50.

4.2 Filling the chamber

Press the "Fit Chamber” pad to fill the
pressure chamber initially or during the
course of the surgery as necessary. The

chamber should never be over 1 /3 full.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4.3 Pressure alarms

Numbers in (), refer to diagram on page 8 ana 10.

High pressure alarm

If the high pressure safety
140 is exceeded,
the pump stops and the red
ALARM (6) Lea lights up. The
should

pressure to

level of

operator lower the
let the pump

automaticaily restart.

If the pump does not restart
when the pressure drops
below 140, turn the pump
off and on again by pressing

the POWER pad (4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Low pressure alarm

It the pressure falls below
the low pressure safety
level of 10, the red ALARM
led lights up "Pres L"
flashes on the LCD display,
and the pump stops.

Check that the luerlock and
the filter close to the
pressure transducer are in

proper working order.

If both are satisfactory press
“Fin Chamber” to stop the

ALARM and Run/Stop pad

to restart the unit.

& CAUTION:

If water has accidentally
entered the tubing leading to
the

change the irrigation tubing

pressure transducer

and restart the system.

25

ENGLISH

LIT 080/ MA
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4.4 Suction settings
(Min, l_ow, Med, High)

Press the "Cannula Suction”
(1 7) or "Shaver Suction” (1 4)
pads to increase the preset
suction levels. The adjacent
green indicators will light up
to show the actual suction

(Min, Med,

Low,

setting

High).

A - Cannula suction:
This suction mode is
activated when the blue
"CANNULA SUCTION" (30)
foot-pedal is pressed. The
tight
setting will blink when the

adjacent indicator
cannula suction is activated
as long as you press on the
foot pedal.

B - Shaver suction;
Step on the black FORWARD
{29) or REVERSE (28) foot-

pedal to activate your shaver,

with your preset suction
tevel, The adjacent indicator
light will blink when the

shaver suction is activated.

4.5 Lavage mode

(red pedal)

The lavage mode is
activated by:

. Pressing the “Lavage" pad
(1 O) on the front panel once,
M Stepping on the red
LAVAGE (31) foot-pedal for
1,5 second. The led will
biink until the lavage
pressure and flow cycles are

compieted.

To cancel an unwanted or

lengthy lavage cycle, simply

step on the biue “CANNULA“

Suction foot-pedal (30) or
w "

press the Lavage pad (10)

on the front panetl.

It is possible to use the

shaver while the Ilavage

cycle is under way.

& CAUTION :

The lavage mode shouid
only be activated if an
outflow cannula or working

cannuia is used.

(Use fms 4.5 mm cannula

Rer. 1580).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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X
2}
4.6 Interfaces cables 3
A. Hand control interface. uz.;
Hahdpiece
socket
- [fEm =
agxmwj; shaver
mwﬁs*"iww .
ARG interface
i connection
(fernate)
Shaver
Pedat FMS 25 pin connector
interface (male)
Shaver A
activation Shaver activation Ref: 4172
Handpiece i
Hand control activation Pump activation
For instaliation of the cabie or control unit, please refer to the instructions provided with the interface
fms
SHAVER hand control
{manufacturer) MODEL interface When using the following shaver
LINVATEC APEX Ret. 4107 hand control interface, the
LINVATEC MICROCHOICE Ref. 4103 activation of the pump functions is
LINVATEC ADVANTAGE Ref. 4104 achieved throught a 2 way foot
DYONICS EP-1 Ref. 4112 pedal. The activation of the shaver is
DYONICS POWER Ror. 41722 achieved using the shaver
STRYKER QUADRACUT Rer 4113 manufacturers hand control (bun.on
STRYKER K3 R : YEET) on shaver) or shaver foot pedal.
ef.
STRYKER TPS Rer. 4113 If your current shaver is not listed,
STRYKER TPST2K Ror 4117 contact FMS. s
S
27 -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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B. Foot control interface

S Ry ey
o | b=
| L e | T,
i
Shaver L 25 Pin
;’3’ shaver
Shaver ! E interface
pedal i connection
socket é (female)
25 pin computer
plug male)
.
‘ MFMS foot contro! Ref: 4176
Handpiece
Pump and shaver activation
fms
SHAVER foot contro!
(manufacturer) MODEL interface
LINVATEC CONCEPT 9930/9950 Ror 41422 When using the following
LINVATEC CONCEPT 9963E INTRA-ARC Rer. 4147 Shavers, the activation of
LINVATEC APEX Rer. 4198 'hepump and shaver can be
d f f
LINVATEC ADVANTAGE Rer. 4130 "‘ad ‘T rom the FMS foot
edal.
DYONICS PS3500/PS3500EP Rer 4144 °©
DYONICS EP-1/POWER Rer 4190 I your current shaver is not
STRYKER SE3/SE4 Ror 4195  listed, contact FMS.
STRYKER QUADRACUT Rer. 4196
STRYKER SE5 Rer. 4197
OLYMPUS PSU 1l Ref. 4189
WOLF RIWO DRIVE Ref. 4129
STORZ POWER UNIT 51 Ref. 4148

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4.7 Foot pedal

ACTION
PRESS ON THE FOOT PEDAL SUCTION THROUGH ON THE SHAVER
S
H
A
v
E i n Reverse
R a
R
; A
N
A
T
!
0
N m Forward
D
I
R
E
o
T
|
z ﬂ Oscillate
S
H
A
\é Speed
R No suction decrease
R
0
T
A
T
i
N
No suction Speed
E increase
£
D

LiT 090/MA
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The four way foot pedatl aiso controls the fms duo®+ features.

ACTION

PRESS ON THE FOOT PEDAL SUCTION THROUGH ON THE SHAVER
S lncreased suction
U
¢ o ﬂa\ )
T none
0 Increased suction
N by cannula at the pre-set level

Start lavage
L P
L o] oo none
X Increased pressure
G and intermittent variation of flow
E
M Stop lavage
8 (before end of cycie)
E N Hﬁa\ =) none

Return to normat suction 100m1/mn

& CAUTION:

Only use LAVAGE MODE with adequate outflow,
Use an FMS 4.5rm Outflow Cannula Rer. 1580.

30

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4.8 Pressure

Preset pressure

Numbers in (), refer to diagram on page 8. Levet 50, equals 5 feet of gravity pressure
The pressure is displayed in brackets or the equivalent of 112.5 mmHg (i’ 10 %).
(eg‘ <<50>>) on the LCD (5) for 2 seconds The pump will maintain the preset level.
when one of the pressure pads is When operating, use the up and down pads
pressed, then the actual pressure is (21) to increase and decrease the level. The
displayed (pressure settings are in Ievels). factory preset level is 50,

RECOMMENDED INITIAL SETTINGS* FOR THE fms duo®+

Pressure tevel Pressure levet Cannuila Shaver

Joint with Tourniquet without Tourniquet suction suction
Shouider Joint 60 Low or Med Low or Med
Acromioplasty 60 Low or Med Med or High
Knee Joint 65 30 Low or Med Low or Med
Hemarthrosis 50-60 50-60 Low or Med Med or High
Wrist 30 65 Low or Med Low or Med
Elbow, Ankie 40 65 Low or Med Low or Med

Ie bleeding occurs, activate lavage mode or increase pressure.

* These initial settings are based on experience, they should oniy be used as guidelines.
Settings will differ from surgeon to surgeon.

LIT 080/ MA
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Chapter 5: Shaver system functions

000

The

shaver system can be used in

combination with the pump system or

independently.

Q0 6 0 ©0 ©

Biade locking ring ! Hoids biade in

place.

Suction toggle. Controls suction

throught the suction port.

Suction port: The suction tubing is
connected to the suction port,

Blade aligning slots! Anow you to
insert the blade face up or down.

Serial number,

Connector sleeve: Pull on sleeve to
remove the cable from the control

unit.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

&Warningi Prior to use, the system

components should be checked for any
damage. Do not use if any damage is

apparent.

o Connector alignment dot. Matches
with the dot on the control unit to

indicate proper connector alignment.

o Protective

protective cap

Remove the
by holding the

cap.

connector sieeve and pulling it back
towards the cord. While hoiding the
sleeve back, remove the protective
cap. Place the cap over the
connector end of the handpiece

before sterilizing or soaking.
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5.1 Handpiece set-up

Receive the shaver connector Hotd the connector and Insert the shaver suction
from the sterile field. remove cap, align red dots tubing onto the shaver
and connect to front paneil. suction port,

5.2 Handpiece operation

Shaver
MAX
handpiece
suction
MIN
To insert and remove the To increase and decrease during the entire surgical
shaver biade, rotate the suction level, manipulate procedure. Modify your
locking ring to the left. the suction toggle switch, be suction leveis on the front
the shaver is used with the panel (Section 1.6).

fms duo®+ keep the suction
toggle to the "max” position

LIT 090/ MA
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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When the control unit is
4000 RPM
appears in the display.

The

gives a pre-set speed of

2000 RPM.
Pressing the "Med"” (4000
RPM) or "High" (7000 RPM)

selection pads provides pre-

switched on,

w
Low” selection pad

set speeds for
BURS.

The maximum forward and

use with

reverse speed is 8000 RPM.

The maximum oscillating
speed for CUTTERS is 1500
RPM.

The rotation speed can be

W

set by pressing the "+" or

pads or by using the foot-
pedal (See
section 41)

instructions

Biade rotation is activated
by pressing the foot-pedals
(described on section 4.7)_

5.3 Inserting and removing shaver blades and burs

Rotate the biade
lock

With your thumb rotate the
blade locking ring to the left.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Align blade locking pin with
handpiece locking siot (face
up or down depending on
user preference) and push

in.

With your thumb rotate the
blade locking ring to the left
and pull.

Remove biade.
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5.4 Maintenance: Cleaning and decontamination

Handpiece cleaning

and decontamination

1 Piace the protective cap securely onto

the shaver handpiece connector.

2 Leave the suction toggle in the open max
position.

3 Immerse the handpiece and it's cable
(with its protective cap) ina

detergent/decontaminant solution.
4 Rinse the handpiece in running water.

5 Ciean with a brush!

The locking system (inner and outer
parts). Open and close the locking
system to ensure that it is free of foreign

bodies.

The suction port (with the suction toggle
switch in fully open position)‘ Pass
running water throught the suction port.

The toggle switch,

Open and close it several time.

6 Rinse the inner and the outer parts
thoroughly.

7 Dry with compressed air (if available),
especially the inside of the suction tubing
and the locking system.

Note: For best resuits an ultra sound bath
may be used prior to manual cleaning.

The handpiece can be cleaned in a washing
machine but the suction port must be

manually cleaned with a brush.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Steﬂﬁzaﬂon

The handpiece is factory sealed and is
completely sterilizable using either a steam

autoclave, ETO, or soaking.

Steam sterilization!

Steam at 134°C for 18 minutes.

The steritization parameters (temperature
and cycle times) may vary from one country
to another, Please respect the sterilization
directives which apply in your country.

Soaking:

The handpiece may be immersed in a
chemical sterilizing bath for disinfecting and
sterilization. Refer to the manufacturer's

instructions.

Warningi

These guidelines do not guarantee that the
device is sterile after the procedure.
The institution is responsible for

sterility assurance validation.

35

ENGLISH

LIT 080/ MA
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5.5 Shaver blades indicators

o Outer biade. o Bodyl Colour indicates blade diameter:
Light grey = 3,5 mm

e Tab to track number of uses. White = 4,0 mm
Dark grey = 5,0 mm

o Ringl Cotour indicates the type of biade. Biack =55mm

o Lockmg pin. G Outer hub.

e lnner biade.

e Capi Colour indicates blade diameter
(see 7).

Reusabte shaver blades are designed for limited re-use (up to 5 times)v
The biades are manufactured with 100% medical grade stainiess steel,
The plastic hubs are autoclavable 50 times.

Note : Colour of Rir\g #3 and Cap #6 shouid always match.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5.5 Limited reusable shaver blades and burs cleaning and

decontamination

Cleaning / decontamination

The inner biade must be removed from the
outer blade for cleaning and sterilization. To
do so, grasp the end of the inner biade and
pull it until it snaps out of the outer biade.

To re-insert the inner blade into the outer
blade, push until a click is heard, indicating
that it has snapped into place. Match colour
inner and btades to

coding of outer

reassembie.

Before and after each use, disassemble the
inner blade from the outer blade and clean
the blades using brushes with a mild pH
batanced detergent. Ensure that all
components are free from blood, tissue,
fats or foreign materials. lmmerse blades in
and

a solution of water

detergent/decontaminant, refer to

detergent instructions for length of
immersion time. Rinse well with water and

dry.

NOTE: FMS recommends re-using the same
blade a maximum of five times.
Remove one of the tabs on coloured ring

with a scalpel after each use to track usage.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Shaver blade sterilization
Steam sterilization: 134°C for 18 minutes.

ETO Steritization: The blades can also be
Ethylene Oxide (gas) sterilized using the
hospita!‘s operating parameters for the gas
and aeration cycles.

Shaver blades should be autociaved a
maximum of 50 times.

NOTE: These guidelines do not guarantee
that the the
procedure. The institution is responsible for

device is sterile after

sterility assurance validation.

37
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Chapter 6: Trouble shooting

38

PROBLEMS

CAUSE

POSSIBLE SOLUTIONS

The pump stops.
Red Atarm Led
tights up.

The HIGH PRESSURE

safety has activated.

The LOW PRESSURE safety
has activated .

“PRES. L” btinks.

Hydrophobic filter is wet,

No more irrigation fluid.

Lower base pressure.
Press on the “Run/Stop"
pad to restart the pump.

Check if luer lock is tight
Press on "Filt Chamber” to
stop the atlarm and press
on the Run/Stop pad to
restart the pump.

Replace the One Day Set.

Spike new bag and press
“Fin Chamber".

No cannula suction.

The cannula is obstructed.

The red clamp is closed.

Reposition or clean the

cannula.

Open red clamp.

No shaver suction.

The shaver blade is
obstructed.

The pinch vaive is not

functionning.

Disassemble the biade and
clean it,

Check the positioning of
the suction tubing.

Check the interface cable

connection.

The rolter pump heads do

not rotate.

Power is on "0" oris on
N o
Stop”.

Check that the main power
switch on the back of the

| “position
and that the “Run/Stop”
pad green light is on.

pump is on the "

Biades continue to rotate

when pedal is released.

Circuit probtem.

Turn off unit (“l/O" switch,
on the back panel). Wait a
minute. Restart pump.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PROBLEMS

CAUSE

POSSIBLE SOLUTIONS

No irrigation.

The stop-cock on the
sheath or a clamp is

closed.

No outflow.

Check the inflow line from
the bags to the joint. Open
any closed clamps or stop
cocks.

The irrigation pump starts
spinning frantically,

excessive noise.

No more irrigation fiuid.

Replace saline solution
bags and/or check the
clamps under the bags.

Press "Fint Chamber” if
chamber is lower than 1/3.

The irrigation pump goes
on and off erratically.
Abnormat pressure

fluctuation.

Water may have entered
into the pressure sensing

line.

Change the One Day Set
tubing. If the water has
entered the pressure

sensing line.

Too much water in the

pressure chamber.

Air teak in the line.

Check that the luer locks on
the irrigation and pressure
sensing tube are closed.

If necessary, change the
irrigation tubing and start

again.

Insufficient pressure.

|rrigation problem.

Check the stop-cock on the
arthroscope, the clamps
under the saline bags and
under the pressure

chamber.

Insufficient irrigation.

The cannula has been
incorrectly placed (in the
sub-cutaneous tissue) oris

obstructed.

Reposition or clean the
cannula.

Verify that the arthroscopic
sheath aliows sufficient

flow. Use High Fiow FMS

arthroscopic sheaths,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

39
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Chapter 7: Product specificatjions and
ordering information

SPECIFICATIONS
Compositior\

Ref: 4580 fms duo™+
Dimensions

Heightl 21 em

Width: 38 cm

Depthi 37 cm

Weighti 18 kg

Performance Specifications

+ Pressure levels (*)
10-140 (ir\cremer\ts of 5)

* Precision ( £ 10%) at O flow rate

+ Cannuia flow rate! 100-600mi/mn
Pre-selected

* Precision (i 15%) of max. flow rate

+ Shaver flow rate: 200-800 mi/mn
Pre-seiected

* Precision (i 15%) of max. flow rate

* Shaver speed: 400-8000 rpm

(ir\crements of 1 OO)

Check the pressure and flow rates annually.
Contact the FMS Arter Sates Services if rates

differ from those specified.

Eiectrical specifications

Input power: 120/230V .
Frequer\cyl 50-60Hz

Current Draw: 500VA

Fuses: 5 A Time De!ay

Conforms to standard EN 60601-1

(Electromagnetic Compatibility)

Storage conditions

TemperaturesI -10° C (’1 4 F) to + 50° C (1 04 F)

Operating conditions
Temperaturesi +10°C (50 F) to + 50° C (104 F)
Retative humidity: 30to 75%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

ORDERING INFORMATION

EQUIPMENT Ref
fms duo® + (a!or\e) 4580
4 way foot pedal 4176
2 way foot pedal 4172
Tornado Shaver Har\dpiece (BOOOrpm) 8022
DISPOSABLES Rer
Shaver Cutters and Burs see page 41
One Day Set 4503
Patient Set 4509
Sir\gle Suction Tubing 4505
Irrigation Tubing 1102
FMS Waste coltection bag (1 0 Iiter) 1380
Suction cannula 4.5 mm 1580

ACCESSORIES:

Trocar for cannula Ref, 1580 1581

Obturator for cannuta Ref. 1580 1583
HIGH-FLOW SHEATHS:

ith trocar and obturator
Diam. 6mm STRYKER Z'StOpCOCK 1033

DYONICS 2-stopcock 1026
STORZ 2-stopcock
LINVATEC 2-stopcack

Diam. 6mm

Diam. 6mm

FMS 2-stopcock 1332

FMS BRUSHES:
Brush for shaver blades 3mm 7193
Box of 50 Pcs (1 OXS) X1 4mmm 7194
5mm 7195
6mm 7196

*} P .
ressure measured in pressure chamber
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FMS Cutter & Bur guide

Cutters

Optima! mode: Oscillate - 800 to 1500 RPM
FULL RADIUS: Light Yeliow.

ENGLISH

Excellent for all general debridement. LIMITEDREUSE STERILE
Diam. Ref. Ref.
3.5 mm 7300 7305
4.0 mm 7400 7405
5.0 mm 7500 7505

AGGRESSIVE: Light Orange.

Aggressive meniscal trimming, plica and synovium removal. LIMITEDREUSE STERILE
Diam. Ref. Ref.
3.5mm 7310 7315
4.0 mm 7410 415
5.0 mm 7510 7515

ULTRA AGGRESSIVE: Lignt Green. LIMITEDREUSE STERILE

Uitra aggressive meniscal trimming, plica and synovium removal
Diam, Rer. Rer,
3.5 mm 7320 7325
4.0 mm 7420 7425
5.0mm 7520 7525

MENISCUS CUTTER: Light Turquoise,

Good for meniscal trimming and joint debridement. LIMITED REUSE STERILE
Diam. Ref. Ref.
4.0 mm 7430 7435
50mm 7530 7535

LIT 090/MA

41

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Burs

Optimal mode: Forward - 2500 te 8000 RPM

ROUND BUR: Dark Green

Bone, cartilage and osteochondral debridement and osteophyte. LIMITEDREUSE STERILE
Diam. Ref. Rer.
4.0 mm 7750 7755
55 mm 7850 7855

BARREL BUR: Dark Biue

ldeal for resecting bone and cartilage

during acriomioplasty and notchplasty. LIMITEDREUSE STERILE
Diam. Ref. Ref.
4.0 mm 7760 7765
55mm 7860 7865

ROUND TORNADO BUR: Dark Purpte

Ultra-agressive bone, cartilage,

osteochondral debridement and osteophyte. LIMITEDREUSE STERILE
Diam. Rert. Ref.
4.0 mm 7770 7775
5.5 mm 7870 7875

BARREL TORNADO BUR: Burgundy

UItra'agressive bur, for bone resection

during acriomioplasty and notchpiasty. LIMITEDREUSE STERILE
Diam. Rer, Ref.
4.0 mm 7780 7785
5.5 mm 7880 7885

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mini blades

Smali Cutters

ENGLISH

MINI FULL RADIUS CUTTER: Light Yenow.
LIMITED REUSE STERILE

Length Diam. Ref, Length Diam. Ref.
80 mm 2.9mm 7250 80 mm_ 2.9mm 7255
80 mm_ 3.5mm 7340 80 mm_3.5mm 7345

MIN! ULTRA AGGRESSIVE CUTTER: Light Green. LIMITED REUSE STERILE

Length Diam. Ref. Length Diam. Ref.
80 mm 2.9mm 7270 80 mm 2.9mm 7275
80 mm 3.5mm 7370 80 mm 3.5mm 7375

MINE WHISKER CUTTER: Light Beige. LIMITED RELISE STERILE

Length Diam. Ref. Length Diam. Rer.

80 mm 2.9mm 7290 80 mm 2.9mm 7295

Smatt Burs

MINI ROUND BUR: Dark Green. LIMITED REUSE STERILE

Length Diam. Ref. Length Diam. Rer.
80 mm_ 2.0mm 7730 80 mm 2.0mm 7735
80 mm 3.0mm 7740 80 mm 3.0mm 7745

LiT 030/MA

43

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Chapter 8: Custumer service,
repairs and warranty

Customer Service,
Repairs and Warranty

for purchased or leased equipment

FMS Group guarantees to the first
purchaser or lessee of this unit that all
parts have been tested, inspected, and
shipped in proper working order.

FMS Group guarantees all new equipment
to be free from defects and workmanship
from the day of purchase for a period of!

frms duo® Rer. 4580 12 Months
4 Way Foot pedal Ret.4176 12 Months
2 Way Foot pedal Refr. 4172 12 Months
Tornado Handpiece Rer.8022 12 Months

FMS Warranty repair and labor is free if
during the warranty period.

A!ways return product with Product Return
Form (PRF) completed which can be
downloaded at!
www.fmsgroup.com/download/prfen.pdf

An equipment must be cleaned and or

sterilized before return, whichever is

applicable.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Products must be returned, to FMS Service
Center in original packaging. 13 original
packaging is not available use protective
cartons and packing material. Damage
caused to the equipment during transit is

under FMS

Consequent!y we recommend that you

not covered warranty.

insure your shipments appropriately.

FMS warrants at repair work performed on
non-warranty items to be free of defects or
workmanship for a period of 90 days from
the day the equipment is received by the

customer,

The Warranty is not applicable to products
that have been!

+ Used with equipment or disposables not
manufactured by FMS

N Equipment that has been tampered with,
altered, abused, or misused.

M Darnage caused by user error such as
equipment dropped, cables severed, fire
and water damage.

¢ Instruments that were serviced, or
repaired by non-FMS  authorized service

centers.
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ENGLISH

Distributed by.

Future Medical System S.A.
38 Chemin du Grand- Puits
1217 Geneva

Switzertand
Tei.:+41227831070
Fax:+ 412278504 95

Distributed by:

Future Medical System S.A.

504 McCormick Drive Glen Burnie
21061 Maryland

USA

Tet.:+ 1 470 761 9411

Fax:+ 1410761 9422

Manufactured by

Future Medicat System SA.
265 route de 1a Baronne
06640 Saint-Jeannet
France

Tel.:+ 334921204 74
Fax:+33492120475

LIT 090/MA

45

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 2

DUAL WAVE ARTHROSCOPY FLUID MANAGEMENT
DEVICE

AR-6480 Console Engineering Drawings

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AR-6482 Remote Engineering Drawings
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AR-6483 Foot Pedal Engineering Drawings
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