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5900 Optical Court -

San Jose, CA 95138
1: 408 754 2000 f: 408 754 2521

K09 277 stryker”

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS Endoscopy
Device Name
Proprietary Name: Stryker Arthroscope i
Common and Usual Names: Stryker Arthroscope '
Classification Name: Arthroscope (21 CFR § 888.1100, Product Code HRX)

Intended Use: Stryker Arthroscopes are endoscopic devices introduced into a patient to provide
an internal view or image of the interior of a joint for examination, diagnosis, and/or therapy.
Arthroscopes are indicated for use in arthroscopic procedures performed in the hip, knee,
shoulder, wrist (carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet
{plantar fascia release).

Device Description: Stryker Arthroscopes are endoscopic devices introduced into a patient to
provide an internal view or image of the interior of a joint for examination, diagnosis, and/or
therapy. The Stryker Arthroscope is a long tube containing a series of lenses. At the distal end, an
objective lens captures the image of the object. Lens along the rod relay the image. At the
proximal end, a proximal coupling lens relays the image to a CCD (Camera).

The Stryker Arthroscopes come in various diameters including 1.9mm, 2.3mm, 2.7mm, and
4.0mm. Larger size arthroscopes are used for general viewing, while smaller diameter
arthroscopes are used for restricted surgical sites. The Stryker Arthroscopes come in several -
directions of view including, 0°, 30°,45°, 70°. The direction of view enables viewing of different
parts. Materials of the Arthroscope include stainless steel, titanium, PEEK, Glass, and Sapphire.

Technological Characteristics: The Stryker Arthroscopes are substantially equivalent in
construction and materials to the predicate Henke Sass Wolf Arthroscopes (K080560).

Proposed Device Predicate Device Equivalence Impact on
Safety and
Effectiveness
Device ‘Stryket Arthroscope HSW Arthroscope
Technological Characteristics (Design)
The difterences PR
in the Field of |
‘Field of View view do not
(FOYV), 105°, 80°, 65° 85°, 105° Different affect the
Degrees safety and t,
' efficacy of the
device.
Direction of 0°,30°,45°,70° . | 0°,30°,45° 70°, 110° Same N/A

View
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Outer 4mmm, 2.7mm, 2.3mm, 4mm, 2.3mm-2.9mm, Same N/A
Diameter " 1.9mm 1.7-1.9mm
The lengths are
within the
range of the
predicate. The
Working 165mm, 140mm, 120mm, 195mm, 185mm, Different differences in
Length 75mm, 72mm, 58mm 140mm, 70mm, 60mm the length do
not affect the
safety and
efficacy of the
device.
Single Use or Reusable Reusable Same - Equivalent
Reusable
Light Guide ACM], Storz, Olympus, :
En?i Adapter Storz and Olympus Wolf & Dyonics Same N/A

Voluntary Safety and Performance Standards: The Stryker Arthroscopes conform to the
voluntary standards including but not limited to (Refer to Section 5.1):

Biological Evaluation of Medical Devices
10993-1: Biological Evaluation of Medical Devices-Part 1: Evaluation and Testing
10993-10: Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Delayed-
Type Hypersensitivity '

Electrical Safety Requirements Per 60601
IEC 60601-1: Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and
Essential Performance
IEC 60601-2-18: Medical Electrical Equipment - Part 2: Particular Requirements for the safety of
endoscopic equipment

AAMI/ISO Standards for Sterilization of Medical Devices
TIR 12: Designing, Testing and Labeling Reusable Medical Devices for Reprocessing in Health
Care Facilities
ISO 14937: Sterilization of Health Care Products - General Requirements for Characterization of
a Sterilizing Agent and the Development, Validation, and Routine Control of a Sterilization
Process for Medical Devices

Optics : :
ISO 8600-1: Optics and photonics — Medical endoscopes and endotherapy devices — Part 1:
General requirements .
ISO 8600-3: Optics and optical instruments: Medical endoscopes and endoscopic accessories
Part 3: Determination of field of view and direction of view of endoscopes with optics
ISO 8600-5: Optics and photonics-Medical Endoscopes and Endoscopic Accessories-Part 3.
Determination of Optical Resolution of rigid endoscopes with optics.
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Performance Testing: The subject device has been subjected to and passed electrical safety,
sterilization, and biocompatibility testing requirements. The patient contacting materials are
identical to the materials used in the predicated device (Henke Sass Wolf Arthroscope K080560).
The Stryker Arthroscopes met ali specified design and performance requirements.

Predicate Devices: The Stryker Arthroscopes are substantially equivalent in terms of safety and
effectiveness to the currently marketed device, Henke Sass Wolf Arthroscopes (K080560).

Substantial Equivalence: The technological differences between the Stryker Arthroscope and
Henke Sass Wolf Arthroscopes do not raise new questions of safety or effectiveness. Therefore
the Stryker Arthroscopes are substantially equivalent to the previously cleared Henke Sass Wolf
Arthroscope (K080560). Refer to Section 7.0 for a detailed comparison.

Contact;

ibir-Desal Date:
Stryker Endoscopy
5900 Optical Court

San Jose, CA 95138
Phone: 408-754-2784
Fax: 408-754-2521
Email: Shibir.Desai@stryker.com
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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W0606-G6H9
Silver Spring, ML 20593-0002

Stryker Endoscopy MAR - 5 2010
% Shibir Desai

Regulatory Affairs Analyst

5900 Optical Court

San Jose, California 95136

Re: K093677
Trade/Device Name: Stryker Arthroscope
Regulation Number: 21 CFR 888.1100
Regulation Name: Arthroscope
Regulatory Class: I
Product Code: HRX
Dated: February 25,2010
Received: March 2, 2010

Dear Shibir Desai:

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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misteading.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part §01); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set



Page 2 - Shibir Desai

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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.tda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809.him 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/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’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 (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor Y ouw/Industrv/default htm.

Sincerely yours,
F Ny

Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



INTENDED USE

Device Name: Stryker Arthroscope
S10(k) Number if known; \«OC] 3 & [ I

Stryker Arthroscopes are endoscopic devices introduced into a patient to provide an internal
view or image of the interior of a joint for examination, diagnosis, and/or therapy. Arthroscopes
are indicated for use in arthroscopic procedures performed in the hip, knee, shoulder, wrist
{carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet (plantar fascia
release). '

No known contraindications.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

< ' =7

(Divisjoh Sign-Off)
Division of Surg;

rgical, Ortp i
and Restorative Deviceg pede

510(k) Number_ 1; 0 73 €77
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-/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

e . Food and Drug Administralion
10903 New Hampshire Avenue
Document Contrel Room —WQG66-G60Y
Silver Spring, MD 20993-0002

Stryker Endoscopy MAR - 5 2010
% Shibir Desat '
Regulatory Affairs Analyst

5900 Optical Court

San Jose, California 95136

Re: K093677
Trade/Device Name: Stryker Arthroscope
Regulation Number: 21 CFR 888.1100
Regulation Name: Arthroscope
Regulatory Class: 11
Product Code: HRX
Dated: February 25, 2010
Received: March 2, 2010

Dear Shibir Desai:

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 controis provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 ‘
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set



Page 2 - Shibir Desai

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.

If you desire specific’advice for your device on our labeling regulation (21 CFR Part 801), please
go to http.//www.fda.gov/AboutEDA/CentersOffices/f CDRH/CDRHO fices/ucm 15809.him for
the Center for Devices and Radiological Health’s (CDRH’s) Oftice 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. gow’MedlcalDev1ces/Satety/Rep01t‘lProblem/default htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
‘Diviston of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default him.

Sincerely yours,
| gf, /)

Mark N Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



INTENDED USE

Device Name: Stryker Arthroscope
5100 Number ifknown: WO 3G

Stryker Arthroscopes are endoscopic devices introduced into a patient to provide an internal
view or image of the interior of a joint for examination, diagnosis, and/or therapy.-Arthroscopes
are indicated for use in arthroscopic procedures performed in the hip, knee, shoulder, wrist
(carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet (plantar fascia
release),

No known contraindications.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of gy
urgical, Orth -
and Restoratjye Devices opedi,

510(k) Number. D 73 677
{
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Februar); 26, 2010

510k Number: K093677

ER ENDOSCOPY
STRYKE Product: STRYKER ARTHROSCOPE

ENDOSCOPY DIVISION
5500 OPTICAL CT.
SAN JOSE, CALIFORNIA 95138

UNITED STATES
ATTN: SHIBIR DESAI

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 concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center 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
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.

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. [f, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome 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/MedicalDevices/ DeviceRegulationandGuidance/Overvicw/MedicaIDeviceProvisionsofF DAModer
nizationAct/ucm136685.htm.

If after 30 days the additional information (A}, or a request for an extension of time, is not received, we wili
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 request. 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.
Modernization Act. You may review this document at
htp://www.fda,gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will 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. -

7



Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
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 (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
- Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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U.S. Food and Drug Administration

"¢h Center for Devices and Radiological Health
Document Mait Center — W0O66-G60%
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

February 12, 2010

510k Number: K093677

TRYKER
S ENDOSCOPY Product: STRYKER ARTHROSCOPE

ENDOSCOPY DIVISION

5900 OPTICAL CT.

SAN JOSE, CALIFORNIA 95138
UNITED STATES

ATTN: SHIBIR DESAI

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 concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center 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 '
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402. htm.

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 burdensome 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/MedicalDevices/DeviceRegulationandGuidance/Overview/Medical DeviceProvisionsof FDAModer
nizationAct/ucm 1366835 .htm.

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 request. 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
Modernization Act. You may review this document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will 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.

246



Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If 9ou have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

‘"’h . Center for Devices and Radiological Health
: : Document Mail Center — WO66-G609

10903 New Hampshire Avenue

Silver Spring, MDD 20993-0002

December 01, 2009

STRY:KER ENDOSCOPY 510k Number: K093677

ENDQSCOPY DIVISION Received: 11/27/2009

5900 OPTICAL CT. Product: STRYKER ARTHROSCOPE
SAN JOSE, CALIFORNIA 95138

UNITED STATES
ATTN: SHIBIR DESAI

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) submitter.
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) 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) submission.

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/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMad
ernizationActMDUFMA/default.him

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/AboutFDA/ReportsManualsForms/Forms/default.him.

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 Clinical Trials.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.eov/ AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological




Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007

http://www. fda.gov/Medical Devices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm 134034 .htm. 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: 310(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(89402.htm.  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
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. 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
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., 31 0(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

hitp //www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/uem070201.htm .

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/default.htm. 1f you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff
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y [DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

Form Approved: OMB No 0910-511 Expiration Date: Janary 31, 2000, See | for OMB §
PAYMENT IDENTIFICATION NUMBER:

Write the Payment Identification number on your check. I

http://iwww fda.gov/oc/mdufmal/coversheet.html

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:

1. COMPANY NAME AND ADDRESS (include name, street
address, city state, country, and post office code)

. STRYKER ENDOSCOPY
5900 Optical Court

San Jose CA 95138

us

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

2. CONTACT NAME
Shibir Desai

2.1 E-MAIL ADDRESS . '
Shibir.desai@stryker.com

2.2 TELEPHONE NUMBER (include Area code)
408-754-2540

2.3 FACSIMILE (FAX) NUMBER (Include Area code)

Select an application type:

[X] Premarket notification(510(k)); except for third party
[1513(g) Request for informaticn

[ ] Biologics License Application (BLA)

[ ] Premarket Approval Application (PMA)

[ ] Modular PMA

[ ] Product Development Protocol (PDP)

[ ] Premarket Report (PMR)

[ }Annual Fee for Periodic Reporting (APR)

[] 30-Day Notice

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

3.1 Select a center

[X] CDRH

[1CBER
3.2_Select ane of the types below
[X] Original Application
Suppiement Types:"

[] Efficacy (BLA)

[] Pane! Track (PMA, PMR, PDP)
[) Real-Time (PMA, PMR, PDP)
(] 180-day (PMA, PMR, PDP)

qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[1YES, | meet the small business criteria and have submitted the reguired

[X] NO, { am not a small business

30 days of FDA's approval/clearance of this device.)

hitp:/iwww.fda.gov/cdrh/mdufma for additional information)

.

S. 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 (All of our establishments have registered and paid the fee, o this is our first device. and we will register and pay the fee within

[ 1 NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see

APPLICABLE EXCEPTION.

including any affiliates

[ ] This biologics application is submitted under section 351 of the Public - . i
Health Service Act for a product licensed for further manufacturing use only government entity for a device that is not to be distributed

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE

[1 This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support

conditions of use for a pediatric population
[ ] The application is submitted by a state or federal

commercially

[]YES [X]NO

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEINA
PEDIATRIC POPULATION THAT NOW PROPOSES 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).

13-Nov-2009

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
4 \ Form FBA 3601 (01/2007)

"Close Window" Print Cover sheet

7

)
\

https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?ordnum=60463... 11/13/2009

259



DEPARTMENT OF HEALTH AND HUMAN SERVICES : Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120
Expiration Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page .
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
Noverber 8, 2009 (b)(4) Trade §

SECTION A TYPE OF SUBMISSION -
PMA PMA & HDE Supplement PDP 510(k) Meeting i

[C] original Submission (] Regular (180 day) (] original PDP B<] Origina! Submission: [(] Pre-510(K) Meeting '

[C] premarketReport + | [ ] Special [[] Notice of Completion X Traditional : [] Pre-IDE Meeting

[] Modular Submission [J Panel Track (PMa Only) | [] Amendment to PDP 7] Speciat [] Pre-PMA Mezting |

[[] Amendment 1 (] 30day Supplement Abbreviated (Complete | ] Pre-PDP Meeting i

. D seclion |, Page 5) .

(] Report (] 30-day Notice - : [] pay 100 Meeting

(] Report Amendment [[] 135-day Supplement 0 Adkdiana Informesion [ Agreement Meeting

[[] Licensing Agreement [] Real-time Review [Jmird Party [ petermination Meeting

Amendment to PMA & Other ify):
D HDE Supplement D (spocil.
[ other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Il Designation i
(De Novo}

0O Original Submission [C] original Submission (] original Submission [] originat Submission [513¢9) w7
[J Amendment (1 Amendment [] Additional Information [T Additional Information O Odther b submissiont '
[T] supplement ] Supplement (describe submissionr.

[] Report i
[(] Report Amendment |
Have you used or cited Standards in your submission? Kyes [INo (If Yes, please complete Section i, Page 5)

SECTION B SUBMITTER, APPLICANT OR SPONSOR . R
Company / Institution Name Establishment Registration Number (if known) H
Stryker Corporation 2936485
Division Naw applicable) Phone Number {including area code)
Endoscopy 408-754-2540
Street Address FAX Number (including area code) i
5900 Opticat Court 408-754.2521 |
City State 7 Province ZIPiPostal Code | Country .
San Jose cA 95138 us
Contact Name ) i
Shibir Desai o
Contact Tite Contact E-mail Address L

Regulatory AfTairs Analyst Shibir Desai@Stryker.com

SECTION C APPLICATION CORRESPONDENT {(e.g., consultant, if different from above)

Company / Institution Name

Division Name (if applicabie) Phone Number (including area code} |

Street Address FAX Number (inciuding area cods) !
i

City State / Province ZIP Code Country

Contact Name ' .

Cantact Title Contact E-mail Address ) 1

FORM FDA 3514 (3/08) Page 1 of 5 Pages

P8C Gruphica (301) 4431080 EF
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SECTION D1

[T New Device

[[] withdrawal

7] Additional or Expanded Indications

[C] Reguest for Extension

D Post-approval Study Protocol

[[] Request for Applicant Hald

[] Request for Removal of Applicant Hold

(] Request to Remove or Add Manufacturing Site

REASON FOR APPLICATION - PMA, PDP, OR HDE

[[] change in design, component, or
specification:
[ software /Hardware
[] cotor Additive
[ Material
{7 specifications
{] Other (specity below)

|:] Location change:
] Manutacturer
] sterilizer
[(] Packager

D Report Submission:
] Annuat or Pericdic

[ Process change:
[ Menufacturing [ Packaging
[~ Sterilization
[[] Other (specify betow)

[:l Labeling change:
{ ] indications
[T nstructions
[] Performance Characteristics
[ shels Life
(] Trade Name

[[] Response to FDA comespondence:

[:I Other {spacify below)

{ ] Post-approval Study
[] Adverse Reaction
[[] Device Defect

[C] Amendment

[[] change in Ownership
[[] Change in Correspondent
[_] Change of Applicant Address

D Other Reason (specity):

SECTIOND2 .

- [[] New Device
[[] New Ingiication
[ Addition of Ingtitution
[ Expansion / Extension of Study
] IRB Certification
[7] Termination of Study
[ withgrawal of Application
[[] unanticipated Adverse Effect
|:| Motification of Emergency Use
[[] compassionate Use Request
[ Treatment IDE

REASON FOR APPLICATION - IDE

[] Change in:
{_] Carrespondent/Applicant
[[] Design/Device
(] Informed Consent
] Manutacturer
(] Manufacturing Process
] Protocol - Feasibility
] Protocol - Other
{ ] sponser

[] Respanse to FDA Letler Concerning:
[] conditional Approval
D Deermed Approved
[] oeficient Final Report
[] Deficient Progress Report
[] Deficient Investigator Report
[:] Disapproval

] Request Extension of
Time to Respond to FDA

[ Report submission:

[] Request Meating
D Request Hearing

SECTION D3

[X] New Device

(] Continued Access [ cument Investigator
[} Annual Progress Report
D Site Waiver Report
[] Final

[[J other Reasen (specity):

REASON FOR SUBMISSION - 510(k)

IR Additional or Expanded Indications

{_] Change in Technology

[} other Reason (specify):

FORM FDA 3514 (3/08)

Page 2 of 5 Pages

257)




SECTION E ADDITIONAL INFORMATION ON 510{K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concemning,
; safety and effectiveness information
1{ HRX 2 3 4
E 510 (k) summary attached
5 8 7 g [C] 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
¢ 510k} Number Trade or Propn'starjr or Model Name Manufacturer
4| K080560 1 | Henke Sass Welf Arthroscope 1 | Henke Sass Wolf’
2 2 2
3 3 3
4 4 4
5 5 5
1 ] 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or usual name or dassification name !
Stryker Arthroscope '
Trade or Proprietary or Model Name for This Device Mode! Number
1| Stryker Arthroscope 1} N/A
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardiess of outcome) 1
1 K771200 2 , 3 4 5 6
7 8 9 10 11 12
Daia Included in Submission
D Laboratory Testing |:| Animal Trials |:] Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code . C.F.R. Section {if applicable) Device Class
HRX 888.1100 (Ncass1 [ Class i
Classification Panel
[Jclasstt  [] Unclassified
Arthroscope '
Indications {from labeling)
]
The Stryker Arthroscope and Accessories is an endoscopic device with accessory devices which attach to the Arthroscope and is intended to examine and/or perform i
surgery on the interior of a joint. Arthroscopic minimally invasive procedures are performed in the hip, knee, shoulder, wrist {carpel tunnel syndrome), temporal- |
mandibular joint, ankle, elbow and feet (plantar fascia release). ;

Page 3 of 5 Pages

25%
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FDA Document Number (if known}

Note: Submission of this information does not affect the need to submit 2 2881 or
2891a Device Establishment Registration form.

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
. Facility Establishment {dentifier (FEI) Number — " "
K] original Manufacturer [[] contract Sterilizer
[ Ag [ oetete D Contract Manufacturer || Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Stryker Corporation 2936485

Division Name (if applicable) Phone Number (including area cods)}

Endoscopy 408-754-2540
‘| Sireet Address FAX Number (including area code)
5900 Optical Court 408-754-2124
City State / Province : ZIP Code Country
San Jose CA 95138 us
Contact Name Contact Title Contact E-mail Address
Shibir Desai Regulatory Afizirs Analyst Shibir Desai{@Siryker.com

Facility Establishment Identifier (FEI
{0 original acilty Establishment Idantfier (FE1) Number [ Manutacturer [ Contract Steilizer
[JAde [(] Delete [] Contract Manufacturer  [_] Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Division Name (if applicable) Phone Number (including area cods)
Street Address FAX Number (including area code)}
City State / Province ZIP Code Country
Contact Name Contact Title Contact E-mail Address

FORM FDA 3514 (3/08) [Add Continuation Page| Page 4 of § Pages
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Decfaration of Conformity to a Recognized
Standard" statement.
Standards No. Standards Standards Title Version Date
Organization
International Optics and optical instruments Medica! endoscopes and endoscopic 12/01/2003
1SO 8600-3 Organization for accessories Part 3: Determination of field of view and direction of First Edition
Standardization view of endoscopes with optics
Standards No. Standards Standards Title Version Date
Organization
Internaticnal Medica! Electrical Equi : i F2/0172005
1 : pment - Part 1: General Requirements for . ..
[EC 60601-1:2005 Elecrotechnical Basic Safety and Essential Performance Third Edition
Commission
Standards No. Standards Standards Title Version Date
Organization :
Inermational Medical Electrical Equipment - Part 2: Particular Requirements for
2- : : ‘e 08/01/1996
{EC 60601-2-18 Electrotechnical the safety of endoscopic equipment Second Edition
Commission
Standards No. Standards Standards Title Version Date
Organization
International Optics and Optical Instruments-Medical Endoscopes and Endoscopic G1/01/2005
15O 8600-5 Organization for Accessories-Part 5: Determination of Optical Resolution of rigid First Edition
Standardization endoscapes with optics.
Standards No. Standards Standards Title Version Date
Organization
Stertlization of Health Care Products - General Requirements for
ANSVAAMIISO | Tnternational Characterization of a Sterilizing Agent and the Development, First Editio 12/15/2000
14937 Organization for Validation, and Routine Contro! of a Sterilization Process for Medical s "
Standardization Devices
Standards No. Standargs Standards Title Version Date
Organization ’
Y Designing, Testing and Labeling Reusable Medical Devices for . "
AAMITIR 12 AAMI Reprocessing in Health Care Facilities First Edition 1212372004
Standards No. Standards Standards Title Version Date
Organization
Internationat . . .
. . —_ . 01/05/2005
150 8600-1 Organization for Optllcs and photorucs Mcd:ci_i! endoscopes and endotherapy second edition
L devices — Part |: Genzral requirements
Standardization
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of the Chief Information Officer (HFA-710}
5600 Fishers Lane
Rockville, Maryland 20857
An agency may not conduct or sponsor, and a person is not required o respond 10, a collection of information unless it displays a currently valid OMB control number.

FORM FDA 3514 (3/08)

Page 5 of 5 Pages
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Form Appravad: OMB No. 0810-0120; Expiration Date: 8131/10

Department of Heallh and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

ences a national or international standard. A separate report is required for each standard refarenced in the 510(k).

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-

TYPE OF 610(K) SUBMISSION
/] Traditional ] special [0 Avbreviated

STANDARD TITLE " ANSEJAARI 7180 1RG5 )~ Serilizedion o6 1eeticed devices -Genend fupiremends for
trarackerizodion, ob ghorilizing aaer tnd tre ALvelOpmedti Volidalon, end vookian cordrol of e
Sherils rakton frucess I A0AC

Pleass answoer the followlng questions ‘ Yes  No
Is this standard recognized Y FDAZT ... rrismeisirsimssssssamisesases st st ssssssstsisisssstsiisssssssssnssss ¥
FDA RECOGNIION MUMDBEI? . ...coviuecesimmiresissmsisrnassssssstinsstssassnsss st srana s ssas s sme s bR bbb #14-88

Was a third party laboratory responsible for testing conformity of the device 1o this standard ldentified
1 118 SAO(K)? wevveerverereneessssssssssssmsssnssassonsassscesebs 448858 EERESS12578 1 2455001004151 8 20001 VM O

Is @ summary report* describing the extent of conformance of the standard used included in the
BAO(KY? +evecroscs e 444585881 AR 0 ¢
If no, complete a summary report table.

Does the lest data for this device demonstrate conformity to the requirements of this standard as 1

DETLAINS 10 TS UBVIGET vvrvrsrevrercosrssssssssssss oressrasss s sssessesssssss s sasas s sAb s i |
Does this standard include acceptance criteria? ... il O
if no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tESIST ......cc..wcoecerimasrssseresersenss 0O W
If yes, report options selected In the summary report table,
Wera there any deviations or adaptations made in the use of the standard? ...........vrmsssssisnen O @
If yes, were deviations In accordance with the FDA supplemental Information sheet (SIS)°7 ..., O )
Were deviations or adaptations made beyond what is spacified In the FDA SIS?....c.oevvinniiniiinn O WV
If yes, report these deviations or adaptations in the summary report table,
Were Ihere any exclusions from the Standard? ... e O ¥4
If yes, report these exclusions In the summary report table.
{s there an FDA guidance® that is assoclated with 1his StaNAIA? ... [}
if yes, was the guldance document followed in preparation Of this 510K? cvveveireriernrrnnrieisannresernnenes ¥4 (]
Title of guidance: Updated 510(k) Sterllity Review Guidance K90-1
1 The formatting convention for the tllle is: [SDO) [numerle identiNer] certification body Involved In conformance assessment lo this
[tite of standard] [dete of publication] standard. The summary repori includes informalion on ol standards
7 authorlty {21 U.S.C. 360d), wawvw.ida.gov/cdrhisidsprog.himl ulilfzed during the devalopment of the device.
3 ntprifwnvw.accessdata.fda.goviseripisicdriveldocs/ct Standards/ § The supplementa! Information shest (SIS} Is additicnal information
search.cfm which Is necessary bafore FDA recognizes the slandard. Found al

4 The summary report should Include: eny adaptations used 1o adapt mlp:m-fww.aocessdal&lda.govlscrlp!s!cdrwcfducs{ctStandardsl

10 the davice under review {for example, alternativa test methods); search.cim
choices made whan options or a selection of mathods are described; 8 Tho online search for CDRH Guldance Documenis can be found at

daviallons from tha slanderd; requiraments not epplicatle lo the www.[da.gov/cdrhiguldance.html
device; and the nams and address of the lest isboratory or

FORM FDA 3854 (9/07) Page 1 PSC Gingies 13011 331890

EF
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STANDARD TITLE AN
C’\-ufau’\‘cr'. zehidny, of ‘;.\'t{;“"‘b‘(\b oral cnd Yhe devedop reud Vel Aedion (rad vodion corinol ol o

Yo
CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER sEcnou TIMLE Geotard re.Auirc-::p\s tor dharadtatodion of CONFORMANGE?
Sheritiziegg eonecl sed Ve vel Q@ treed VLN el ) cends
ALL routing contrl of o SYer Vg alion PrOceSs . Wives Lino [inm

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves CIno Oa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION .

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

vos [ine Elwma

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and Indicate whether conformance Is met. If a section Is not applicable {(NW/A)
an explanation s needed under “justification” Some standards include options, so similar 1o deviations, the option chosen neads
to be described and adequately Justified as appropriate for the subject device. Explanation of ali deviations or description of
options salected when following a slandard is required under “type of deviailon or option selected,” "description” and “justifica-
tion” on the reporl. More than one page may be necessary.

* Types of devialions can include an exclusion of a aectlon in the standard, a deviation brought out by the FDA supplemental
Information sheet (SIS), a deviation lo adapt the standard fo the davice, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average T hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
complcting and reviewing the collection of information. Send comments regarding this burden estimale or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not condct or sponsor, and a person is not requived to respond 1o, a collection of information
timdess 1t displays a currenily valid OMB control number.

FORM FDA 3654 (9/07) Page 2



Form Approved: OMB No. 0910-0120; Explration Date: 8/31/10

Department of Heatth and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
- - (To be filled In by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a natlonal or international standard. A separate report is required for each standard referenced in the 510{k).

TYPE OF 610{K) SUBMISSION
/1 Traditionat L[] special [T Abbreviated

STANDARD TITLE? AR T2 - DLS;'-j-\ir\§| *‘(_‘s‘rll‘q, [2rNY \(s..‘o{.\\'c\e) Lot teadiced &I.V;ms r¢,9{,-_,¢(_s..;nq
in el cate Caoibilies t A guide Sor meie\ devi e Pronufadunts. ‘

Please answer the following questions Yas No
IS this standard recogRIZEd DY FDAZ? ... iesesssssmsssissrssisssssssassessbsbasssssisssnseisisrsessessmafersasnes O @
FDA RaCOGMIION NUMDBET 2 c.eeiririeeer s irnerss s snssssssisssisisscasssrsstssssssesesssrasassesssss dobsssstsnsassanssns snssasss st ssinass # _

Was a third party laboratory responsible for testing conformity of the device to this standard idenlified
I NG BTO(KYT +eevuireemrrcrermreece it st srs b s bbb s n e s aesd ah e peabasre b S b e b easas e e e e seaEaE T e be beRER TS TE e aranaase e msais

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? v1vvrvesvesemesssosesssmasssssssssesesssseesessasststossass s sesssseseesasass e sasessssnchestsabare s i ch b et s RR AR
If no, complete a summary report table.
Does the test data for (his device demonstrate conformity to the requirements of this standard as it
pertains to this device? ....crwresseersseeonc. Leeeeresrsre s s s ra et R amene e bbb A A RS se R na s et rR s 0
Does this standard InClude acCeptance CrILETIA? ........o.wiesrieroririremisssssarssssesas sesss s sasessssassesss O
If no, include the results of testing i the 510(k).
Does this standard inciude more than one option or SElEcton Of 1ESIST .......eceinrivrrecsreerernssssnsnsraseses O @
I yes, report oplions selected in the summary report table.
Were there any doviations or adaptations made In the use of the SEaNAArG? ... eeeeceeeveererrerorercrnins O &
if yes, were daviations In accordance with the FDA supplemental information sheet (S1S)57 .............. O (1
Were deviations or adaptations made beyond what Is specified in the FDA SIS?......cccuciemmmernrercins a A
If yes, report these devlations or adaplations In the summary raport table,
Waere there any exclusions from the standard? ... s . W ¥2)
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that Is associated with this S1andard? ... wcrrermcrsereemsesmmessersesnares M O
If yes, was the guidance document followed in preparation of this 510K? ....vmiecm i, ]
Title of guidance: Updated 510(k) Sterility Review Guidance K90-1

' The formatling conventlon for the titte Is: (SDO) [ntsmeric Identifier] cerlification body involved in confermance assessmant to this

[titte of slandard] {date of publicallon] standard. The summary report includes Informalion on sl standards
2 Authority [21 U.S.C. 360d], wwv.fda.govicdrivstdsprog.html utltized dudng the developmant of ihe device,
3 hilp:www.accossdata.fda.goviscriptsicdriieldocs/cfSlandards/ % The supplemental information sheet {8IS) Is additional Information
seacch.cim which Is ascessary belere FDA recognizes the standard. Found at

+ The summeary reporl should include: any adaptatlons used to adapt Rlip:/fevw.accossdata.fda goviscriptsledrhicidocsiciStandardst

to the device under roview {for example, aiternative test methods); search.clm
cholces mads when options or a selectlon of methods are described; © The online search for CORH Guldance Documents can be found at
deviations from the standard; requiremenls not applicable to the wwidagovicdrhiguldance.himl
davige; and the name and address of the tes! laboratory or
FORM FDA 3654 (0/0T) . Page 1 . 15¢ Graghics 101 i ttwn  EF

&S



v

STANDARD TITLE De,s('c,mm,,ﬁc.sk«). oI \c-.\ac\\'h.-s Teusable rmeficed devices CeProcessing in e Wn
Cote. 5«:.‘! \!'h‘u, :
CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTIONTITLE (¢S gningy, Fesking, and \«\u\-.m,} (ousolds, CONFORMANCE?
ALL Medi el damices (eprocessing In heal careSacitities Plves [ONe [Ina

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATICN

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves [One Owia

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATICN

SECTION NUMBER SECTION TITLE CONFORMANCE?

Eives Ene Diwm

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For compleleness list ail seclions of the standard and indicate whether conformancs Is met, If a section is not applicable (N/A)
an explanation Is neaded under *Justification.” Some standards include options, so similar to deviations, the option chosen naeds
{o be described and adequatsly Justifled as appropriate for the subject device. Explanation of all devialions or descriplion of
options selected when following a siandard is required under “lype of deviation or option selected,” *description” and “justifica-
flon™ on the report. More than one page may ba necessary.

* Types of deviations can include an exciusion of a seclion In the standard, a deviation brought out by the FDA supplemental
information sheet {SIS), a deviatfon to adapi the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
lime for reviewing instructions, searching exisling data sources, gathering and maintaining the dala nceded, and
completing and reviewing the collection of information, Send comments regerding this burden estimatc or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiologicol Health
1350 Piccard Drive ’
Rockville, MD 20850

An agency may noi conduci or sponsor, and a person is not requived to respond to, a collection af information
unless it displays a cinrrenily valid OMB control nunber.

FORM FDA 3654 (9/07) Page 2
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Farm Appsoved; OMB No. 0910-0120; Explration Dale: 8/31/10

'Depariment of Heaith and Human Services
Foed and Drug Adminisiration

STANDARDS DATA REPORT FOR 510(k)s
{To be fliled in by applicant)

This report and the Summary Report Table are lo be completed by the applicant when submilting a 510(k) that refer-
ences a national or International standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION "
/] Traditional [J special ] Abbreviated )

STANDARD TITLE ! -
1S0 8§600-1 Optics and photonics-Medical endoscopes and félifl'_fifl]’_f.{_rahy devices-Part1:General requirements: 2005

f ————————

Please answer the following questlons L Yos - No
Is this standard recognized by FDA2? .............. ]
FDA RECOGIION NUMBEL ¥ ...vvoerere e s sererss s sesessenesss oS s s bbb #9-37 —
Was a third party laboratory responsible for testing conformity of the device to this standard identified
1 ERE BO(KY? vvorverevvves e esesssesesessesssessassssssestessss st LR AR 1R TS £J
Is a summary report* describing the extent of conformance of lhe standard used included in the
BAOLK)? evvvvenreeerevessecesesessesesssesss s sesss st AR SR LR 8L 1SR e ¥4
If no, complete a summary report table.
Does the test data for this device demonstrate conformily to the requirements of this standard as it
PErtains 10 this JBVICET ....iimrieirimirnie et s b O
Does this standard include acceptance Criteria? ... e 2 a1
If no, include the results of testing in the 510(k). '
Does this standard include more than one option or setection of 18sIS? ... R Vi
If yes, report options selected in the summary report lable,
3 '-ini_u",:;;ﬁl;"} —

Woere there any deviations or adaptations made In the uég_'-df'the‘fstandard? ........................................ 4 V%]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS}*7.............. 3 ]
Were devialions or adaptations made beyond whal Is specified in the FDA SIS? e Lereres O 3]
if yes, report these deviallons or adaptations in the summary report table.
Were there any eXClUSIoNs from the SANAAIA? ..........oocoeeisesrmrresmsseessmessmssmesssssssrseneressmssssssmssrsssss
if yes, report these exclusions In the summary report table.
Is there an FDA guldance® that Is assoclated with this standard? ..o 1 i
If yas, was the guldance document followed In preparation of this ST0K? ... N ]
Title of guidance: . . -

! The formatling convention for the title is: (SDO] {numerle identifier) cortificalion body Involved in contorman»;':e assessment (o this

ltille of standard] [date of publication} standard, The summary raport includes infarmation on all slandards
2 Authority [21 U.S.C. 3604}, wwav.ida.gov/cdrh/sidsprog.hitml ulllized during the development of the device.
3 hitp:fhwwvw.accessdala.fda.goviscrpts/cdrhicldocsiciStandards/ 5 The supplomenlal Information sheel (S13) is additional information

which is nacessary before FDA recognizes ihe stendard, Found at

sgarch.cim
4 The summary report should include: any adaplations used to adapt hitp:iiwww.accessdata. fda.goviscripisiedrhveidocs/iciStandards/ :

16 the device undsr review (for examptle, ailernative test methods); search.cim ]
cholces made when opilons or a selectlen of methods are described; ® The onlina search lor CORH Guidance Documents can be fourd al

daviatlons from ihe standard; requirementa not applicable to the www.fda.goviedriguidance.himi
device; and the neme and addrass of the lest laboratary or Vi,
FORM FDA 3654 (9/07) ChipgdE . N
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORY TABLE

STANDARD TITLE
180 8600-1 Optics and photonics-Medical endoscopes and endotherapy devices-Part1:General requirements: 2005

CONFORMANCE WiTH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
1 General Requirements Vives DOine [wea

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

CONFORMANCE?
Flves [Ine Vina

SECTION NUMBER SECTION TITLE

TYPE OF DEVIATION OR CPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
' Cives Cno ¥wm

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicale whether conformance is mel. If a section is not applicable (NfA)
an explanation is nesded under “justification.” Some standards include oplions, so simitar to deviations, the option chesen needs
to be described and adequalely justifled as appropriate for lfie; spb]ecl devica. Explanation of alt deviations or description of
optlions sslected when following a standard is required under 1ype of deviation or option selecied,” “description” and “justifice-
tion” on the report. Moro than one page may be necessary.

* Types of deviations can include an sxclusion of a ssction in the standard, a deviation brought oul by the FDA supplsmental
information sheet (515}, a deviation to adapt tha standard to ihe device. or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated (o average 1 hour per response, including the
time for reviewing instructions, searching existing dafa sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information, Send comments regarding this burden estimate or any other
aspect of this collection of infonnaiion, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An ageacy may not conduct or sponsor, and a person is not reguived to respond to. a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2



Form Approved: OMB No, 0910-0120; Expiration Date: 8/31/10

Department of I-féﬁlth‘énd Human Services
Food and Drug‘AdminIstrauon

STANDARDS DATA REPORT FOR 510{k)s
{To be fliled in by applicant)

F

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-

ences a national or International standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

4 The summary reperl should include: eny adaplations used lo adapt
to the device undar review (for exampla, allernalive test methods);
cholces made when options or a selection of inethods are dascribad;
deviations from the standard; requirements not applicable to the www.ida.govicdrhfguidance. him!
davice; and the neme and address of lhe tesl laboratory or

search.cfm

/] Traditional [ special [ Abbreviated
STANDARD TiTLE
ISO 8600-3 Optics and optical instruments Medical endoscopes and endoscopic accessories 11997 Amendment 1:2003
T=F'Iaas.9 answar the following questions Yos No
Is this standard recognized by FDAZ? ... cesrensseeeeseonene et erererre e eseniaten SO ¥ 8]
FDA RECOGNIION NUMBEE2 1.1.eevceee o aarcsesraassenesscesereessonsesssassesassessssssnemsemsseesssssstsenssnesssssesssssnesmssosss H9758
Was a third parly laboratory responsible for tesllng conformity of the device to this standard identified
in the 510(k)? ... O
Is a summary repor!‘ describlng the extent of confornlanc vof the standard used included in the
BAO(K)? covvevrerrerensenss o ssssssssssassas e s snsis n st e e e e g s RS R RRSns
ifno, complete a summary report lab!e e
Does the test data for thls device demonstrate conformity to the requirements of this standard as it
pertains {0 this deviCe? ..o (]
Does this standard Include acCeptance CTItEMa? ..........c.cimmmimmmmmmmmnermmsmmsn ]
i no, include the resuits of {esting In the 510(k).
Does this standard include more than one oplion or SEIBCHON Gf tESIS? ....ovv.veieeveeeeieerreeereer s areenene O 7]
If yes, report options selected in the summary report table.
Were there any devialions or adaptations made In the use of the standard?... SO I ¥4
If yes, were devialions in accordance with the FDA supplemental Information sheet (SIS)-"? .............. il O
Were deviations or adaptations made beyond what Is specified in the FDA SIS .o cvceenvecciiniinienns O i}
If yes, report these deviations or adaptations in the summary report table.
Waere there any exclusions from the StANAETAT ........ccoeeeeveceneiisrinsess e esesesssssressisesesrsenesceennn L4 )
If yes, report these exclusions In the summary report table.
Is there an FDA guidance® that is associated wilh this §tandard? RO TUUUOVR Bl | Wi}
If yes, was the guldance document followed in preparaihp Ah O 0
Title of guldance: - reem
' The formetting convention for the title Is: [SDO] [numerle Identifier] cartification body Invoived In conformance assessmenl o this
[titte of standard] {date of publication} ' standard. The summary reporl includes information on all slandards
2 puthority [21 U.S.C. 360d], www.fda.govicdrh/sidsprog.htmi utllized durlng the develepment of the device.
¥ hutps/iwww.accessdala.fda.gov/scriplsiedrivcfdocs/ciSlandards! * The supplemantal Information sheet (SIS) is additional Information
search.cfm which is necessary belore FDA recognizes the slandard. Found al

hlip:iwww. accessdata. fda.goviseriplsfcdrhicldoes/ciSlandards/

* The onlina search for CORH Guldance Documents can be found at

FORM FDA 3654 (9’07) Page 1 PSU Graphsis 1013 ME-A000
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
180 8600-3 Optics and optical instruments Medical endoscopes and endoscopic accessortes: 1997 Amendment 1:2003

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFQRMANCE?
3 Determination of field of view and directio of view of endoscopes with optics | #/1ves [INo [ nia

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
D Yes D No QJ N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
FClves Dine Tlna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whethar conformance is met. If a seclion is nol applicable {N/A)
an expfanation is needed under “justiflcalion.” Soma slandards include oplions, so simllar o deviations, the option chosen neads
lo be described and adequatsly Justified as appropriate for the subject device. Explanation of all deviations or descriplion of
oplions selected when following a standard is required under “iype of deviation or option selecled,” "description” and “juslifica-
tion" on the report. More than one page may be necessary.

* Types of deviations can include an excluslon of a section in the standard, a deviation brought out by the FDA supplemental
information shest (SIS}, a deviatlon to adapt the standard to the device, or any adaptation of a seclion.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is cstimated to average | hour per response, including the
time for reviewing instructions, searching existing dala sources, gathering and maintaining the data needed, and
completing and reviewing the colleetion of information. Send comments regarding this burden estimate or any other
aspect of this colection of information, including supgestions for reducing this burden, to;

Center for Devices and Radiological Health
1350 Piccard Drive |
' Rackville, MD 20850

An agency may pot conduct or sponsor, and a person is not required to respond to. a collection of information
undess it displays a currently valid OMB control immher;

M L

FORM FDA 3654 (9/07) . Page2 ‘
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Form Approved: OMB No. 0910-0120; Expiration Dale: 8/31/10

Dapartment of Health and Human Services
Food and Drug Adminisiration

STANDARDS DATA REPORT FOR 510(k)s
{To be filied it by appllcant)

ences a national or international standard. A separate report is required for aach standard referenced in the 510(k).

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-

TYPE OF 510(K) SUBMISSION .
&1 Traditional O spectal =7

3 Abbreviated

STANDARD TITLE ' -
. IS0 8600-5 Optics and photenics Medicnl endoscopes and endotherapy devices:2005..

hitp:ivrwvw.accossdala. fda.goviseriptsfedrhicidocsiciStandards!
search.cfm

cholces made when oplions or 8 selectlon ol methods are dascnbe(ﬁ Ay ( ® The online search for CORH Guidance Documents can be found at

deviatlons from the slandard; raquirements not applicable to the °
davice; and the name and address of (he lest iaboratory or e

+ The summary report should Inciude: any adaptations used lo adapt

Please answer the following questions Yos No
15 this Standard racognizad DY FDAZT ...........owwmeeeresossemsssreressesssssostossssesssisissssoessssnssseseserassssssesessses 0
FDA RECOGNIION UIMDEI? ......o.vocecsveevsssesscressasssseoneceseesesssesosesesebeeeeses s beeseseressseesessrssesaereeseererereese #939
Was a third party laboratory responsible for tesling conformity of the device to this standard identified
BV N8 BT0CKY? 1.vevreererisnssiessrsssrssmssrss s s sassasssecasssassnsscsnsssesssnsesanns bbbttt 1
Is a summary report" descrlb[ng the extent of conformance of the standard used included in the
510(k)7 ... OO O OO O OO OO OROTORRVOOT O I NN V4
If no, comp!ate a summary reporl lable
Doss the test data for this device demonstrate conformily to the requirements of this standard as it
pertains to this device? .. 0
Does this standard INGIUAe aCCEPLANCE CHLEMIAT ....vuvveerverereressriseenserseesssieseesesrsermtsecesmseresssemsesesermseene 1) )
If no, includa the results of tesling in the 510{k).
ey 3. [ETH

Does this standard include more than one option or séledtién of T i 4
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made In the use of the standard?.. RO I Vi
if yes, were deviations In accordance with the FDA supplemental informallon sheet (SIS)-”? ............ O 0O
Were devialions or adaptations made bayond what is specified in the FDA SIS7.....cceeeveecvveecree 1 ¥4
If yes, report these deviations or adaptations in the summary repori table.
Woere there any exclusions from the SEBNOAMGT ... ssrssssessrmesssnssssssssinsstersresrensarenerines | ¥4
If yes, report these exclustons In the summary report table.
Is there an FDA guidance® that is assoclated with this SIaNGard? .....cocervernencicisvenciorvessrneoses 13 )
If yes, was the guldance document followed in preparation of this 510K? .........ccveeereerfinrescnsenene L1 [
Title of guidance:

! The formatling convention for the litle is; [SDO] [numeric identifier] cerlification body involved In conformance assesamant 15 this

[title of slandard] {date of publication) slandard, The summary repon includes information on all slandards
7 authority {21 U.S.C. 360d), wwwe.lda.govicdihvstdsprog. himi utilized during lhe developmen? of the dsvice.
3 hitp:Iiwww. accessdata.ida.goviscriptsicdrh/cidocs/ciSlandards/ *The supplementat information sheel (SIS) is additfonal infarmalion
search.cim which is necessary before FDA recognizes the standard. Found af

FORM FDA 3654 (9]07) Page 1 PAC Giraphics {J08F 643190
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T

EXTENT OF STANDARD CONFORMANCE
SUMMARY.REPORT TABLE

STANDARD TITLE .
150 8600-5 Optics and photonics Medical endoscopes and endotherapy devices: 2005

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
5 Determination of optical resolution of rigid endoscopes with optics Plves [Ono [Dnia
TYPE OF BEVIATION OR OPTION SELECTED * ’
DESCRIPTION
JUSTIFICATION
SECTICN NUMBER SECTION TITLE CONFORMANCE?

Cives [One @Inia

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Cives [Ine Piwa

TYPE QOF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance Is met. if a section Is not applicable (NfA)
an explanation ts needed under “justification” Some slandards include options, so similar to deviations, the option chosen needs
io be described and adequately justifled as appropriate for the subject device. Explanation of all deviations or description of
oplions selected when following a standard is required under “lype of devlalion or oplion selected” “description” and *justifica-
tion” on the repori. More than one page may be necessary.

* Types of deviations can include an exclusion of a secllon In the standard, a deviation brought out by the FDA supplemental
Information sheet (SiS). a deviation to adapt the standard o the device, or any adaplation of a section,

Paperwork Reduction Act Statement

Public veporting burden for this collection of information is estimated to average I hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piceard Drive
Rockville, MD 20850

An agency mnay not conduet or sponsar, and a person is not reguived to vespond to, a collection of information
unless it displays a currenty valid OMB control number:

FORM FDA 3654 (9/07) Page 2




Form Approved: OMB No. 0910-0120; Expiration Dals: B/31/10

Department of Health and Human Services
Food and Drug Administrallon
STANDARDS DATA REPORT FOR 510{k)s
{To ba filled in by applicant) .
This report and the Summary Report Table are to be completed by the applicant when submiting a 510(k) that refer-
ences a hational or International standard. A separate report is required for each standard referenced in the 510(k).
TYPE OF 510(K) SUBMISSION
¥} Traditional ] special [J Abbreviated
STANDARD TITLE ¢ ;
IEC60601-1: General requirements for safety
Please answor the following questlons Yos No
Is this standard recognized by FDAZ7? ....coviiniiieininnne reeaes st e OOV ¥ 0
FDA RECOGNIION NUMDBETY .oovvvoeviereseissesssnsrsiens s snsnsesstsesssssssssssssssssesssasasssssessssesssraees renssrersremnens HA
N
Was a third party laboratory responsible for testing conformity of the device to this standard identified
I8 BO(KY? covvrrseecnmeeresemnrsssmesrsssesssssessessianss eresmear s aseesa e seens OO OTOOTO
Is & summary report* describing the extent of conformance of the standard used included In the
BAO(K)? vevvecrrerssevessessssssssssasssseseisnsssnsabassesesesasssas £sssssssnssesesssensssass o et bnsseasee s seesemaseseicnonas et
If no, complete a summary report table.
Does the test data for this device demonstrate conformity to the requirements of this standard as it
Prtains to this dBVICET ... werreesssrecrsnimsssasssessssssenssesessins vt enas et e sreateen {1
Does this standard Include ACCOPLANCE CIHBIIAT ....vueiwserarremsssmrsssssssssssinsssssssrasssssnsssessssesesssacssssece . & 0O
if no, include the resulis of tesfing in the 510(k).
Doss this standard include more than one option or selection of tests? ........occcicveiveiiarn breeeetnn areeens [
If yes, report oplions selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .........ocuimmearesciccncnns | ¥
If yes, were devlations in accordance with the FDA supplemental information sheet (SIS)57? .............. O ]
Were deviations or adaptations made beyond what Is specified In the FDA SIS?......cwrerirsererees O
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? ........ceesiersirsssens ettt arries 0 &
if yes, report these exclusions in the summary report table.
ts there an FDA guidance® that Is assoclatad with this standard? ... s Crestreretanarsteitnas 0 A
If yes, was the guldance document followed In preparation of this 510k? ..., N I i
Title of guidance:
1 The formatling convention for the Utle fs: {SDO] [numeric identifier] - cerlification body involvad In conformance assessment (0 this
[litta of standard] [date of publication] standard, The summary reparl includes Information on all standards
2 Authority [21 U.S.C. 360d], www.fda.govicdrhistdsprog.hitml |, ulilized during the development of the device.
% hitp:fivww.ocoessdala.ida.goviscriptsicdrivicidocs/ciStandards/ % The supptemental infarmation sheet (S1S) is additional information
search.cim ) which is necessary belore FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapl hitp:ifwvew.accessdata. da. goviscrtptsicdriveldosslciStandards/
to the device under review (for example, alternative tas! methodsy; search.cim
choices mads when opllons or a seleclion of methods are described; % The anline search for GDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable o the www.fda.govicdrhiguldance, html
device; and tho name and address of tha tesl taboratory or
FORM FDA 3654 (9/07) Page 1 50 Grapiics 3603 4430000 EF
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EXTENT.OF ST, TANDARD CONFORMANC ‘
SUMMARY REPORT TABLE -

STANDARD TITLE )
IEC60601-1: General requirements for safety

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE CONFORMANCE?

3 General requirements Mives [One [na
TYPE OF DEVIATION OR OPTION SELECTED *

3.6, 3.7, 3.8, 3.9 do not apply.

DESCRIPTION

N/A

JUSTIFICATION

Not apply as the standard is for specific requirements which our device does not have.

SECTION NUMBER SECTION TITLE CONFORMANCE?

5 Classification Vives [Ono [Cwwa
TYPE OF DEVIATION OR OPTION SELECTED *

5.1 does not apply

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device Is ot electrically powered,

SECTION NUMBER SECTION TITLE CONFORMANCE?

5 Classification Fives Dne Eina

TYPE OF DEVIATION OR OPTION SELECTED *
5.5, 5.6 do not apply

DESCRIPTION
NA

JUSTIFICATION
Not apply as our device is not electrically powered.

* For completeness list all sections of the standard and indicate whether conformance is met. if a section is not applicable (N/A)

to be described and adequately Justified as appropriate for 1he subject device. Explanailon of all deviations or description of
options selected when following a standard is required under “type of deviation or optlon selected,” “description” and “justifica-
lion" on tha report. More than one page may bs necessary.

* Types of deviallons can include an excluston of a seclion in the standard, a deviation brought out by the FDA supplemental
information sheel (SIS), a deviallon to adapt the standard to the device, or any adaptation of a secilon.

an exptanation is needed under “justification.” Somse standards includs options, so similar to deviations, the option chosen needs

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is cstimated to average 1 hour per response, including the
time for reviewing insiructions, searching existing data sources, gathering and msintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of infornation, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not condhict or sponsor, and a person is not required to respond fo, a collection of information
unless it displays a curvently valid OMB control number.

FORM FDA 3654 (8/07) Page 2
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EXTENT OF STANDARD CONFORMANCE

SUMMAI

RY REPORTTABLE .. .

STANDARD TITLE
IEC60601-1: General requirements for safety

CONFORMANCE WITH STANDARD SECTIONS®
SECTION NUMBER SECTION TTLE CONFORMANCE? .
6 Identification, marking and documentation Vives [Ine [Dna
TYPE OF DEVIATION OR OPTION SELECTED *
6.2,6.3,64,6.5,6.6,6.7 "donot apply.
DESCRIPTION
N/A

JUSTIFICATICN -
Not apply as our device has no medical gas and connections, no indicator lights, no push-buttons for camtion/emergency use.

SECTION NUMBER SECTION TITLE CONFORMANCE?
10 ' Environmentat conditions ives [Clno [Ina
TYPE OF DEVIATION OR OPTION SELECTED*
10.2.2
DESCRIPTION
N/A
JUSTIFICATION
Not apply as our device is not electrically powered and has no infernal power.
SECTION NUMBER SECTION TITLE CONFORMANCE?
14 Requirements related to classification 1 ves No D) nea
TYPE OF DEVIATION OR OPTION SELECTED*
N/A
DESCRIPTION
N/A
JUSTIFICATION

Not apply as our device is not electrically powered and has no power supply.

* For completensss list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards inciude optlons, so similar to devialions, the option chosen needs
to be described and adequatsly Jusfified as appropriate for the subject device. Explanation of all deviations or description of
opifons selected when following a standard Is required under “type of deviation of oplion selected,” “description” and “Justifica-
tion™ on the report. More than one page may be necessary.

* Types of deviations can Include an sxclusion of a ssclion in the standard, a deviation brought out by the FDA supplemental
Information sheet (S1S), a deviation to adapt the standard to the device, or any adaptallon of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing inslructions, scarching exisiing data sources, gathering and maintaining the data nceded, and
completing and reviewing the collection of information, Send comments regarding this burden estimate or any other
aspect of this collection of informalion, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required o respond to, a collection of information
unless it displays a curvently valid OMB contral miunber.

FORM FDA 3854 (9/07) Page 2
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NT OF STANDARD CONFORMANCE
-SUMMARY:REPORTTABLE - | -

STANDARD TITLE
IEC60601-1: General requirements for safety

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE CONFORMANCE?
15 Limitation of voltage and/or energy 1 ves No NIA
TYPE OF DEVIATION GR OPTION SELECTED * )
N/A
DESCRIPTION
N/A:

JUSTIFICATION .
Not apply as our device is not electrically powered.

SECTION NUMBER SECTION TITLE CONFORMANCE?
16 Enclosure and Protective covers [ Yes No [Jwa
TYPE OF DEVIATION CR OPTICN SELECTED*
N/A
DESCRIPTION
N/A

JUSTIFICATION
Not apply as our device is not electrically powered and is not a lamp holder.

SECYION NUMBER SECTION TITLE . CONFORMANCE?
17 Separation . Mives Ene Dlwa
TYPE OF DEVIATION OR OPTION SELECTED *
17.a
DESCRIPTION
N/A

JUSTIFICATION
Not apply as our device is part of the applicd part but is not depended upon for isclation.

* For completeness list all sections of the standard and Indlcate whether conformance Is mat. if a section is not applicable {N/A)
an explanation is needed under *justification.” Some siandards include oplions, so slmllar o deviations, the option chosen needs
to be described and adequately Justified as appropriate for the subject device. Explanation of all devlalions or description of
options selected when following a slandard is raquired under “type of deviation or option selected,” “description™ and “juslifica-
tion® on the report. More than one page may be necessary.

¢ Types of deviallons can Include an exclusion of a section in the standard, a deviation brought out by the FOA supplementaf
information sheset (SIS}, a devlation to adapt the standard {o the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporling burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, scarching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collcetion of information. Send comments regarding this burden estimate or any other
aspeel of this colicetion of infonnation, including suggestions for reducing this burden, to;

Center for Devices and Radiological Health
' 1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required 1o respand to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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 STANDARD CONFORMANCE
SUMMARY. REFORT TABLE |

STANDARD TITLE
IEC60601-1: General requirements for safety

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE CONFORMANCE?

17 Limitation of voltage and/or energy Flves [One Tna
TYPE OF DEVIATION OR OPTION SELECTED*

¥74d,e,f, gk
DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device is only an accessary and not electrically powered.

SECTION NUMBER SECTION TITLE CONFORMANCE?
18 Protective earthing, functional earthing and potential equalization Fives [Onoe [Clwa
TYPE OF DEVIATION OR OPTION SELECTED *
18.1-1 '
DESCRIPTION
N/A

JUSTIFICATION
Not apply as our device is only an accessary and not electrically powered.

SECTION NUMBER SECTION TITLE ‘ CONFORMANCE?
19 Continuous leakage currents and patient avxilliary currents Dves Minoe Dina

TYPE OF DEVIATION OR OPTION SELECTED*
N/A

DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device is not an electrical device and does not contribute any teakage current.

* For completeness list all sections of the standard and Indicate whether conformance is met. If a section is not applicable (N/A) -
an explanation Is nesded under *Justification.” Seme standards include optlons, so simitar to devlations, the opticn chosen needs
to be describad and adequately jusiified as appropriate for the subject device. Exptanation of all deviations or description of
options selected when followlng a standard Is required under “lype of devlalion or option selected,’ “descriplion” and “justifica-
tion" on tha reporl. Mors than ona page may be necessary.

* Types of devlations can include an excluslon of a section in the standard, a deviation brought out by the FDA supplemenial
information shesl (S1S), a deviation to adap! the standard lo the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data necded, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this Burden, to:

Center for Devices and Radiological Health
1350 Piceard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 {9/07) Page 2



ENT OF STANDARD GONFORMANGE -
UMMARY.RE '

EPORT TABLE :

STANDARD TITLE . s
1ECGD60!-1: General requirements for safety
CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER | SECTION TITLE CONFORMANCE?
20 Dielectric strength Oves Fine Clwa
TYPE OF DEVIATION OR OPTION SELECTED*
N/A
DESCRIPTION
N/A
JUSTIFICATION
Not apply as our device is not an electrical device.

SECTION NUMBER SECTION TITLE . CONFORMANCE?

21 Mechanical strength Clives Mine [lwa
TYPE OF DEVIATICN OR OPTION SELECTED *

N/A

DESCRIPTION

N/A

JUSTIFICATION

Not apply per IEC60601-2-18

SECTION NUMBER | SECTION TITLE CONFORMANCE?

22 Moving parts , Bves Moo Dhnma
TYPE OF DEVIATION OR OPTION SELECTED *

N/A

DESCRIPTION {

N/A

JUSTIFICATION
Nat apply as our device is only an accessary, has no moving part,

* For completeness list all seclions of the standard and Indicate whather conformance is met. If a section is nol applicable (NfA) -
an explanation is needed under *fustification.” Some standards include optlons, so similar lo deviations, the option chosen neads
(o be described and adequately Juslified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a slandard is required under “lype of deviation or optlon selected,” “doscription” and "justifica-
tion® on the report. More than one page may be necessary.

* Types of deviallons can include an exclusion of a section In the slandard, a deviation brought out by the FDA supplemental

information sheet (SIS), a deviation to adapt the standard lo the device, or any adaptetion of a section.
e

Paperwork Reductlon Act Statement

Public reposting burden for this collection of information is estimated to avernge 1 hour per response, including the
time for reviewing instructions, scarching existing dala sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding (his burden estimate or any other
aspect of this collection of infonnation, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or spensor. and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2



STANDARD TITLE
IBC60601-1: (iin_e-ral requirements for safety
' CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
25 Expelted parts [ Yes No [ nia
TYPE OF DEVIATION OR OPTION SELECTED*
N/A
DESCRIPTION
N/A

JUSTIFICATION
Not apply as our device is not electrically powered, no display vacuum tubes either.

SECTION NUMBER SECTION TITLE CONFORMANCE?

28 Suspended masses [(Tves Fine [na
TYPE OF DEVIATION OR OPTION SELECTED*

N/A

DESCRIPTION

N/A

JUSTIFICATION
Not apply as there is no suspension system with/withoul safety device for our device.

SECTION NUMBER SECTION TITLE CONFORMANCE?

29 X-Radiation Dves Hino Giwn
TYPE OF DEVIATION OR OPTION SELECTED *

N/A

DESCRIFTION

N/A

JUSTIFICATION
Not apply as our device is not intended to produce X-Radiation.

* For completeness lis! all sections of the standard and indicate whether conformance is met. If a saclion is not applicable {(N/A)
an explanation is neaded under “Justification.” Some standards include options, so similar lo deviations, the option chosen needs
to be described and adsquately justifled as appropriate for the subject device. Explanation of afl devialions or description of
oplions selected when following a standard is required under “type of deviation or option selecled,” “description” and “lustifica-
tion" on the reporl. More than one page may be nscassary.

* Types of deviations can include an excluslon of a seclion In the standard, a deviation brought out by the FDA supplemental
information sheet (S1S), a deviation to adapt the standard to the device, or any adaptation of a seclion.

Paperwork Reduction Act Statement

Public reporling burden for this collection of information is estimated to average t hour per response, including the
time for revicwing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the coilection of information. Send comments regarding this burden estimale or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not condusct or sponsor, and a person Is not required to respond to, a collection of informaiion
' unless it displays a currently valid OMB control number:

FORM FDA 3654 (9/07) Page 2
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AT T

TERT OF STANDARD GONFORMANGE ~ ~
"% 'SUMMARY.REPORT TABLE B

STANDARD TITLE

IEC60601-1: General requirements for safety
P —

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

37, 38, 39, 40, 41 Protection against hazards of ignition of flammable anaesthetic mixtures ' Oves Hine [
TYPE OF DEVIATION OR OPTION SELECTED *

N/A '

DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device is not a flammable anaesthetic mixture.

SECTION NUMBER SECTION TITLE . CONFORMANCE?

44 Overflow, spillage, Jeakage, humidity, ingress of liquids, cleaning, etc. Pves [Ono Clnwa
TYPE OF DEVIATION OR OPTION SELECTED *

44.2,44.3, 44.4, 44.6

DESCRIPTION

WA

JUSTIFICATION

Not apply as our device does not contain a liquid reservior; there is no electrical property on our device,

SECTION NUMBER SECTION TITLE CONFORMANCE?
45 Pressure vessels and parts subject to pressure Cves Fino Cina

TYPE OF DEVIATION OR OPTION SELECTED ¢
N/A

DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device hsa no pressure vesseds and not intended 1o use for pressure release.,

* For complaleness Jist all sections of the standard and Indicate whether conformance is met. If a section is nat applicable (N/A)
an explanation is needed under "justification.” Some standards include options, so similar to devialions, the option chosen needs
to be describad and adequately juslified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard s required under "type of deviatlon or option selected,” "description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a seclion in the standard, a deviation brought out by the FDA supplemental
information shest (SIS), a deviation to adapt the standard to the device, or any adaplation of a section.

Paperworlt Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiolagical Health
1350 Piceard Drive
Rockvitle, MD 20850

An agericy may not canduct or sponsar, and a person is not vequired to respond to, a collection of information
unless it displays a currently valld OMB control number.

FORM FDA 3654 (9/07) Page 2



"' .EXTENT OF STANDARD CONFORMANCE
" SUMMARY REPORT TABLE

STANDARD THLE
IEC60601-1: General requirements for safety

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

49 Interruption of the power supply Oves #ne [Dna
TYPE OF DEVIATION OR OPTION SELECTED*

N/A

DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device is not electrically powered.

SECTION NUMBER SECTION TITLE CONFORMANCE?

51 Protection against hazardous cutput Oves #ine Dina
TYPE OF DEVIATION OR OPTION SELECTED*

N/A

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device does not protect against hazardous outputs, not exceed safety limits.

SECTION NUMBER SECTION TITLE CONFORMANCE?

52 Abnormal operation and fault conditions 3 ves No [} NiA
TYPE OF DEVIATION OR OPTION SELECTED ®

N/A

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device is not electrically powered, and not applicable for single fault conditions.

* For completeness list all sections of the slandard and indicate whether conformance is met. If a section is not applicabla (N/A)
an explanation is needed under "Justification” Some standards inciude optlons, so similar to deviations, the option chosen needs
to be described and adequately Justified as appropriate for the subject device, Explanalion of all deviations or description of
options selected when following a standerd is required under “lype of deviallon or option selecled,” “description” and “juslifica-
tion” on the report. Mgre than one page may be necessary.

+ Types of deviations can include an exclusion of a sectlon In the standard, a deviation brought out by the FRA supplemental
Information sheel (SIS), a deviation to adapt the standard 1o the device, or any adaptation of a section,

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated {o average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and revicwing the collection of information. Send commenis regarding this burden estimaic or any other
aspect of this collection of information, including suggestions for reducing this burden, 10:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may nol conduct or sponisor, and a person Is not required to respond la, a collection of information
unless It displays a cuvrently valid OMB control number.

FORM FDA 3654 (9/07) : Page 2
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LN

XTENT OF STANDARD CONFORMANGE - -

(7 'SUMMARY REPORT TABLE -
STANDARD TITLE :
IEC60601-1: General requirements for safety

CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TTLE CONFORMANCE?

56 Components and general assembly Oves ¥INo NIA
TYPE OF DEVIATION OR OPTION SELECTED*

N/A

DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device is not electrically powered.

SECTION NUMBER | SECTION TITLE CONFORMANCE?

57 Main parts, components and Iayout Oves Mine lna
TYPE OF DEVIATION OR OPTICN SELECTED*

N/A

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device is only an accessory and has no electrical properties.

SECTION NUMBER | SECTION TITLE CONFORMANCE?

58 Protective earthing - Terminals and connections ) Q Yes No BN
TYPE OF DEVIATION OR OPTION SELECTED * ’

N/A '

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device is only an accessory and has no electrical properties.

* For completensss list all sections of the standard and indicate whether conformance is met. if a seclion Is not applicable {N/A)
an explanation Is nesded under *justification.” Some slandards Include optians, so simllar to devlations, the option chosen needs
1o be described and adequately justified as appropriale for the subject devics. Explanation of all deviatlons or description of
options selected when foilowing a standard is required under “lype of deviation or option selected,” “description” and “Justifica-
lion" on the reporl. More than one page may be necassary.

* Types of deviations can Include an exclusion of a seclion in the standard, a davlation brought out by the FDA supplemental
information shest (SIS), a deviation lo adapt the slandard to the device, or any adaptation of a section.

Paperwork Reductlon Act Statement

Public reporting burden for (his collection of information is estimated lo average | hour per response, including the
time for reviewing instructions, searching existing dala sources, gathering and maintaining the data necded, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduet or sponsor, and a person is not required 1o respond 1o, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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XTENT OF STANDARD, CONFORMANCE
- “SUMMARY REPORTTABLE ™

STANDARD TITLE
IEC60601-1: General requirements for safety

CONFORMANCE WITH STANDARD SECTIONS!

SECTION NUMBER  { SECTION TITLE CONFORMANCE?

59 Construction and layout {7 Yes Ne [Jna
TYPE OF DEVIATION OR OPTION SELECTED *

N/A '

DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device has no electrical properties, has no oil containers,

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves Ko Cina

TYPE OF DEVIATION CR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Yes [ Ne NIA

TYPE OF DEVIATION OR OPTION SELECTED*®

DESCRIPTION

JUSTIFICATION

* For completeness list all seclions of the standard and indicate whather conformance is mel. if a section Is not applicable (N/A}
an explanation Is needed under “Justification” Some standards include options, so similar to deviations, the oplion chosen needs
{o be described and adequately juslified as appropriate for the subject device. Explanation of all deviations or description of
oplions setected when following a standard s required under “type of deviation or optlon selected,” “dascripticn” and “justifica-
tion™ on the report. More than one page may be necaessary.

* Types of deviatlons can include an exclusion of a seclion in the standard, & deviation brought out by the FDA supplamental
information shest {SIS), a deviation to adapt the slandard to the devics, or any adaplafion of a section.

Paperwork Reduction Act Statement

Public reporting burden for this colleciion of information is estimnated to average | hour per response, including the

= time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of infonmation, including suggestions for reducing this burden, to:

Center for Devices and Radiolhogical Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is ot required to respond fo, a collection of information
wnless it displays a enrrently valid OMB control number.

FORM FDA 3654 (9/07) Page 2




Form Approved: OMB No. 0810-0120; Expiralion Date: 831/10

Depariment of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510{k)s
{To ba filled In by applicant}

This report and the Summary Report Table are to be completed by the appiicant when submitting a 50(k) that refor-
ences a natlonal or Internalionai standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

1 Tradilional ] speciat [1 Avbreviated
STANDARD TITLE' ‘
IEC 60601-2-18 Medical electrical equipment- particular requirements for the safety of endoscopic equipment
— — |
Please answer the following questions Yes No
IS this Standard recognizad BY FDAZZ ..........cuieesserssesrsssssssssmssssssssesessessiassasseisssassisssissssssssssssseses g O

FDA Recognition number?® .........coevrireeens evesssissieresEan Tt e e e BEIY T SE SRS ARE SR bR CR O R OO bR TS B R e A s ga12

Was a third party laboratory responsible for tasting conformity of the device to this standard identified
IS BT0(K)T weorrierenemiinsssnesississs s sns s s s sansveenspsasasesmeas e eterere et e R e e SRR SRS

{s a summary report describing the extent of conformance of the standard used included in the
BAO(K)? cvvvrsnrmresersssesssesesssessstsssensssessessess essesse s asesabe oL ERR SRR RS S E RIS F AR R B 0

If no, complete a summary report table,

Does the test data for this device demonsirate conformily to the requirements of this standard as it

POHAINS 10 IS UBVICE? .vovvvevveessserseesssesesssesssssssissassnsasssssninsss HEHRIARER T R RSS R b bt Rt [l
Does this standard iNclude ACCEPLANCE GIIATIAT ......cwweermmssrseciosisscsssmssisinsrsrersssssisssssssssssssssssmesssessoss ¥ O
If no, Include the resulls of testing in the 510(k).
Doos this standard include more than one option or selection of tests? ... O ¥
If yes, report oplions selected I the summary repori table.
Were there any deviations or adaptations made In the use of the standard? ..., 1
If yes, were deviations in accordance with the FDA supplemental information sheet {SIS)57 e ] 0
Were deviations or adaptations made beyond what is specified in the FDA SIS7.....occriciinniniinnnne O ¥y
If yes, report these deviations or adaptations in the summary report table.
Were lhere any exclusions from the Standard? ... st £ W
If yes, report these exclusions in the summary report table.
is there an FDA guldance® that Is associaled with this standard? ..., 0 [
If yes, was the guidance document followed In preparation of this ST0K? v..c.eroveniiciieiecinisisiniisnies O N
Titla of guldance:
1 The formatting canvention far the Ulle Is: {SDO) fnumarlc idantifier) cartification body Involved in confosmance assessment lo this
[thle of standard] [dale of publication} standard. The summary repart includes Infarmation on all slandards
2 Autharlly (21 U.S.C. 360d). www.fda.govicdrhistdsprog.himf ullized during the development of the device,
3 hitp:iwww.accessdata. (da.goviscrplsicdrivcldocsicfStandards/ % The supplemental information sheet (SiS) Is addilionat Information
search.cim which Is necessary before FDA recognizes the slandard. Found at
4 The summary report should include: any adaptalions used to adapt hnp:h;v\'ffw.accessdaIa.fda.goviscrlplslcdrhfc!docs]c!Slandardsl
1o the device under review {for example, aliernalive test methods); search.cim
cholcas made when optlons or & seleclion of mathoda are descrlbed; % Tha online search for CORH Guidance Documents can ba found a1
deviations from the standard; requirements nol applicable to the www.(da.gov/edrhiguldance.html
device; and the name and address of the tesl laboratary or
FORM FDA 3654 (2/07) Page 1 50 Gt 300 Mk EF
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UMMARY REPORTTABLE .~

STANDARD TITLE
IEC 60601-2-18 Medical electrical equipment- particular requirements for the safety of endoscopic equipment

CONFORMANCE WITH STANDARD SECTIONS*

Not apply as our device is not a High frequency surgical equipment.

SECTION NUMBER SECTION TITLE - CONFORMANCE?

3 General requirements Flves OnNe Elna
TYPE OF DEVIATION OR OPTION SELECTED*

3.102, 3.103 do not apply

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device is not ultrasonic device, and does not provide a plurality of functions.

SECTION NUMBER SECTION TITLE CONFORMANCE?

6 Tdentification, marking and documents Aves Tino [iwa
TYPE OF DEVIATION OR OPTION SELECTED *

6.8.2 aa)-5,6 do not apply

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device las no lamp, no gas embolism.

SECTION NUMBER | SECTION TITLE CONFORMANCE?

6 ldentification, marking and documents Fives Eno B wia
TYPE OF DEVIATION OR QPTION SELECTED*

6.8.2.bb) does not apply

DESCRIPTION

N/A

JUSTIFICATION

* For completeness list all seciions of the slandard and Indicate whstﬁer conformance Is mat. If a section is not applicable (N/A)

i be described end adegualsly justified as appropriate for the subject device. Explanation: of all deviations or description of
options selected when following a standard is requlred under “type of davlation or option selgcted,” "description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an excluslon of a section in the standard, a daviation brought out by the FDA supplemental
information sheel {SIS}, a deviation to adapt the standard to the device, or any adaplation of a section.

——

an explanation is nesdod under “justification” Soms standards include aptions, so simitar to deviations, the optlon chosen needs

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or spensor, and a person is not required to respond to, @ collection of information
unless it displays a curvently valid OMB control munben.

FORM FDA 3654 (9/07) Page 2
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UEXTENT OF STANDARD.GONFORMANCE & ="~ ...
SUMMARY REPORTTABLE . ..~

STANDARD TITLE
IEC 60601-2-18 Medical electrical equipment- particular requirements for the safety of endoscopic equipment

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

20 Dielectric Strength Oves Mno [
TYPE OF DEVIATION OR OPTION SELECTED *

N/A

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device hsa no electrical propertics,

SECTION NUMBER | SECTION TITLE CONFORMANCE?

36 Electromagnetic compatibitity ' Oves Kine Dwa
TYPE OF DEVIATION OR OPTION SELECTED *

N/A

DESCRIPTION

N/A

JUSTIFICATION
Not apply as our device has no clectrical properties,

SECTION NUMBER SECTICN TITLE CONFORMANCE?
42 Excessive temperatures . Flves Eno Cina

TYPE OF DEVIATION OR OPTION SELECTED*®
42.5 Guards

DESCRIPTION
N/A

JUSTIFICATION
Not apply as our devicehas no lamp.

* For completeness list all sections of the standard and indicate whether conformance is met. If a section Is not applicable (N/A)
an axplanation Is needed under “justification” Some standards Include oplions, 80 similar to deviations, the option chosen needs
io be described and edequalely justified as appropriate for the subject device. Explanation of all deviations or description of
oplions selecled when [ollawing a standard is required under “type of deviallon or opilon selected,” “description” and “Justifica-
tion" on the report. More than one page may be necessary.

* Types of devialions can include an exclusion of a seclion in the standard, a deviation brought out by the FDA supplemental
Infermation sheet (SIS), a deviation lo adapl the standard to the davice, or any adapiation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of informetion is estinated (o average | hour per response, including the
time for reviewing instructions, seerching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimnate or any other
aspect of his collection of information, including suggestions for reducing this burden, to:

Center for Devices and Rediological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required fo respond fo, a collection of information
unless it dispiays a currently valid OMB conirol rumber.

FORM FDA 3654 {9/07) Page 2
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STANDARD TITLE
IEC 60601-2-18 Medical electrical equipment- particular requirements for the safety of endoscopic equipment

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
42 Excessive temperatures Vives [Ono [Mwwa

TYPE OF DEVIATION OR OPTION SELECTED *
42.10] Thermal hazards for High frequency surgical equipment

DESCRIPTION
N/A

JUSTIFICATION
Not apply as our device Is not a high frequency equipment.

SECTION NUMBER SECTION TITLE CONFCRMANCE?

56 Components and general assembly Vives [ine [lma
TYPE OF DEVIATION OR OPTION SELECTED * .

56.3¢

DESCRIPTION

NA

JUSTIFICATION

Not apply as our device is a endoscope, ‘

SECTION NUMBER SECTION TITLE CONFORMANCE?

57 Main parts, Components and fayout Elves Hine D
TYPE OF DEVIATION OR OPTION SELECTED *

N/A

DESCRIPTION

N/A

JUSTIFICATION

Not apply as our device has no electrical properties.

* For completeness list all seclions of the standard and indlcate whether conformance is met. If a section is not applicable {(N/A}
an explanalion is needed under Jjusltification” Some standards include options, go similer {o deviations, the option chosen needs
lo be described and adequately justified as appropriate for the subject device, Explanation of all deviations or descripiion of
options selecied when following a standard is required under “type of deviation or option salected,” "description” and “juslifica-
tion® on the reporl. More than one page may be necessary.

* Types of deviations can include an exclusion of a ssction In the standard, a deviatlon brought oul by the FDA supplamental
information sheet {SIS), a deviation o adapt the standard to the device, or any adaptation of a saction.

Paperwork Reduction Act Statement

Public reporiing burden for this collcction of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of infonnation, Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond 1o, a collection of information
unless it displays a curvently valid OMB control number.

FORM FDA 3654 {9/07) Page 2
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5900 Optical Court
San Jose, CA 95138
t: 408 754 2000 f: 408 754 2521

stryker

Endoscopy
FDA CDRH DMC

November 25, 2009

NOV
Food and Drug Administration 27 2009
Center for Devices and Radiology Health ‘Received
510(k) Document Mail Center (HFZ-401) /b\
9200 Corporate Boulevard \l(“

Rockville, MD 20850

Re: Stryker Endoscopy (FDA Registration # 2936485) - Traditional 510(k) Pre-Market
Notification for Stryker Arthroscopes

Dear Sir or Madam:

In accordance with section 510(k) of the Federal Food, Drug and Cosmetic Act, as amended,
through this pre-market notification we are notifying the FDA of Stryker Endoscopy’s intent to
market the Stryker Arthroscopes.

The different sections and supporting documentation of this submission are organized as
described by the table of contents. A separate summary of the safety and effectiveness is
included. This submission will substantiate the safety and effectiveness of the Stryker
Arthroscopes

If there are any questions regarding this 510(k) pre-market notification, please contact me by
phone 408-754-2784 or email Shibir.Desai@Stryker.com.

Sincerely,

Regulatory Affairs Analyst
Stryker Endoscopy
" San Jose, CA 95138
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5900 Optical Court
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PREMARKET NOTIFICATION _
TRUTHFUL AND ACCURATE STATEMENT

[ certify that, in my capacity as a Regulatory Affairs Analyst of Stryker Endoscopy, [ believe to
the best of my knowledge, that all data and information submitted in the pre-market notification
are truthful and accurate and that no material fact has been knowingly omitted.

By: % = Date_{py 25, 2ccA
/5—’/
Shibir Desai
Regulatory Affairs Analyst

Stryker Endoscopy
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INTENDED USE

Device Name: Stryker Arthroscope .

510(k) Number if known; Koq 3% ( I

Stryker Arthroscopes are endoscopic devices introduced into a patient to provide an internal
view or image of the interior of a joint for examination, diagnosis, and/or therapy. Arthroscopes
are indicated for use in arthroscopic procedures performed in the hip, knee, shoulder, wrist
(carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet (plantar fascia
release).

No known contraindications.

’

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

|
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5900 Optical Court
San Jose, CA 95138
t: 408 754 2000 f: 408 754 2521

stryker

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

Endoscopy
Device Name ‘<Oc( 365’[7
Proprietary Name: Stryker Arthroscope
Common and Usual Names: Stryker Arthroscope
Classification Name: Arthroscope (21 CFR § 888.Y100, Product Code HRX)

' 4
Device Description and Intended Use: Stryker Arthroscopes are endoscopic devices introduced
into a patient to provide an internal view or image of the/interior of a joint for examination,
diagnosis, and/or therapy. Arthroscopes are indicated i&r use in arthroscopic procedures
performed in the hip, knee, shoulder, wrist (carpel tunnel syndrome), temporal mandibular joint,
ankle, elbow, and feet (plantar fascia release). /

/

Voluntary Safety and Performance Standards: The Arthroscc)p@onfonn to the voluntary
standards including but not limited to (Refe?t’o Section 5.1):
Biological Evaluation of Medical Devic G
Electrical Safety Requirements Per 60
AAMU/ISO Standards for Sterilization of Medical Devices
ISO Standard for Optical Performagce

Predicate Devices: The Strykey’ Arthroscope are substantially equivalent in terms of safety and
effectiveness to the currently pharketed device, Henke Sass Wolf Arthroscopes (K080560).

Substantial Equivalence:/The technological differences between the Stryker Arthroscope and
Henke Sass Wolf Arthrogcopes do not raise new questions of safety or effectiveness. Therefore
the Stryker Arthrosco ivalent to the previously cleared Henke Sass Wolf
Arthroscope (K08056f). Refer to Section 7.0 for a detailed comparison.

e —— ] /Uaxzza?w@

Date:

8-754-2784
08-754-2521
Email:/ Shibir.Desai(@stryker.com

STRYKER Arthroscope 510(K) SUBMISSION p. 50f13
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1.0 INTRODUCTION

This traditional 510(k) submission letter is submitted to notify the FDA of Stryker
Endoscopy’s intent to market the Stryker Arthroscopes.

2.0 DEVICE SPONSOR

Stryker Endoscopy is the sponsor of this pre-market notification. Stryker Endoscopy has
an established history of manufacturing and marketing medical products for orthopedic

surgery.

Table 1

/| Sponsor of 510(k):

Stryker Endoscopy

5900 Optical Court

San Jose, CA 95138

FDA Registration # 2936485

Owner:

Stryker Corporation

2725 Fairfield Road
Kalamazoo, MI 49002

FDA Registration # 1811755

Manufacturer of Arthroscope

Correspondence Regarding
this 510(k): '

Shibir Desai

Regulatory Affairs Analyst

Stryker Endoscopy

5900 Optical Ct.

San Jose, CA 95138

Phone : 408-754-2784

Fax : 408-754-2521

Email : Shibir.Desai@Stryker.com

STRYKER Arthroscope 510(K) SUBMISSION

p. 60f13
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3.0 DEVICE IDENTIFICATION

3.1 Proposed Device Name

Table 2

Proprietary Name:

Stryker Arthroscope

Common and Usual Name: | Stryker Arthroscope

3.2 Predicate Device Name

4.0 CLASSIFICATION AND PRODUCT CODE

Table 4

. . Product | Product | Regulation
Classification Name Code Class Number
Arthroscope HRX I 888.1100

50 SECTION 514 SPECIAL CONTROLS

No performance standards or special controls have been established under section 514 of

the Federal Food, Dnig, and Cosmetic Act.

However, Stryker Endoscopy has chosen to comply with the following voluntary

standards:

5.1.  Voluntary Standards

The Stryker Arthroscope will conform to the voluntary standards including but not

limited to:

Biological Evaluation of Medical Devices: 10993-1

Electrical Safety Requirements Per 60601: IEC 60601-1, IEC 60601-2-18

AAMUI/ISO Standards for Sterilization of Medical Devices: TIR 12, 1SO 14937
International Organization for Standardization: ISO 8600-1, ISO 8600-3, 1SO 8600-5

6.0 DEVICE DESCRIPTION

6.1. Intended Use

Stryker Arthroscopes are endoscopic devices introduced into a patient to provide an internal

view or image of the interior of a joint for examination, diagnosis, and/or therapy. Arthroscopes

STRYKER Arthroscope 510(K) SUBMISSION

p. 70f13
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are indicated for use in arthroscopic procedures performed in the hip, knee, shoulder, wrist
(carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet (plantar fascia
release).

6.2.  System Description and Video System Diagram

Table 1: Specifications of Arthroscopes

STRYKER Arthroscope 510(K) SUBMISSION p. 80f13






6.3.  Safety and Performance Testing

6.3.2.

6.3.3. Sterilization:

STRYKER Arthroscope 510(K) SUBMISSION p. 100of13

245




7.0

SUBSTANTIAL EQUIVALENCE COMPARISON

Substantial Equivalence

Proposed Device Predicate Device Equivalence Impact on
Safety and
Effectiveness
Device Stryker Arthroscope HSW Arthroscope
The HSW Arthroscope
Stryker Arthroscopes are and accessories is a
endoscopic devices tubular endoscopic
introduced into a patient to device with accessory
provide an internal view or devices which attach to
| image of the interior of a joint | the Arthroscope and is
for examination, diagnosis, intended to examine and
and/or therapy. Arthroscopes | / or perform surgery on
are indicated for use in the interior of a joint.
Intended Use | arthroscopic procedures Arthroscopic minimal Same /A
performed in the hip, knee, invasive procedures are
shoulder, wrist (carpel tunnel | performed in the hip,
syndrome), temporal knee, shoulder, wrist
mandibular joint, ankle, (carpal tunnel
elbow, and feet (plantar fascia | syndrome),
release). temporalmandibular
joint, ankle, elbow and
feet (plantar fascia
release).
The differences
in the Field of
Field of View view do not
(FOV), 105°, 80°, 65° 85°, 105° Different affect the
Degrees safety and
efficacy of the
device.
STRYKER Arthroscope 510(K) SUBMISSION p. 110f13
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Direction of 0°, 30°, 45°, 70° 0°, 30°, 45°, 70°, 110° Same N/A
View
Outer 4mmm, 2.7mm, 2.3mm, 4mm, 2.3mm-2.9mm, :
N ' Same N/A
Diameter 1.9mm 1.7-1.9mm
The lengths are
within the
range of the
predicate. The
Working 165mm, 140mm, 120mm, 195mm, 185mm, Different differences in
Length 75mm, 72mm, 58mm 140mm, 70mm, 60mm the length do
not affect the
safety and
efficacy of the
device.
Single Use or Reusable Reusable Same Equivalent
Reusable
Sterilization
Methods
Light Guide ACMI, Storz, Olympus,

Storz and Olympus

End Adapter Wolf & Dyonics

Materials

STRYKER Arthrescope 510(K) SUBMISSION p. 120f13
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Indications for Use

Stryker Arthroscopes are endoscopic
devices introduced into a patient to
provide an internal view or image of
the interior of a joint for examination,
diagnosis, andfor therapy. Arthroscopes
are indicated for use in arthroscopic
procedures performed in the hip,

knee, shoulder, wrist {carpel tunnel
syndrome), temporal-mandibular joint,
ankle, elbow, and feet {plantar fascia
release),

Contraindications
None known.

. Warnings

1. Federal law (USA} restricts this
device to sale by or.4n the order of
a physician.

2. 'This enduscope is Eﬁppcd non-
sterile, To prevcnl: mfecnon, this
endoscope phust be'cleaned and
sterilized by the user prior to'use.

3. Endoscapic procediires should'be
performed only by persons having
adequate training and familiarity
with endoscopic techniques.
Counsult medical literature relative
to techniques, complications and
hazards prior to performance of
any endoscopic procedure.

4. Failure 1o use protective filters or
suitable filtering spectacles during
the activation ofa surgical laser

may au e*cﬁﬁmage to the

= mperatu s‘ncar\ d in fronUof

the high intensity light emitting
tip may cause permanent tissue
damage and / or coagulation if

brought into patient contact,

‘6. High intensity light may ignite
drapes or similar material if the
endoscope is fefi unatiended when
connected to a light source.

7. The surface temperature near the
light cable inlet may exceed 41°C
if the unit is operated at maximum
brightness for extended periods of
time. Prior to disconnecting light
guides or light guide connectors,
turn off the illumination source
and allow the endoscope to cool.

8, Before each use, the outer portion
of the endoscope intended to be
inserted into the patient should
be checked to ensure there are no
rough edges or protrusions that
may accidentally cut or damage
patient tissue,

9, Contact with a rotating shaver or
cutting instrument may cause the
surface of the endoscope 10 become
sharp or jagged or may result in
portions of the endoscope being,
broken into the patient.

10, Failure to remove the endoscope
and endoscopically-used
accessories during a cardiac
defibrillator discharge may lead to
punctured or ripped patient tissue.




Cautions

1. Keep endoscope clean and dry
when not in use. The stainless steel
exterior of the endoscope is rust-
resistant, not rust-proof,

2. Bending the endoscope, or using
the endoscope as a lever or pry bar,
may result in lens damage and may
render the scope unusable.

3. Contact with a surgical laser
beam may damage the endoscope
surface and internal optics.

[Electrical Safety ]

«  Stryker endoscopes are classificd as
Type C¥ when attached to a Type
CF applied part, and Type BF when
attached to a Type BF applied part.

«  When endoscopes are used with
energized endoscopically-used
accessories, patient leakage
currents may be additive. To
minimize total patient leakage
current, use only Type CF or
Type BF endoscopically-used
accessories. Type CF applied parts
should always be used together
with other Type CF applied parts.

» Il fluids, handling, or other devices
bridge metal surfaces on both sides
of insulating components, patient
isolation may be defeated.

«  Consult literature for the safe
use of electrosurgical equipment,
I'uﬁd\égfw &bun!: cang‘!ﬁecurzwi;mu

|:th AR gﬂatc‘épa jenireturn pﬁth
t ls;ﬁ

bﬁruc dH u

>

Symbol Definitions

f See instructions for use

Relative humidity range

Ambient temperature
range



Instructions for Use /
Endoscope Parts

la. Eyepiece

1b. C-Mount Threads

2. Window
To ensure best image, clean with
sterite alcohol wipes or cotton tip
applicators and isopropyl alcohol.

3. Scope Tip
Light Cable Infet

5. Endoscopic Hardware Locking
Surface

6. Insertion Portion of Endoscope
7. Wolf Scope End Adapter (Included)
8. Storz Scope End Adapter (Included)
9. ACMI Scope End Adapter
(Included)
Thread onto endoscope. Disassemble
for cleaning / sterilization
10. Light Cable with Wolf Scope End
(Sold separately}
Push onto / Pull off cable adapter. For

3 gl



best performance, ensure light cable
is not worn or damaged

11, Light Cable with Storz Scope End
(Sold separately)
Thread onto cable adapter. For best
performance, ensure light cable is not
worh or damaged.

12. Light Cable with ACMI Scope End
{Sold separately)
Push onto / pull off cable adapter. For
best performance, ensure light cable
is not worn or damaged,

13, C-Mount Camera Head (Sold
separately)
Thread tightly

14. Camera Head / Focusing Coupler
(Sold separately)

15, Speed-Lock™ Cannula (Sold
separately)
Slide endoscope into cannula until
lock engages. Disassemble for
cleaning / sterilization

16. J-Lock Cannula (Sold separately)
Rotate groove on endoscope against
pin on cannula to lock. Disassemble
for cleaning / sterilization

Reprocessing
These reprocessing instructions
are provided in accordance with
IS0 17664, AAMI TIR 12, and
AAMIST81. While they have
been validated by Stryker as being
capable of preparing the device for
re-use, it remains the responsibility
of the processor to ensure that the
reprocessing, as actually performed
@i’s‘ﬁ‘g\eql’ﬂp rxﬁtena@d
R
Rersonie] iF{fie r rntess rig-facility),
abhirds the ddlirfd resti i This
normally requires validation and
routine monitoring of the process,
Stryker recommends users observe
these standards when reprocessing
medical devices.

Warnings !
« This device must be cleaned and [

! sterilized prior to the first use '
N and after every subsequent use. ¢

- Use only the sterilization cycles
outlined in this document, Using,
unspecified sterilization cycles
may damage the device or resuit
in incomplete sterilization.

«  Separate the camera head,
coupler, and scope prior to ¢
cleaning, disinfection, or i
sterilization. If the coupler and
scope are cleaned, disinfected,
or sterilized as a single unit,
disconnecting the devices

: during use will compromise the i
! sterility of the two products. !
(Refer to the camerahead and |

coupler product manuats for '

reprocessing instructions.) .

¢ Wear appropriate protective .

equipment: gloves, eye !
protection, ¢tc.
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Limitations on Reprocessing ,

Do not use brushes or pads wnh
metal or abrasive tips during
manual cleaning, as permanent
scoring or damage could result.
‘To minimize galvanic corrosion,
avoid soaking dissimilar metals
in close proximity.

QOnly scopes marked
AUTOCLAVABLE can
withstand steam sterilization.
Autoclaving scopes that do not
bear this marking will result in
product damage.

Allow the device to air cool
following steam sterilization.
Rapid cooling or “quenching” in
a liquid will damage the device
and void the warranty.

«  Using multiple
sterilization methods
may significantly reduce
the performance of
the device and is not
recommended. Autoclave
is the preferred method.

«  Proper processing has a

minimal effect on this

device. End of life is
normally determined by
wear and damage due to
use,

Damage incurred by

|

i

; L,

1

i ‘ improper processing will

5 ; not be covered by the

L ma TN .
lijl__s'f?pcf ons _\__E T

: ) 1p exLgseS sml”from he
%—---/“"" evice uslitg dlsposabf:
= paper towels.

‘ E +  Ifan automated

¥
4
'

reprocessing method
will be used, rinse
any channels in the
device with 50ml of
sterile distilled water
immediately after use,

Transportation

s Reprocess the device
as soon as reasonably
practical following use.

+  Transport the deviceina
tray to avoid damage.

Pmparaﬁon for Cleaning ; Containment and

1. Disassemble the scope
from the coupler and
camera head. '

2, Prepare an enzymatic
detergent according
to the manufacturer's
recammendations {one
ounce per gallon of tap
water at 35 - 40°C).

3. Wipe the entire device with
the detergent, using a clean
cloth.

4. Immerse the device in the
detergent. Inject any inside
regions of the device with
50mL of the detergent
solution to remove loose
debris,

5. Soak the device in the
detergent for at least 15
minutes,




Manual Cleaning

Brush

Thoroughly brush the
exterior of the device
with a soft-bristled brush,
focusing on any mated or
rough surfaces.

Inject any lumen or mated
surface a minimum of five
times with at least 50mL of
the detergent.

Brush any lumens a
minimum of five times
from each end, using an
appropriate bottle brush.
Brush any movable parts

in their extreme open and
closed positions.

Rinse

Rinse the device with
treated water at ambient
temperature to remove all
detergent residue, Flush
any tumens or mated
surfaces a minimum of 5
times. Once all detergent
residues have been
removed, continue to
rinse for a minimum of 30
seconds.

Drain excess water from
the device and dry it using
aclean cloth or pressurized
air.

Visually inspect the device
for cleanliness, paying
close attention to hard-to-

Erca artds, Iffsiblesa

Q‘ﬁain‘é{ﬁ‘ eqt4tdps 1
Soak

Prepare a non-enzymatic
detergent, according

to the manufacturer’s
recommendations of 0.25
ounces/gallon tap water at
35- 40°C.

Fully immerse the device
and inject any lureens and
mated surfaces with at [east
50mL of the detergent.

Soak the device for a
minimum of 15 minutes.

Brush
Thoroughly brash the

exterior of the device using
a soft-bristled brush.

Inject the prepared
detergent into any
cannulae, lumens, or mated
surfaces a minimum of 5
times.

Brush any lumens a
minimum of 5 times
from each end, using an
appropriate bottle brush.
Actuate the device,
brushing around any
movable parts in al
extreme positions.




-y

5. Rinse

«  Thoroughly rinse the
device with treated water
until all detergent residue
is removed. Flush any
lumens ot crevices 5 times.
After the detergent residue
is removed, continue
rinsing for a minimum of
30 seconds.

«  Drain the excess water
from the device and dry
it with a clean cloth or
pressurized air.

Automated Clcanihg

1. Brush

»  Brush both ends of any
lumens a minimum
of five times, using an
appropriate bottle brush,

2. Rinse

+  Rinse the device with
treated water at ambient
temperature until there
is no visible detergent
residue. Continue to
rinse for a minimum
of 30 seconds after all
detergent residue has
been removed.

«  Place the device in the
washer on an incline to
facilitate drainage.

3. Automated wash
+  Program the washer
using the following
parameters:

finecéskarySise—
| )‘—e’ﬁesﬁ-%i&waid
1 drying:\ ually

inspect each device for

cleanliness.
o
£ 5
= v
= &g o
] E &2 =
= z - 8 Bl
s & €3 .
El & = E 32
E g |fif
e &
4 |28 |85z
Pre 2 Cold N/A
Wash minutes
Enzyme 2 Hot | Enzymatic
Wash ninutes Detergent
Wash 1 2 Set Regular
minutes § Peint | Detergent
(66° C)
Rinse ] 2, Hot N/A
minutes
Dry 7 1t15°C N/A
Phase | minutes E




D?sinfection (optional)

Disinfect the deviceina
disinfecting solution that
has the following active
ingredient:

2 2.4% glutaraldehyde
(with minimum immersion
time of 45 minutes at
2570

Prepare the disinfecting
solution according

to the manufacturer’s
instructions,

Per manufacturer’s
recommendations,
immerse the device in the
disinfecting solution for
the required time at the
appropriate ternperature,
fitling all lumens.

Using a syringe, flush any
tumens and openings a
minimum of 10 times each
with the same disinfecting
solution.

Thoroughly rinse and flush
all interior and exterior
surfaces with running
deionized water uatil the
device is visibly clean and
all disinfecting solution
and/or residue {s removed,
Dy all parts with a lint-
free towel immediately
after rinsing.

*Cidex* Activated Solution was
validated for disinfection tlﬁcacy with

;: oné:ﬂ{of = ,?

5 T ﬁllo n d drying}
use the drying cycle

provided with the
washer/disinfector.

+  For manual drying, use a
lint-frec cloth.

+  Dry any lumens with
compressed air,

and Testing !

Maintenance, Inspection, |

T

»  Inspect the device on
a continual basis, If a
problem is observed or
suspected, the device
should be returned for
Tepair.

+ Inspectall components
for cleanliness. If fluid
or tissue buildup is
present, repeat the above
cleaning and disinfection
procedures.

Pack-ngi-ng |

N/A

L



£ i After performing the cleaning
T | instructions specified above,
:§ i perform one of the following
b ! sterilization cycles.
13
5
f | Ethylene Oxide (EtO)
Pre- Sterilization | Aeration
conditioning
g
2 . 5O,
£ 55°C 55°C S(Iui? 'C
B |U31£5F) (1312 5°F) | o
&
B
28
R® g} TW%RH 70% RH -
]
==
&
g2
3 £! 130psia - -
g
=
ki
o &
& § - 725 g/l -
5
(=)
o
u
E 30 minutes 1 hour 12 hours
Steam -

l i ": watkr salitce xf‘_\pur'ities
-» il aug hanfilths t_(]
ﬁ:p onihY outer

«  Steam sterilization is
intended only for scopes
marked autoclavable,

+  Unwrapped “Flash” steam

autoclave cycle is not
recommended because

optlcal windows of the
endoscope which reduce .
optical performance.

+  Rapid cocling, or
“quenching,” the endoscope
after autoclaving will result
in product damage.

. Pre- “Flash™
Gravity

vacuum | Pre-vacuim
ob
g
;t Double Dauble —
=
o
51
g 132-137°C {132-137°C | 132.137°C
2 {(270-279°F) |(270-279°F} | (270-279°F)
&
1]
E 10 minutes | 3 minutes { 3 minutes
b
5 -
'; 50 minutes | 50 minutes
[
(=)

Warning: Drying time
depends on several variables,
including: altitude, humidity,
type of wrap, preconditioning,
size of chamber, mass of

load, material of load, and
placement in chamber. Users
must verify that drying time
set in their autoclave yields
dry surgical equipment.




STERRAD®

1. Clean and prepare the
scope as recommended
in the Cleaning and
Disinfection sections.

2. Sterilize the scope using
the STERRAD* 1008
or STERRAD" NX
Sterilization System.

3. Allow the scope to
completely dry before
reassembling it to a coupler
or camera head. Otherwise,
the lens will fog during use.

STERIS” System 1

1. Disinfect the coupler using
STERIS® System 1 with
STERES” Sterilant 20.

2. Allow the scope to
completely dry before
reassembling it to a coupler
or camera head. Otherwise,
the lens will fog during usc.

i

N/A

Stor.:.igc {

Environmental
Conditions for
Transport/Storage
Observe the following environmental
conditions for transport and storage:
+  Temperature: -35° to 65°C
+  Relative Humidity: 10% to
8096

ndusToQ /}posal
Wedle aithol
copes m € chspc ed of
accordmg to local laws and hospital

practices, The device does not contain
any hazardous materials.

Y



DRAFT

Speed-Lock™ and IDEAL EYES™ are trademarks
of Stryker Corporation

STERIS" and System 1° are registered trademarks
of STER]S Corporation,

STERRAD" and Cidex* are registered trademarks
and NX" is a trademark of ADVANCED STER-
ALIZATION PRODUCTS, Division of Ethicon
Inc., a Johnson & Johnson company

Steyker Endoscapy

5300 Optical Court

San Jose, California 95138
+1.500.624.4422
+1.408.754.2000
wiwwstryker.com

Steyker European Representatlve
Regulatory Manager, Stryker France
ZAC Satolas Green Pusignan

Av. de Satolas Green

69881 MEYZIEU Cedex, France

P11785A
2009/11
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From: Reviewer Name - \ 0‘\@,0 \X A~
Subject:  510(k) Wumber K0G3677/52

-

To: The Recorq

Please list 0TS decision code

SE

1 Refused (o accept (

hng'lieroom.fda.g

202%2067 doc )

Mole: this is considered the f
oweRoomReg/Fires!CDRH3ICDRH
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ithdrawn, [z ).

)_meal Decision
Please complele the following for a final clearance

Indicaiions for Use Page

[=)

< S10(K) Summ3 2 10(k) Stalement
f

urand Accurate Siatemen
Is the device Class 1117

if yes, does firm include Class |11 Summary?

Does ﬁirm reference standards?
{If yes, otease attach form from

3654.pdf

!s this a combination product?

(Please specify category see
MQ:!/eroom.fda,qov!eRbomReq/FiIes.’C‘DRHB/CDR

httg:llvwvw.fda.gov/ogacom/morechoices.’fdaforms/FDA-

decision (i.e., SE, SE witly Liritations, etc.):
" Altach IFUS '
. Atlach Summary

L

ust be present for a Final Decision

Must be present for o Final Decision :

HPremarkelNolificalion510kProgramIO 413b/CO

MB[NATION%20PRODUCT%20AL

GORITHM%EO(REVISED%_ZOS-.i2-03).DOC

-I_swtﬁﬁ;—:;_reprocesse—tff-sihnéﬁa use davice?
{Guidance for Industry and FDA Staff - MDUF
- Reprocessed Single-Use Medical Dey

MA - Validation Data in 510
ices, hitp/fwww fda.

{K)s for

| Is this device intended fc;r pediatric use only?

I_s thiﬁs a brescrfption device? (If both prescrﬂa—fi:

Did the application include a ¢
als.gov Data Bank?

N & OTC, check both boxes
ompleted FORM FDA 3574, Certification with

qovicdrh/ode/quidance/1216. html)

)

Requirements of

Is clinical data necessa
Did the application inc!

1y to support the review of this 51 0{k)?

ude a completed FQRM F

 ClinicalTrials.gov Data Bank?
{If not, then applicant must be contacted to obtain

All PedEa’t_rE:_-Pﬁa—ti_é‘Fﬁs age<=21
Neonate/Newborn (Birth to 28
Infant (29 days -< 2 yeare o
Child (2 years < 12 yoars oid

days)

' Ne—ona'{él

2 yéa‘Es old)

)

Adolé“sc'eht (12_§/ears <1 é}ear’s ald) -

& an Animal Tissue Source?

e e e e e v

DA 3674, Certification with Requirements of ‘

completed form.)

e e e e e e

[

Transitional Adolescent A (1
group, difierent from aduits
procedures, etc.) :

8 - <21 yedrs old) Special considerat
age = 21 (different device design or

lons are being.givérr to this __i—
testing; different protocol

VSereenin Y% 20Checklisi® o

Rev. 7/2/07 -
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ransiional Adolescent B (18 -<= 219 No special censideralions compared o adulls =» 21 years
old})
Manotechnology
Is nis device subjecl to the Tracking Regulation? (Medicaf Device Tracking Conlact OC.
Guidance, hilp: fhwwne |

da.qov/cdrh/com@quidancel169,html)

X XA

Regulation Mumber Class- E Product Code H Qx
53%. oo

("Il unclassified, see 510(k) Slafny

Additional Product Codes: -

A

ﬂ«%»L/ 0o

(Branch Cede)

Final Revigws: | | L
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w( DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
*, .

- s,
K “¥vagg
Feod and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue, WO66
Silver Spring, MD 20993

WEALTY
ot q,

ot

Premarket Notification [510(k)] Review
Traditional/Abbreviated

( . K093677
Date: 3/04/10
To: The Record Office; ODE
From: Michel Janda, Biomedical Engineer Division: DSORD/GSDB

510(k) Holder:  Stryker Endoscopy
5900 Optical Ct.-
San Jose, CA 95138

Device Name: Stryker Arthroscope

Contact: Shibir Desai, Regulatory Affairs Analyst ; . /]
Phone: (408) 754-2784 Fax: (408) 754-2521 2
Email: Shibir. Desai@Stryker.com 2 \ /

14

P

[.  Purpose and Submission Summary:

The sponsor has submitted K093677 to notify the FDA of their intent to introduce the Stryker Arthroscope into

. interstate commerce.

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTCY | x

' Truthfu and Accuracy Statement

X
S10(k) Summary or 510(k) Statement X
X

Standards Form

INl. Device Description

Is the device life-supporting or life sustaining? l

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

Does the device design use software?

Is the device sterile? ‘

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




I1I. Indications for Use

The Stryker Arthroscopes are endoscopic devices introduced into a patient to provide an internal view or image of
the interior of a joint for examination, diagnosis, and/or therapy. Arthroscopes are indicated for use in arthroscopic
procedures performed in the hip, knee, shoulder, wrist (carpel tunnel syndrome), temporal mandibular joint, ankle,
elbow, and feet (plantar fascia release).

The subject device’s indications for use is equivalent to that cleared within K080560.

IV. Predicate Device Comparison

Henke Sass Wolf of America Arthroscope (K080560) —

Indications for use: The HSW Arthroscope and accessories is a tubular endoscopic device with accessory devices
which attach to the Arthroscope and is intended to examine and / or perform surgery on the interior of a joint.
Arthroscopic minimal invasive procedures are performed in the hip, knee, shoulder, wrist (carpal tunnel syndrome),
temporal-mandibular joint, ankle, elbow and feet (plantar fascia release).

!




. | Stryker Arthroscope (Subject Device) HSW Arthroscope

Pleld of View (FOV), 105°, 80°, 65° 85°,105°
egrees

Direction of View 0°, 30°, 45°, 70° 0°, 30°, 45°, 70°, 11Q°
Outer Diameter 4mmm, 2.7mm, 2.3mm, 1.9mm 4mm, 2.3mm-2.9mm, 1.7-1.9mm
Working Length 165mm, 140mm, 120mm, 75Smm, 72mm, 58mm 195mm, ]85?3;‘]::0"“’ #0mm,
Single Use or Reusable Reusable Reusable )
Light Guide End Storz and Olympus ACMLI, Storz, Oly'mpus, Wolf &
Adapter Dyonics
V. Labeling

Labeling has been provided which includes instructions for use and an appropriate prescription statement as required
by CFR 21.807.87 (¢). Draft primary labeling is provided in Attachment 1. Instructions for use are provided in
Attachment 3.

VI. Sterilization/Shelf Life/Reuse

VIi. Biocompatibility




VIIIL. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

IX. Voluntary Standards

STANDARD NUMBER DATE STANDARD TITLE
Electrical Safety:
. IEC 60601-1 2005 Medical Electrical Equipment. Part 1: General Requirements for

Safety

1EC 60601--18 1996 MedicaI‘F.Iectrical .Equip.mcm - Part 2 Particular Requirements for the
safety of endoscopic equipment.

Optics: ]

1SO 8600-1 2005 Optics and photonics~— Medical endoscopes and endotherapy devices —
Part 1: General Requirements. _
Optics and optical instruments: Medical endoscopes and endoscopic

1SO 8600-3 2003 accessories Part 3: Determination of field of view and direction of
view of endoscopes with opltics. B
Optics and optical instruments: Medical endoscopes and endoscopic

ISO 8600-5 2005 accessories Part 5: Determination of Optical Resolution of rigid
endoscopes with optics.

Sterilization:
Sterilization of Health Care Products — General Requirements for

1SO 14937 2000 Characterization of a Sterilizing Agent and the Development,
Validation , and Routing Control of a Sterilization Process for Medical
Devices. , '

AAMI TIR 12 2004 Designing.. Te.f;ting, and Labcling,- Bf}usable Medical Devices for
Reprocessing in Health Care Facilities.

Biological Fvaluation:

[SO 10993-1 2003 Biolpgical Evaluation of Medical Devices — Part 1: Evaluation and
Testing

1SO 10993-10 2003 Biological Evaluation of Medical Devices — Part 10: Tests for

Irritation and Delayed-Type Hypersensitivity




X. Performance Testing — Bench

The sponsor has provided the resuits of optical performance testing results within Appendix S.

XI1. Performance Testing — Animal

Not applicable.

XII. Performance Testing — Clinical

Not applicable.

XIII. Substantial Equivalence Discussion

: Yes No

1. Same Indication Statement? e bx o TIfYES=Go0To3
2. Do Differences Alter The Effect Or Raise New Issues of i If YES = Stop NSE

......Safety Or Effectiveness? SN SRR S S
'3, Same Technological Characteristics? X | IFYES=GoTo 5 B
4. Could The New Characteristics A ffect Sathy Or ; : ' IfYES=Go To6

__ Effectiveness? - I S
5. Descrlptlve Characteristics Precise FnouOh" X | IfNO=GoTo8

ot IfYES=Stop L N

6 \lew Types Of Safety | Or Effectiveness Quunons" _| _ ‘
7 Acccptcd Smenuﬁc Methodg Emst" e : i IFNO Stop I_\SE o
8 Performance Ddld Avanlablc" L i IfNO = Request Data
9. Data Demonstrate Equivalence? ' i Fma1 Decision:

1. Explain how the new indication differs from the predicate device’s indication:

2. Explain why there is or is not a new effect or safety or effectiveness issue:

3. Describe the new technological characteristics:

4. Explain how new characteristics could or could not affect safety or effectiveness:

5. Explain how descriptive characteristics are not precise enough:

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:

7. Explain why existing scientific methods can not be used:

8. Explain what performance data is needed:

9. Explain how the performance data demonstrates that the device is or is not substantially equivalent:



















XV, Contact History

The sponsor requested clarification regarding Al request #2 on 2/26/10,

XVIL Recommendation

Regulation Number: 21 CFR 888.1100
Regulation Name: Arthroscope
Regulatory Class: Class 11

Product Code: HRX {Arthroscope)

ML —

v ¥

Reviewer

///27//:’? .f//ahc,-u,r m\'{,‘&‘ SE

Branch ChieW

3]4 /10

Date
3// Jio

Date

(1
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£ COVER SHEET MEMORANDUM

Food and Drug Administration

ch Office of Device Evaluation &

Office of In Vitro Diagnostics

"i%rom:  ReviewerName MTCJJ\(’«O O‘QNG&,
ubject:  510(k) Number | Koq ﬁ 6 77/ S '

To: + The Record

Please list CTS decision code Ai

O Refused to accept (Note; this is considered the first review cycle, See Screening Checklist

http:fferoom.fda. gov/eRoomReq/Files/CDRH3{CDRHPremarketNotifi ication510kProgram/0 5631lScreenmq%ZOCheckllst%207%

02%2007.doc)
'Hold {Additional Informatlon or Telephone Hold).
inal Decis

:thdraWn, ete.).

Piease complete the followmg for a final clearance decision’ (| e., SE, SE with L:mltatlons etc)

Indications for Use Page ' Attach IFU

| 510(k) Summary /510(k) Statement Attach Summary
Truthful and Accurate Statement.

Must be present for a Final Dee.fsr'on -

is the dewce Class IlI7?

Ifyes does firm include Class It Summary? M’USI be Pfﬁ'seﬂf fOfa Frnal Demswﬂ

Does firm reference standards?
(If yes, please attach form from http:/ww. fda. gov/opacom/marechoices/fdaforms/FDA- {
3654.pdf) é

Is thls a comblnatlon product'? N
(Please specify category see

htip:/feroam.fda.govieReomReq/F ites/CDRH3/CDRHPremarketNolifications1 OkProgram/0_413b/CO
MBINATION%ZDPRODUCT%2OALGORITHM%20(REVISED%203 12-03).D0C )

- this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data | in 810(k}s for i
... Reprocessed Single-Use Medical Devices, htip:/fwww. fda gov/cdrh/ode/quidance/1216, html)
Is this devnce intended for pediatric use only? :

ls thls a prescnptlen device? (If both prescription & OTC, check both boxes.)

| ClinicalTrials.gov Data Bank?

Is clinica! data necessary o support the review of this 510(k)?
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank? '

{if not, then applicant must be coniacted to obtain completed form.)

Does this device include an Animal Tissue Source?

All Pediatric Palzents age< =21
Neonete/Newbdr_n (“l;rrlh to 28 daysl ST T
Infant (29 days -< 2 years old)
Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transntlonal Adolescent A (18 <21 years old) Special considerations are being given to thls
group, different from adults age = 21 (different device design or testing, different protocol 3
procedures, etc.) g

Did the application include a completed FORM FDA 3674, Certlflcanon with Requnrements of IR

—- e LRI SN S

/2007

1



Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years
s - old) . .

-+ this device _subject-to the Tracking Regulation? (Medical Device Tracking % C_gntacr ocC. }
Guidance, http:/fwww.fda.qovlcdrhlcomplquidanceM69.html) _ i i
Regulation Number Class* " Product Code

’ ) {"1f unclassified, see 510(k) Staif)
Additional Product Codes: ..

Review: A %/{J(-/ﬁf e, 0‘1/(‘-”- Gsno .Fg!/ha,\{ 1S Wi

(Branch Chief) ’ (Branch Code) (Date} *

Final Review:

(Division Director) , ' (Date)



510(k) “SUBSTANTIAL EQUIVALENCE”

DECISION-MAKING PROCESS

New Device is Compared to o
Marketed Device * :

ON

O

Descriptive Information Does New Device Have Same  NO Do the Differences Alter the Intended 'Not Substantiall
about New or Marketed Indication Statf:mf:nll‘?_‘—> Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impact on | )

l YES Safety and Effectivencss)?**

()

e.g. Design, Materials, ete.? Characteristics Do the New Characteristics
- YES Affect Safety or ——— Raise New Types of Safety YES »O
@ l Effectiveness? or Effectiveness Questions?**
1;
NO Are the Descriplive NO

NO
Are Performance Data
Available to Asses Equivalence?**
YES
A4
Performance

- Data Reguired

O
Y

» Performance Data Demonstrate
Equivalence?

NO

(D

New Device Has Same Intended NO
Use and May be “Substantially Equivalent™

Does New Device Have Same
Technological Characteristics, NO Could the New

Characteristics Precise Enough NO
to Ensure Equivalence? @

New Device Has >0

{___._._...._
@ New Intended Use

Do Accepted Scientific
YES Methods Exist for

Assessing Effects of NO
the New Characteristics?

lYES

Are Performance Data Available  NO
To Assess Effects of New
Characteristics7***

YES

Performance Data Demonstrate

Equivalence? — 4———

YES b YES NO

“Substantially Equivalent™ : @
Determination - To

o 510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments os reclassified post-Amendments) devices is unclear.

&% This decision is normally based on descriptive informatien alane, but limited testing information is semetimes required.

@ Data maybe in the 510(k), other 510(k)s, the Center's classification files, of the literature.

_75




Janda, Michel D

From: Janda, Michel D

“ant: Thursday, February 25, 2010 1:17 PM
”n 'Desai, Shibir'

Cc: Bandukwala, Abbas

Subject: Stryker Arthroscope, K093677.

Shibir Desai

Regulatory Affairs Analyst

Stryker Endoscopy

5900 Optical Ct.

San Jose, CA 95138

Re: Stryker Arthroscope, K093677.

Dear Shibir Desai,




“incerely,

Michel Janda

Biomedical Engineer

General Surgery Devices Branch
FDA/CDRH/ODE/DSORD
Phone #: (301) 796-6395

Fax #: (301) 847-8117

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOCM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are
not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this
document in error, please immediately notify us by email or telephone.
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Stryker Arthroscope, K093677. Page 1 of 4

Janda, Michel D

From: Desai, Shibir [shibir.desai@stryker.com]
Sent: Thursday, February 18, 2010 12:36 PM
To: Janda, Michel D

Subject: RE: Stryker Arthroscope, K093677.

Attachments: FDA Request forAdditionéI Information K093677.PDF

Dear Michel Janda,

Best Regards,
Shibir Desai

From: Janda, Michel D {mailto:Michel.Janda@fda.hhs.gov]
Sent: Friday, February 12, 2010 10:20 AM

To: Desai, Shibir

Subject: RE: Stryker Arthroscope, K093677.

Dear Shibir Desai,

Sincerely,

Michel Janda

From: Desai, Shibir [mailto:shibir.desai@stryker.com]
Sent: Friday, February 05, 2010 3:36 PM

To: Janda, Michel D

Cc: Basu, Sankar

Subject: RE: Stryker Arthroscope, K093677.

Dear Michel Janda,

2/24/2010 7 é



Stryker Arthroscope, K093677. Page 2 of 4

Best Regards,
Shibir Desai

From: Janda, Michel D [mailto:Michel.Janda@fda.hhs.gov]
- Sent: Friday, February 05, 2010 6:54 AM

To: Desai, Shibir

Cc: Basu, Sankar

Subject: Stryker Arthroscope, K093677.

Shibir Desai

Regulatory Affairs Analyst

Stryker Endoscopy

5900 Optical Ct.

San Jose, CA 95138
Re: Stryker Arthroscope, K093677.

Dear Shibir Desai,

212412010 | 77)
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2/24/2010




Stryker Arthroscope, K093677. Page 4 of 4

Sincerely,

Mich?:l Janda

Biomedical Engineer

General Surgery Devices Branch
FDA/CDRH/ODE/DSORD
Phone #: (301) 796-6395

Fax # (301) 847-8117

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

2/24/2010 /7 q



a Office of !_)evi valueﬂn&
) \% L Office of In Vilro Diagnestics
wdl  COVER SHEET MEMORAND UM

From: Reviewer Name ’N\ \\C‘\Sﬁ jqu.ﬂ;\
Subject:  510(k) Number K 0 ?3(0 7 7

To: The Record

AL
Please list CTS decision code il

U Refusedto accept (Note: this is considered the first review cycle, See Screening Checklist
http:// fda. nReq/Fi DRHPremarketNotification510kProqram/o 5831/Screenin

Please complete the following for a final clearance decision (i.e., SE, SE with Lirriitatidns,-etc.):

Indications for Use Page = | Attach IFU _
510(K) Summary /510(K) Statement | Altach Summary [
—‘Fr;meEaate Statement. [ Mustbe presew;frma;:ﬁ“ B
Is the ﬂevice Class 17 S s 7 %_-H"“H_ﬁ.u_i .
If yes, does firm include Class || Summary? | Must be present for a Final Decision |

Does firm reference s_tandards?w
(If yes, please attach form from http:l!www.fda.qowopacom!morechoiceslfdaformsll?DA-
3654.pdf)

Is this a cornbfﬁatior.n produ-(;t?

i
(Please specify category see F
hllg:ﬂeroom.fda.gov!eRoomReglFilesICDRHSICDRHPremarketNoliﬁcationS10kProgram/O 413bico |
I\_fBlNATION%20PRODUCT%20ALGORITHM%20(REVISED%ZGS-12-03];DOC !

e

l Is this a reprocessed single use device? “7* k
(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for i i
... Reprocessed Single-Use Medical Devices, hlip:iIWWW.fda.qovicdrh!odelquidancem21B.html)__f;’

Is this device intended for pediatric use only?

e — e e S ER

+ ——]

i

: I;v. ‘l-his a prescriplion device? (If both p,reéa;;tion & QTC, check both boxé—sr

Did the application include a completed FORM FOA 3674, Certification with Requirements of N

 ClinicalTrials.gov Data Bank? T
Is clinical data necessary to support the review of this 51 O(k)?

Did the application include a completed FORM FDA 3674, Certification with Requirements of

ClinicalTrials.gov Data Bank?

(If not, then applicant must be contacted to obtain completed form.)

Does this device include an/ﬁﬂ\;_ih;al-fi-ss:ix.eﬁs

i
i
l
l
T e e e e i R s b
{
|
r
|
|
|
!

ource?

Al Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days) - DR
Infant (29 days -< 2 years old)

i

Child (2 years -< 12 years old)

Adolescent (12 yea‘rs'”-<‘ i'a g(eafs; éid)

Transitional Adolescent A (18 - <21;égagold) Special considerations ér_e being given to this

group, different from adults age 2 21 (different device design or tesling, different protocol
procedures, etc.)

%20Checklist%207%

248



‘ Trans:tlonal Adolescenl B {18 -<= 21; No special censiderations compared lo adults => 21 years
.ald) '

lanolechnology
" lsthis device subjectto the Tracklng Regulallon'? (Medma! Device Tracking Contact OC. ' }
l_ Guidance, hitp:/iwww.fda. qovlcdrhlcomp!qp_dancenag htmi) ‘ 1 : ;
Regulation Number - Class* * Product Code

_ ' — I uncla_ssiﬁed, see 510(K) Stafl)
Additional Product Codes:

Review:‘m /f'»'f' N-P.p{} O% G.,Q"DQ QJﬁm

(Branch Chief) (Branch Code) - (Batef

Dmsuonfn\evu/" P WM ,I/Daie /@0 / .

Final Review:

M4




+ Data Required

510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

Descriplive [nformation  Does New Device Have Same
about New or Marketed

Device Requested as Needed

l YES

New Device Has Same Intended

Does New Device Have Same

Technological Characteristies,  NO
e.p. Design, Materials, ete.?

ORi
NOQ Are the Descriptive

) Characteristics Precise Enough
to Ensure Equivalence?

. NO
- Are Performance Data
Available to Asses Equivalence?* 4 YES
YES
Performance

O
Y -

NO Do the Differences Alter the [ntended
Indication Slatemen_i'?——'*’ Therapeutic/Diagnostic/ete. Effect  YES

Use and May be “Substantially Equivalent”

(in Deciding, May Consider Impact on
Safety and Effectivencss)?**

NO s

‘Do the New. Charagteristics

New Device Has
New Intended Use

Could the New ’
Characteristics

Affect Safety or ——¥ Raise New Types of Safety YES »O

Effectiveness? or Effectiveness Questions?**

NO
NO

O,

Do Accepted Scientific
Methods Exist for

Assessing Effects of
the New Characteristics?

lYES

Are Performance Diata Available
To Assess Effects of New
Characteristics?***

YES

, @

Equivalence?

¥ performance Data Demonstrale
Equivalence? —————»(__-
YES
NO
Y

"®

510(k) Submissions compare new devices to marketed devices. FDA réqu:s(s additional information if the relationship between

“Subsiamially Equivalent”
Delermination

YES

v

o (W

marketed and “predicate” {pre-Amendments or reciassified post-mncndmcn(;) devices is unclear,

'Not Substantiall
Equivalent Determination

NO

NO

-
HO

a This decision is normally based on descriplive-information alone, but limited testing information is sometimes required.

So Data maybe in the 510(k), other $10(k)s, the Center's classification files, o the literature.

T

o= -o---Performance Data Demonstrale

2506




Janda, Michel D
m

From: Janda, Michel D

Sent: Friday, February 05, 2010 9:54 AM
2: 'Shibir.Desai@Stryker.com'

cc: Basu, Sankar

Subject: Stryker Arthroscope, K093677.

Shibir Desai
Regulatory Affairs Analyst

Stryker Endoscopy

5900 Optical Ct.

San Jose, CA 95138

Re: Stryker Arthroscope, K093677,

Dear Shibir Desai,




Sincerely,

Michel Janda
Biomedical Engineer
eneral Surgery Devices Branch
rDA/CDRH/ODE/DSORD
Phone #: (301) 796-6395
Fax #: (301) 847-8117

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is
not authorized. If you have received this document in error, please immediately notify us by email or telephone.
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31001 “SUBSTANTIAL EQUIVALENCE?
DECISION-MAKING PROCESS

New Device is Compared 1o ' A
markered Device ! ) S

Descriptive information Does Mew Device Have Same NG Do the Differences Aler the niended ot Substanbially
about Mew or Markered Indication Statemen7— " Therapeutic/Diagnosticterc. Eftect YES  Equivalen; Determination
Device Requested as Needed (in Deciding, May Consider Lnpact on

ES Safety and Effectiveness)?
New Device Has Same Intended NO
Use and May be “Substantially Equivalan” « v e
New Device Has O

Does New Device Have Same
Technological Characterisiics, NO Could the New
e.g Design, Materials, etc? " Characterisiics

@ % @ Mew Intended Use

Do the Mew Characleristics
* Raise New Types of Safety YES Ne)

YES Affeet Salety or
@ Effectiveness? or Effectiveness Questions?? ¢
NO Are the Descriptive
Characteristies Precise Enough NO

to Ensure Lquwnlcncc‘7 «
¥

NO Y

! Are Performance Data Do Accepied Scientific

Available 1o Asses Equivalence?* YES Mernads Exist for
Assessing Effecis of WO’
-the New Characieristics?
YES
@ |
Performance . Are Pesformance Daia Avaifable NG
Data Required To Assess Effects of New
Characteristicg7***

YES

I D
¥ -HV
»  Performance Data Demonstrate
Equivalence? *Ftr/? O

YES

Performance Data Demonstrate
~ Equivalence? 44—
¥YES NO

To

A

NO

e

) "‘Subslanlially Equivalent™
Determination

i

By 510(k) Submissions compare new déviess to marketed devices. FDA rcques!s additional information if the rclauonsmp hctween
marketed and "prcdlcate“ (pre-Amendments or reclassify cd post-Amendments) devices i IS unelear.

“+  This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

%+ -Data maybe in the S10(k), other $10{k)s, the Center's classification files, or the literature.
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

1.8, Food and Drug Administration

¢/
"‘h . Center for Devices and Radiological Health
Document Mail Center — WO66-G609

10503 New Hampshire Avenue
Silver Spring, MD 20993-0002

February 22, 2010

STRYKER ENDOSCOPY 510k Number: K093677

ENDOSCOPY DIVISION

5900 OPTICAL CT.

SAN JOSE, CALIFORNIA 95138
UNITED STATES

ATTN: SHIBIR DESAI

Product: STRYKER ARTHROSCOPE

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. Please remember that all correspondence concerning your submission MUST be sent to the Document
Mail Center 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
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. 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/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

510(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.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely,

510(k) Staff
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5900 Optical Ct
San Jose, CA 95138
t: 408 754 2784 f. 408 754 2914

February 16, 2010

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attention: Michel Janda

Re: Stryker Arthroscope, K093677.

Dear Mr. Michel Janda,

Endoscopy

toqggﬁs | Stryker

FDA CDRH DMC

FEB 19 2010

Received







Technological Characteristics: The Stryker Arthroscopes are substantially equivalent in
construction and materials to the predicate Henke Sass Wolf Arthroscopes (K080560).

R et v CPropesed Devicel. 1. Predicate Device” | Equivalence.| Impact on
_ = SRR et e T T ek e T s " Effectiveness.
Device. .71 Strvker Arthroscope. . fii... HSW. Arthroscope . | .. . | '
Lol TR A Tethiiological Charicteristici(Design). L i o5
' The differences
in the Field of
Field of view do not
View (FOV), 105°, 80°, 65° 85°, 105° Different affect the
Degrees : safety and
efficacy of the
‘ device.
D"ﬁfi‘;“;" of 0°, 30°, 45°, 70° 0°, 30°, 45°, 70°, 110° Same N/A
Outer 4mmm, 2.7mm, 2.3{nm, 4mm, 2.3mm-2.9mrﬁ, Same N/A
Diameter 1.9mm 1.7-1.9mm
The lengths are
within the |
range of the
predicate, The
Working 165mm, 140mm, 120mm, 195mm, 185mm, Different differences in
Length 75mm, 72mm, 58mm 140mm, 70mm, 60mm | the length do
' . not affect the
safety and
efficacy of the
device.
Sl;iljsgsfeor Reusable Reusable Same Equivalent
. . ACMLI, Storz, .
é;(g]h;i‘:ii ‘ Storz and Olympus Olym_pus, .Wolf & Same N/A
Dyonics
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If you should have any further questions regarding this response, please feel free to contact me
via email at Shibir.Desai@stryker.com or via phone at 408-754-2540.

Sincerely,

e
e, ——

_-—-"'"'/ \

__,_—-—-"’"

e

e -

16ir Desai

Regulatory Affairs Analyst

Stryker Endoscopy

5900 Optical Court

San Jose, CA 95136 '

t: (408) 754-2540

Shibir.Desai@stryker.com c
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SECTIONS =~ - = = o< -0 5 " b UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or indﬁdes a "Declaration of Conformity to 8 Recognized

Standard” statement.

Standards No. Standards Standards Tille Version Date
Organization .
1 International Biological Evaluation of Medical Devices-Pan |- Evaluation and 3ED 2003 08/01/2003
150 109%3-1 Organization for Testing
Standardization
Standards No. Standards Standards Title Version Date
Organization
International iologi ; ; ; . 08/01/2003
2 el Biological Evaluation of Medical Devices - Part 10: Tests for
15010593-10 Organization for Irritation and Delayed-Type Hypersensitivity : 3ED 2003
Standardization ]
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization . .
L]
4
Standards No. Standards Standards Title Version Date
Organization .
5
4
Standards No. Standards Standards Title Version Date
Organization
o
Standards No. Standards Standards Title Version Date
Organization
7

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per respense, incleding the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services

Food and Drug Administration

Office of the Chief Information Officer (HFA-710)
5600 Fishers Lane

Rockville, Maryland 20857

Arn agency may nof conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a curremly valid OMB control number.

FORM FDA 3514 (3/08) Page 5 of 5 Pages
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Depariment of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k} that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K} SUBMISSION
] Traditional [] spesia [] Abbreviated

STANDARD TITLE!

1SO 10993-1 Biolegical evaluation of medical devices - Part 1: Evaluation and testing

Piease answer the following questions Yes No
Is this standard recognized By FDAZ? ...t ey e i (]
FDA Recognition NMUMDEMT ... e crerseiss oo e scee et e arbe b s s v e s r s e e sm e e s s senniaas e # 298

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE BTOLK)? «vveeeveeerreseressesssseeesesessoeemseeeeeseaseebsas b s bbb s s ses e 8 £ e en b bt sbs nbs e sns ]

Is & summary report * describing the extent of conformance of the standard used included in the

BAO(K)? .- reeevemmveeeess et essasesass e es e ess e see e85 St RS R et et OJ

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains (o this device? .. =

O

N

Does this standard include acceptance Criteria? ... i ]
if no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... (]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ... 0 1
If yes, were deviations in accordance with the FDA suppiemental information sheet (S1S)>7............ ] L]
Were deviations or adaptations made beyond what is specified in the FDA SIS?............. O ]
if yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the Y= ] £ 10 F= 14 o I SRR OO OO ) 2
If yes, report these exclusions in the summary report table.

Is there an FDA guidance® that is associated with this standard? ... ] [J
If yes, was the guidance document followed in preparation of this 5A0K? ... ) O

Title of guidance: Required Biocompatibility Training and Toxicology Profiles for Evaluation of Medical Devices (G95-1)

' The formatting convention for the title is: [SDO] {numeric identifier) certification body involved in confermance assessment to this

[title of standard] [date of publication) standard. The summary report includes information on all standards
2 Authority [29 LLS.C. 360d], www.fda.goviedrhistdsprog.html utilized during the development of the device.
3 hitp:/iwww.accessdata fda goviscripts/cdrhicfdocs/cfStandards/ ¢ The supplemental information sheet (SIS} is additional information

which is necessary before FDA recognizes the standard. Found at
hitp:/iwww.accessdata.fda.gov/scriptsicdrhicidocsiciStandards/
search.cfm ]

¢ The online search for CDRH Guidance Documents can be found at
www,{da.gov/cdrhfguidance.htm}

search.cfm

4 The summary report should include: any adaptations used to adap!
ta the device under review ({or example, allernative test methods);
choices made when oplions or a selection of methods are described;
deviations from the stancard; requirerents not applicable to the
device; and the name and address of the test laboratory or

FORM FDA 3654 (9]07) Page 1 PSC Graphics (1) 443-190
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
180 10993-1 Biological evaluation of medical devices - Part 1: Evaluation and testing

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE _ CONFORMANGE?
5 Testing Mives [Ino [na

TYPE OF DEVIATION OR OPTION SELECTED +
Options 5.2.2, 5.2.3, 5.2.5, and 5.2.6 were selected.

DESCRIPTION
3.2.2 - Cytotoxicity; 5.2.3 - Sensitization; 5.2.5 - Intracutaneous Reactivity; 5.2.6 - Systemic Toxicity (acute toxicity)

JUSTIFICATION .
External communicating device contacting tissue/bone/dentin for <24 hours

SECTION NUMBER SECTION TITLE CONFORMANCE?
6 Selection of biological evaluation tests Vives [Cne [na

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION ' N

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Assurance of test methods ' Mives [Hno ) NiA

TYPE OF DEVIATION OR OPTION SELECTED *

| DESCRIPTION

JUSTIFICATION

* For completeniess list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option ¢hosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or oplion selected,” "description” and “juslifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet {518}, a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displavs a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31110

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be compleled by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
/] Traditional [] Special [ Abbreviated

STANDARD TITLE ! )
1SO 10993-10 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Delayed-Type Hypersensitivity

Please answer the following questions Yes No
is this standard recognized by FDAZT L. e s vl O
FDA ReCOgRHION NUMBEIT ..ot cerece e et et e bbb b #2-87

Was a third party laboratory responsible for testing conformity of the device to this standard identified
B HHE 5A(K)? oo reseveoseeesseeseesresseseesessoeeoss e st e 2t e R bR vi O

Is a summary report* describing the extent of conformance of the standard used included in the

BAOCK)? vvoeereraverresreeemasessenesnessscsesssesrenesianns OSSO AT O ¥4

If no, complete a summary report table.

Does the test data for this device demonstrate conformity o the requirements of this standard as it

PEFAINS 10 thiS TEVICE? ..ovi it b e . ]
Does this standard include acceptance criteria? ............ e et ¥ Ol
If no, include the resuits of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..o N O
If yes, report aptions selected in the summary report table. ‘

Were there any deviations or adaptations made in the use of the standard? ..., Ll ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)37 i, L] J
Were deviations or adaptations made beyond what is specified in the FDA SIS? ..o, Wl ]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the S1andard? ..o e J ¥4
If yes, report these exclusions in the summary report 1eble.

|s there an FDA guidance® that is associated with this standard? ... Wi} D
If yes, was the guidance document followed in preparation of this S10K? oo O

Title of guidance: Required Biocompaiibility Training and Toxicology Profiles for Evaluation of Medical Devices (G95-1)

* The formaiting convention for the litle is: (SDO] [numeric identifier] certification body involved in conformance assessment 10 this
[title of standard] [date of publication] standard. The summary repert includes information on all standards

2 Authority [21 U.S.C. 360d], www.fda.govicdrhistdsprog.hir utilized during the development of the device.

3 hitp:/fwww.accessdata.fda.gov/scripts/cdrhicfdocsiciSlandards/ 5 The supplemental information sheet (SIS) is agditional information
search.cfm which Is necessary before FDA recognizes the standard. Found at

4 The summary repost should include: any adaptations used 1o adapt http:fiwww.accessdaia.fda.govlscrlpts.fcdrh.’cfdocslcfStandardsf

. to the device under review (for example, allernative tesl melhads): search.cim
choices made when options or a selection of methods are described; % The online search for CDRH Guidance Documents can be found at

deviations from the standard; requirements not applicable o the www.fda.govicdrh/guidance html
device; and the name and address of the Lest laboralory or

FORM FDA 3654 (8/07) Page 1 PSC Graphics (301) 4431000 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
18O 10993-10 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Delayed-Type Hypersensitivity

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE : CONFORMANCE?
5 Pretest Considerations . Mives [nNo [na

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE : CONFORMANCE?
6 Irritation Tests Mivee [ino [ina

TYPE OF DEVIATION OR OPTION SELECTED *

6.1 Net applicable; Option 6.3 selecied over 6.4

DESCRIPTION ..
6.1 - In vitro irritation tests; 6.3 - Animal Skin Irritation Test; 6.4 - Human Skin Irritation Test

JUSTIFICATION

6.1 Not recommended per standard; 6.3 liritation testing in animals helps identify materials which may be potential human irritants
SECTION NUMBER SECTION TITLE ' CONFORMANCE?

7 Delayed Hypersensitivity Tests : Mives Dino Lina

TYPE OF DEVIATION OR OPTION SELECTED *
Option 7.4 selected over 7.5

DESCRIPTION
7.4 - Maximization test for delayed hypersensitivity; 7.5 - Closed-patch test for delayed hypersensitivity

JUSTIFICATION
7.4 Most sensitive method, preferred for singie chumicals, and reported to be useful for evaluation of extracts

* For completeness list all sections of the standard and indicate whether conformance is met. if & section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected” “description” and “justifica-
tion™ on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt Ihe standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the colicetion of information. Send comments regarding this burden estimate or any other
aspect of this collection of infurmution, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockvilic, MD 20850

An agency may not conduct or sponsar, and a person is not required ro respond to, a collection of information
unless it displavs o curvently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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5900 Optical Court
San Jose, CA 95138
t: 408 754 2000 f: 408 754 2521

. stryker

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS Endoscopy
Device Name
Proprietary Name: Stryker Arthroscope
Common and Usual Names: Stryker Arthroscope
Classification Name: Arthroscope (21 CFR § 888.1100, Product Code HRX)

Intended Use: Stryker Arthroscopes are endoscopic devices introduced into a patient to provide
an internal view or image of the interior of a joint for examination, diagnosis, and/or therapy.
Arthroscopes are indicated for use in arthroscopic procedures performed in the hip, knee,
shoulder, wrist (carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet
(plantar fascia release).

Device Description: Stryker Arthroscopes are endoscopic devices introduced into a patient to
provide an internal view or image of the interior of a joint for examination, diagnosis, and/or
therapy. The Stryker Arthroscope is a long tube containing a series of lenses. At the distal end, an
objective lens captures the image of the object. Lens along the rod relay the image. At the
proximal end, a proximal coupling lens relays the image to a CCD (Camera).

; The Stryker Arthroscopes come in various diameters including 1.9mm, 2.3mm, 2.7mm, and

b 4.0mm, although other sizes are sometimes offered. Larger size arthroscopes are used for general
viewing, while smaller diameter arthroscopes are used for restricted surgical sites. The Stryker
Arthroscopes come in several directions of view including, 0°, 30°,45°, 70°, although other
direction of views are sometimes offered. The direction of view enables viewing of different
parts. Materials of the Arthroscope include stainless steel, titanium, PEEK, Glass, and Sapphire.

Technological Characteristics: The Stryker Arthroscopes are substantially equivalent in
construction and materials to the predicate Henke Sass Wolf Arthroscopes (K080560).

Proposed Device Predicate Device Equivalence Impact on
Safety and
2 id 2 = : Effectiveness
Device Stryker Arthroscope HSW Arthroscope

Te’_c'lmological Characteristics (Design)

The differences

in the Field of
Field of View view do not

(FOV), 105°, 80°, 65° g5°, 1057 Different affect the

Degrees safety and
efficacy of the

b device.
Direction of 5 KA ALE ERE BORAE A &
View 0°, 30°, 45°, 70 0°, 30°, 45°, 70°, 110 Same . ‘N/A
STRYKER Arthroscope 510(K) SUBMISSION p. 50f16
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Outer 4mmm, 2.7mm, 2.3mm, 4mm, 2.3mm-2.9mm, Same N/A
Diameter 1.9mm 1.7-1.9mm
Thie lengths are
within the
range of the
: . predicate. The
Working 165mm, 140mm, 120mm, 195mm, 185mm, Different differences in
Length 75mm, 72mm, 58mm 140mm, 70mm, 60mm the length do
not affect the
safety and
efficacy of the
device.
Single Use or Reusable Reusable Same Equivalent
Reusable
Light Guide ACMLI, Storz, Olympus,
En%l Adapter Storz and Olympus Wolf & Dyonizp Same N/A

Voluntary Safety and Performance Standards: The Stryker Arthroscopes conform to the
voluntary standards including but not limited to (Refer to Section 5.1):

Biological Evaluation of Medical Devices
10993-1: Biological Evaluation of Medical Devices-Part 1: Evaluation and Testing

10993-10: Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Delayed-
Type Hypersensitivity

Electrical Safety Requirements Per 60601
IEC 60601-1: Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and
Essential Performance
IEC 60601-2-18: Medical Electrical Equipment - Part 2: Particular Requirements for the safety of
endoscopic equipment
. AAMI/ISO Stamdards for Sterilization of Medical Devices
TIR 12: Designing, Testing and Labeling Reusable Medical Devices for Reprocessing in Health
Care Facilities
ISO 14937: Sterilization of Health Care Products - General Requirements for Characterization of
a Sterilizing Agent and the Development, Validation, and Routine Control of a Sterilization

Process for Medical Devices

Optics
. ISO 8600-1: Optics and photonics — Medical endoscopes and endotherapy devices — Part 1:
General requirements
ISO 8600-3: Optics and optical instruments: Medical endoscopes and endoscopic accessories
Part 3: Determination of field of view and direction of view of endoscopes with optics
ISO 8600-5: Optics and photonics-Medical Endoscopes and Endoscopic Accessories-Part 5:

Determination of Optical Resolution of rigid endoscopes with optics.

STRYKER Crossfire System STGK) SUBMISSION ’ p. 60f16
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Performance Testing: The subject device has been subjected to and passed electrical safety,
sterilization, and biocompatibility testing requirements. The patient contacting materials are
identical to the materials used in the predicated device (Henke Sass Wolf Arthroscope K080560).

The Stryker Arthroscopes met all specified design and performance requirements.

Predicate Devices: The Stryker Arthroscopes are substantially equivalent in terms of safety and
effectiveness to the currently marketed device, Henke Sass Wolf Arthroscopes (K080560).

Substantial Equivalence: The technological differences between the Stryker Arthroscope and
Henke Sass Wolf Arthroscopes do not raise new questions of safety or effectiveness. Therefore
the Stryker Arthroscopes are substantially equivalent to the previously cleared Henke Sass Wolf
Arthroscope (K080560). Refer to Section 7.0 for a detailed comparison.

Contact:
%:‘> - feb 172 2000
ShibirDesai Date:

Stryker Endoscopy

5900 Optical Court

San Jose, CA 95138
Phone: 408-754-2784
Fax:  408-754-2521
Email: Shibir.Desai@stryker.com

p. 70f16
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3.0 DEVICE IDENTIFICATION

3.1 Proposed Device Name

Table 2
Proprietary Name: Stryker Arthroscope
Common and Usual Name: | Stryker Arthroscope

4.0 CLASSIFICATION AND PRODUCT CODE

Table4

AT R Product Product : Regulation
Classlﬁca e R I T T .7 Codé " | Class. | Nimber
ArlhI'OSCOpe HRX 11 888.1100

5.0 SECTION 514 SPECIAL CONTROLS

No performance standards or special controls have been established under section 514 of
the Federal Food, Drug, and Cosmetic Act.

However, Stryker Endoscopy has chosen to comply with the following voluntary
standards:

5.1.  Voluntary Standards

The Stryker Arthroscopes conform to the voluntary standards including but not limited
10: ’ : '

Biological Evaluation of Medical Devices
10993-1: Biological Evaluation of Medical Devices-Part 1: Evaluation and Testing

10993-10: Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Delayed-
Type Hypersensitivity

Electrical Safety Requirements Per 60601
IEC 60601-1: Medical Electrical Equipment - Part 1: General chulrements for Basic Safety and

Essential Performance
IEC 60601-2-18: Medical Electrical Equipment - Part 2: Particular Requmemems for the safety
of endoscopic equipment

AAMVISO Standards for Sterilization of Medical Devices

STRYKER Arthroscope 510(K) SUBMISSION p. 90f16
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TIR 12: Designing, Testing and Labeling Reusable Medical Devices for Reprocessing in Health
Care Facilities
ISO 14937: Sterilization of Health Care Products - General Requirements for Characterization of
a Sterilizing Agent and the Development, Validation, and Routine Control of a Sterilization
Process for Medical Devices ,

Optics ‘
ISO 8600-1: Optics and photonics — Medical endoscopes and endotherapy devices — Part 1:

General requirements

ISO 8600-3: Optics and optical instruments: Medical endoscopes and endoscopic accessories
Part 3: Determination of field of view and direction of view of endoscopes with optics

ISO 8600-5: Optics and photonics-Medical Endoscopes and Endoscopic Accessories-Part 5:
Determination of Optical Resolution of rigid endoscopes with optics. '

6.0 DEVICE DESCRIPTION

6.1.  Intended Use
Stryker Arthroscopes are endoscopic devices introduced into a patient to provide an internal
view or image of the interior of a joint for examination, diagnosis, and/or therapy. Arthroscopes -
are indicated for use in arthroscopic procedures performed in the hip, knee, shoulder, wrist
(carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet (plantar fascia

release).

62. System Descripﬁoh and Video System Diagram

100f 16
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Steam Sterilization Validation Protocol for Instruments — 8888.0966 Rev. B

Appendix A: Sterilization Validation for Instruments

Page 6 of 12

STRYKER CONFIDENTIAL — This docurwent contains confideniial and proprietary information.
i It must not be repraduced or disclosed 1o others without written approval.

149






Steam Sterilization Validation Protocol for Instruments — 8888.0966 Rev, B

Appendix B: Adoption for Instruments

Page § of 12

STRYKER CONFIDENTIAL — This document contains confidential and proprietary information.
It must not be reproduced or disclosed to others withowt written approval.
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Steam Sterilization Validation Protocol for Instruments — 8888.0966 Rev. B

Appendix C: Common Sterilization Cycles

Page 10 0f 12

STRYKER CONFIDENTIAL - This document contains confidential and proprietary information.
It must not be reproduced ar disclosed 10 others without written approval.
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W SERVICE,
v o

N )
5 —/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
'4,%} . U.S. Food and Drug Administration
Wryyq Center for Devices and Radielogical Health

Document Mail Center — W0O66-G609
10903 New Hampshire Avenue
Silver Spring, MDD 20993-0002

March 02, 2010

STRYKER ENDOSCOPY 510k Number: K093677

ENDOSCOPY DIVISION
5900 OPTICAL CT.

SAN JOSE, CALIFORNIA 95138
UNITED STATES

ATTN: SHIBIR DESAI

Product: STRYKER ARTHROSCOPE

The additiona! 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 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
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. 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/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084363 htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

510(K).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commetcial 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.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff
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stryker

5900 Optical Ct Endoscopy

Ko13677/52

t: 408 754 2784 f: 408 754 2914

February 26, 2010

U.S. Food and Drug Administration

Center for Devices and Radiological Health FD.

Document Mail Center — WO66-G609 | A CDRH DMC
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002 MAR -2 2010

Attention: Michel Janda Received “‘
| ¢

Re: Stryker Arthroscope, K093677.

Dear Mr. Michel Janda,







Sincerely,

v

Shibir Desai

Regulatory Affairs Analyst
Stryker Endoscopy

5900 Optical Court

San Jose, CA 95136

t: (408) 754-2540
Shibir.Desai@stryker.com

2



ATTACHMENT 1

O



TAB1



5900 Optical Court
San Jose, CA 95138

t: 408 754 2000 f: 408 754 2521

09217

stryker”

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

Device Name

Proprietary Name:
Common and Usual Names:
Classification Name:

Stryker Arthroscope
Stryker Arthroscope
Arthroscope (21 CFR § 888.1100, Product Code HRX)

Intended Use: Stryker Arthroscopes are endoscopic devices introduced into a patient to provide

Endoscopy

an internal view or image of the interior of a joint for examination, diagnosis, and/or therapy.
Arthroscopes are indicated for use in arthroscopic procedures performed in the hip, knee,
shoulder, wrist (carpel tunnel syndrome), temporal mandibular joint, ankle, elbow, and feet
(plantar fascia release).

Device Description: Stryker Arthroscopes are endoscopic devices introduced into a patient to
provide an internal view or image of the interior of a joint for examination, diagnosis, and/or
therapy. The Stryker Arthroscope is a long tube containing a series of lenses. At the distal end, an
objective lens captures the image of the object. Lens along the rod relay the image. At the
proximal end, a proximal coupling lens relays the image to a CCD (Camera).

The Stryker Arthroscopes come in various diameters including 1.9mm, 2.3mm, 2.7mm, and
4.0mm. Larger size arthroscopes are used for general viewing, while smaller diameter

. arthroscopes are used for restricted surgical sites. The Stryker Arthroscopes come in several
directions of view including, 0°, 30°,45°, 70°. The direction of view enables viewing of different
parts. Materials of the Arthroscope include stainless steel, titanium, PEEK, Glass, and Sapphire.

Technological Characteristics: The Stryker Arthroscopes are substantially equivalent in
construction and materials to the predicate Henke Sass Wolf Arthroscopes (K080560).

Proposed Device Predicate Device Equivalence Impact on
Safety and
Effectiveness
Device " Stryker Aithroscope HSW Arthroscope T
_Technological Characteristics (Design)
The differences
in the Field of
‘Field of View view do not
(FOV), 105°, 80°, 65° 85°,105° Different affect the
Degrees safety and
efficacy of the
device.
Direction of
View 0°, 30°, 45°, 70° 0°, 30°, 45°, 70°, 110° Same N/A
STRYKER Arthroscape 510(K) SUBMISSION p. 50f16
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Outer 4mmm,_ 2.7mm, 2.3mm, 4mm, 2.3mm-2.9mm, Same N/A
Diameter 1.9mm 1.7-1.9mm
The lengths are
within the
range of the
predicate. The
Working 165mm, 140mm, 120mm, 195mm, 185mm, Different differences in
Length 75mm, 72mm, 58mm 140mm, 70mm, 60mm the length do
not affect the
safety and
efficacy of the
device.
Single Use or Reusable Reusable Same Equivalent
Reusable.
Light Guide ACMI, Storz, Ol us, :
En?i Adapter Storz and Olympus Wolf & Dymi,ir:sp Same N/A

Voluntary Safety and Performance Standards: The Stryker Arthroscopes conform to the
voluntary standards including but not limited to (Refer to Section 5.1):

Biological Evaluation of Medical Devices
10993-1: Biological Evaluation of Medical Devices-Part 1: Evaluation and Testing
10993-10: Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Delayed-
Type Hypersensitivity

Electrical Safety Requirements Per 60601
IEC 60601-1: Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and
Essential Performance
IEC 60601-2-18: Medical Electrical Equipment - Part 2: Particular Requirements for the safety of
endoscopic equipment

AAMI/ISO Standards for Sterilization of Medical Devices
TIR 12: Designing, Testing and Labeling Reusable Medical Devices for Reprocessing in Health
Care Facilities '
ISO 14937: Sterilization of Health Care Products - General Requirements for Characterization of
a Sterilizing Agent and the Development, Validation, and Routine Control of a Sterilization
Process for Medical Devices

Optics
ISO 8600-1: Optics and photonics — Medical endoscopes and endotherapy devices —— Part I:
General requirements
ISO 8600-3: Optics and optical instruments: Medical endoscopes and endoscopic accessories
Part 3: Determination of field of view and direction of view of endoscopes with optics
ISO 8600-5: Optics and photonics-Medical Endoscopes and Endoscopic Accessories-Part 5:
Determination of Optical Resolution of rigid endoscopes with optics.

p. 60of 16

)

STRYKER Crossfire System 510(K) SUBMISSION

3



Performance Testing: The subject device has been subjected to and passed electrical safety,
sterilization, and biocompatibility testing requirements. The patient contacting materials are
identical to the materials used in the predicated device (Henke Sass Wolf Arthroscope K080560).
The Stryker Arthroscopes met all specified design and performance requirements.

Predicate Devices: The Stryker Arthroscopes are substantially equivalent in terms of safety and
effectiveness to the currently marketed device, Henke Sass Wolf Arthroscopes (K080560).

Substantial Equivalence: The technological differences between the Stryker Arthroscope and
Henke Sass Wolf Arthroscopes do not raise new questions of safety or effectiveness. Therefore
the Stryker Arthroscopes are substantially equivalent to the previously cleared Henke Sass Wolf
Arthroscope (K080560). Refer to Section 7.0 for a detailed comparison.

Contact:

= Fh 25,2000
ibir-PEsai Date:

Stryker Endoscopy

5900 Optical Court

San Jose, CA 95138
Phone: 408-754-2784
Fax: 408-754-2521

Email: Shibir.Desai@stryker.com

STRYKER Croésﬁre System 510(K) SUBMISSION p. 7of16 3’
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