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Premarket Notification 510(k) Safety and Effectiveness Summary

In accordance with 21 CFR section 807.92, Stryker Endoscopy is submitting the following safety
and effectiveness summary.

Device Name: Classification Name: Endoscopic Camera

Common Name: Camera, Imaging system

Proprietary Name:  Model 888 Video Camera
Intended Use:
The Stryker Endoscopy Medical Video Camera System is intended for endoscopic camera use in
a variety of endoscopic surgical procedures including orthopedic, laparoscopic, urologic,
sinuscopic, plastic and as an accessory for microscopic surgery. Sterilization of the camera head
and cable is required before use. The new Stryker camera will be capable of interfacing with the
Hermes Operating Room Control Center (K973700) voice-activated system, with no impact on

normal camera system operation

Device Description:
The Stryker Medical Video Camera System consists of a camera control
unit (CCU) and a camera head with an integral cable that connects to the CCU.

The System is AC powered and is designed to meet international medical device standards (IEC
601-1, UL 2601, & CSA 22.2) to provide safe operation and eliminate or minimize the risk of
fire, electrical shock, and electromagnetic interference that may be associated with it.

Equivalency:
The Stryker Endoscopy Medical Video Camera System is substantially equivalent to several
other systems currently on the market, i.¢., the Karl Storz Imaging Tricam Color Endoscopic

Television System (K950862).

Overall, these differences represent improvements in safety and effectiveness among the
predicate device and previous Stryker cameras. Any other differences would be of a cosmetic

nature and not significant to safety and effectiveness

Rick Beutter
Project Engineer

Stryker Endoscopy
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Mr. Rick Beutter

Project Engineer

Stryker Endoscopy
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Re: K983566
Trade Name: Model 888 Video Camera
Regulatory Class: II
Product Code: GCJ
Dated: October 7, 1998
Received: October 9, 1998

Dear Mr. Beutter:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for
annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(Premarket Approval), it may be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of Federal Regulations, Title 21,
Parts 800 to 895. A substantially equivalent determination assumes compliance with the
current Good Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and that,
through periodic (QS) inspections, the Food and Drug Administration (FDA) will verify
such assumptions. Failure to comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements concerning your device in the
Federal Register. Please note: this response to your premarket notification submission does
not affect any obligation you might have under sections 531 through 542 of the Act for
devices under the Electronic Product Radiation Control provisions, or other Federal laws or

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 809.10 for in vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4595. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CFR 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

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

Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Device Name: Model 888 Video Camera

510(k, Number (if known):

Indications for Use:

The Stryker Endoscopy 3-Chip Medical Video Camera System is indicated for use in general
laparoscopy, nasopharyngoscopy, ear endoscopy, sinuscopy, and plastic surgery where-ever a
laparoscope/endoscope/arthroscope is indicated for use. A few examples of the more common
endoscopic surgeries are laparoscopic cholecystectomy, laparoscopic hernia repair, laparoscopic
appendectomy, laparoscopic pelvic lymph node dissection, laparoscopically assisted
hysterectomy, laparoscopic & thorascopic anterior spinal fusion. anterior cruciate ligament
reconstruction, knee arthroscopy, shoulder arthroscopy, small joint arthroscopy, decompression
fixation. wedge resection, lung biopsy, pleural biopsy. dorsal sympathectomy. pleurodesis.
internal mammary arwery dissection for coronary artery bypass. coronary artery bypass grafting
where endoscopic visualization is indicated and examination of the evacuated cardiac chamber
during performance of valve replacement. The users of the Stryker Medical Video Camera are
general surgeons. gynecologists. cardiac surgeons. thoracic surgeons. plastic surgeons.

orthopedic surgeons, ENT surgeons and urologists.
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