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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

%, ﬁ Food and Drug Administration
Hygaa 10903 New Hampshire Avenue
Document Control Center — WO66-G609
Silver Spring, MD 20993-0002

NDS Surgical Imaging, LLC November 6, 2015
Mr. Jim Leng

Regulatory Engineer
5750 Hellyer Avenue
San Jose, California 95138

Re: K151609
Trade/Device Name: ZeroWire Duo Wireless HD Video Transfer System
G2 or ZeroWire G2
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: Class II
Product Code: GCJ
Dated: October 26, 2015
Received: October 28, 2015

Dear Mr. Leng:

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 misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (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 Parts 801 and 809); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing practice
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requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21
CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Joshua C. Nipper -S

For Binita S. Ashar, M.D., M.B.A., F.A.C.S.
Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K151609

Device Name
ZeroWire Duo Wireless HD Video Transfer System G2 or ZeroWire G2

Indications for Use (Describe)

The NDS ZeroWire G2 is a paired wireless video communication transmitter and receiver, intended for delivery of video
signals from a source such as an endoscopy camera/processor, or other video source over a radio-frequency link to a
ZeroWire Receiver for display of images during endoscopic and general surgical procedures. The ZeroWire G2 wireless
video system is a non-sterile reusable device not intended for use in the sterile field.

Type of Use (Select one or both, as applicable)
Prescription Use (Part 21 CFR 801 Subpart D) [] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“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 number.”
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NDS Surgical Imaging, LLC
5750 Hellyer Avenue
San Jose, CA 95138
USA

Jim Leng
Regulatory Engineer/NDS Surgical Imaging, LLC

NDS Surgical Imaging, LLC
5750 Hellyer Avenue
San Jose, CA 95138
USA

Updated October 22, 2015

Tel:  408-776-0085
Fax: 408-776-9878

Endoscope and Accessories
Wireless Device

ZeroWire G2 Duo Wireless Hideo Transfer System or
ZeroWire G2

21 CFR 876.1500
GCJ
Predicate device K2126o0del WIS1000

Model Wu-vwx-yz, where (R=or T; v=P or M; w=1 to 4;
x=1to 6;y=0to 2; z=1 to 3, the ZeroWire G2 wireless
device is designed as a wireless transmitter arelwer
pair which allows delivery of a video signal overaalio
frequency link to video destination such as Radiaantd
EndoVue devices.

The NDS ZeroWire G2 isarpd wireless video
communication transmitter and receiver, intended fo
delivery of video signals from a source such as an
endoscopy camera/processor, or other video sowereao
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M. Technological Characteristics:

N. Performance:

O. Clinical Information:

P. Conclusion:
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radio-frequency link to a ZeroWire Receiver forplas/ of

images during endoscopic and general surgical gduoes.
The ZeroWire G2 wireless video system is a nonister

reusable device not intended for use in the stield.

ZeroWire G2 desi are the most advance medical grade
wireless video transfer solution for minimally irsiae
surgery and interventional procedures. By utilizing
directional antenna and beam forming in the 60 GHz
+frequency spectrum, ZeroWire G2 provides a robust
wireless video link minimize the interference frather
devices. It enhances clinical efficiency and safetthe OR
by eliminating the need for a video cable. The peipry
memory-enabled pairing system makes installatiaokqu
and easy. ZeroWir&2 technology provides the highest
quality of service and is specifically designedttoe video
transmission challenges of the surgical environment

Based upon our testing, the Zeme\BR2 meets and
exceeds IEC 60601-1, ANSI/AAMI ES60601-1, IEC
60601-1-2 and FCC part 15 which establish its dafegn
and operation. The device had gone through itgdesi
validation and clinical study to further demonsras
safety and effectiveness.

Clinical data is not nestifor this type of wireless device
by 510(k) submission guidance document. Howeves, th
submission provides test results in clinical enviment to
demonstrate the device is substantial equivaletiteto
predicate device

Based upon validations results fomth design and
clinical, ZeroWire G2 device demonstrates perforoegn
safety, and effectiveness that are equivalentd@tkdicate
device — Predicate device K112621 model WIS1000.
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