
C- Link Micro Imaging, Inc. 510K Notification
Microendoscope Model 5-0001 Single Light Source and Microendoscope Model
D-OO01 Dual Light Source

510(k) SUMMVARY AcQ 7

This summary of 5 10(k) safety and effectiveness information is submitted in accordance with
the requirements of SMDA 1990 and 21 CFR §807.92.

A. Name, Address. Phone and Fax number of the Applicant

C-Link Micro Imaging, Inc.
1862 S. La Cienega Blvd.
Los Angeles, CA 90035,
Phone: 310-838-5613
Cell: 310-728-5174
Fax: 310.838 5615 JN1221

B. Contact Persn

Mary P. Galup
Regulatory Affairs Consultant
Hantel Technologies, Inc.
Telephone: (510) 441-4017

C. Date Prepared
July 30, 2009

D. Dale. Name
Trade Name: C-Link Microendoscope Model S-0001 Single light Source and D-000l Dual
Light Source
Classification Name: Eindoscope and Introducer Instruments

Device Description
Like the predicate devices, the C-Link Microendoscope Model S-0001 Single Light
Source and D-0001 Dual Light Source consist of a semi-rigid fibersoope with a separate
irrigating outer sheath or introducer to view and assess/biopsy soft tissue.

F. IntendedtUsc
The C-Link Microendosczope Model S-0001 Single Light Source and D-ml0 Dual Light
Source art intended for use by a physician for viewing an interior cavity of the hunion body
through either a natural opening or on incision.
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C- Link Micro Imaging. Inc. 510K Notification
Microendoscope Model S-0001 Single Light Source and Microendoscope Model
D-0001Dual Light Source /<0 VZt~ d§ }

Substantial Equivalence
The C-Link Microendoscope Model S-0001 Single Light Source and D-000l Dual
Light Source are substantially equivalent to the Acueity ViaDuct
Microendoscope and Accessories, cleared by the FDA under KO I 1 189. The
design of the C-Link Microendoscope Model S-0001 Single Light Source and 1D-0001
Dual Light Source are similar to the predicate device insofar as intended use,
principles of operation, anatomical site for viewing and sampling, safety characteristics
and physical characteristics.

G. Device Testing Results and Conclusion
All necessary testing was or will be performed on the C-Link Microendoscope Model 3-
0001 Single Light Source and D-0001 Dual Light Source to ensure that the product is
substantially equivalent to the predicate devices and to ensure that the new device does
not have a significant effect on safety and effectiveness.
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4z DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Fodd and Drug Administration
10903 New Hampshire Avenue
Document. Control Roam - W066-G609
SilverTSpring, MD 20993.-0002

C-Link Micro Imaging, Inc.
% Ms. Mary P. Gallup
RegulatoryAffairs
Hantel Technologies, Inc. JAN 1 2 2010
721 Sandoval Way
HAYWARD CA 94544

Re: K092739
Trade/Device Name: Microendoscope Model S-0001 Single Light Source and

Model D-0001 Dual Light Source
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: 11
Product Code: ODF
Dated: August 31, 2009
Received: September 23, 2009

Dear Ms. Gallup:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

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

Please be adv ised 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 (reporti4g of medical
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device-related adverse events) (21 CFR 8'03); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHoffices/ucmI 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Pant
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR-Part 803), please go to
http://www.fda. Eov/MedicalDevices/Safety/eportaProblem/default.htin 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) 63 8-2041 or (301) 796-7 100 or at its Internet address
htnt://www.fda. ov/MedicalDevices/ResourcesforYoullndust /default.htm.

erly yours,

ann .Morris
Acing Director, Division of.Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for- Devices and Radiological Health

Enclosure



C- Link Micro Imaging, Inc. 51OK Notiflcatibn
Microendoscope Model S-0001. Single Light Source and Microendoscope

Model D-OOO1!Dual Light Source

Indications for Use c7

51 0(k) Number (if known): 4j~j 'I )f7 q -
Device Name: Microendoscope Model S-0001 Single Light Source and Model D-0001 Dual
Light Source

Indications For Use:

This device is to be used by~a physician for viewing an interior cavity of the human
body through either a natural opening or an incision.

Prescuiption Use__Yes ANDIOR Over-The-Counter Use -No__

(Part 21 CPR 801 Subpart 0) (21 CFR'801 Subpart C)

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

Concurrence of CDRH. Office of Device Evaluation (ODE)
PageI lof

(Divisi& Sign-Oft)
Division of Reproductive, Abdominal.
and Radiological Devices jcc o 2 a
510(k) Number_________
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