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Regulation Description

A surgical vessel dilator is a device used to enlarge or calibrate a vessel.

Substantial Equivalence Claims:
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AND DEBAKEY VESSEL DILATORS

Applicant GEISTER MEDIZINTECHNIK GMBH



510O(k) Summary
Description of the Device:

Instrumed Vessel Dilators are reusable surgical instruments.
To ensure the multi-purpose use of this device, different models are available. The differences can be in
length, diameter, and design of the dilators

Dilators are used
- to check patency of vessel in coronary artery bypass procedures
- to check patency of other vessels in pheripheral vascular procedures
- olive shaped tips (Garrett)

The surgeon chooses the instrument based on the anatomy of the vessel and the type desired, and on the
type of the surgical procedure.

Instrumed Vessel Dilators are made of ASTM F 899-07 standardized Stainless Steel.
The instruments are offered in non-sterile condition.

Indications for Use:

INSTRUMED vessel dilators are devices used to enlarge or calibrate vessels during coronary artery bypass
or angioplasty procedures. They are designed to locate orifices, to trace the course of abnormal vessels,
and to perform various manoeuvres of dilation and measurement of annulus and lumen diameters

Comparison with Predicate Device:

Performance characteristics that have been evaluated for the Instrumed Vessel Dilators through testing
performed on the proposed device and testing leveraged from previously cleared devices; including the
following technological characteristics:

-Design

- Simulated Use
* Clinical evaluation
* market surveillance data

- Dimensional Verification
* Dilator tip diameter
* Dilator length
* Tip length
* Wire diameter

- visual inspection
* Dilator surface free from defects
* Wire surface free from defects

- mechanical testing
* Test of distal tip retention
* Wire to handle joint strength

- Material
- material certificates

* material analysis
* mechanical strength

- corrosion testing
* Test of corrosion resistance

- biocompatibility
*cytotoxicity effects
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The results of non-clinical and bench testing indicate that the new devices are completely comparable to
the predicate devices.

Results of clinical evaluation based on literature research and market surveillance information from
* database evaluation
* Information from scientific literature
* data from market experience of the same or similar devices

has proven that the design is safe and effective.

Instrumed International has provided hundreds of dilators in the last 5 years to customers supporting other
than US markets, without any reported customer complaint or potentially reportable event.

The Instrumed Vessel Dilators are substantially equivalent to the predicate devices in terms of
* technical characteristics
* design
* Indications for Use
* Target population
* where it is used
* performance
* biocompatibility
* sterilization method
* mechanical safety characteristics
* as well as sizes and configurations.

Conclusion:

The presented data that was conducted on the Instrumed Vessel Dilators shows in its results and
in comparison to the predicate devices that the products are substantially equivalent to the
predicate devices.
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Regulation Number: 21 CFR 870.4475
Regulatory Class: II
Product Code: DWP
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Dear Mr. Massong:

We have reviewed your Section 5 10(k) premnarket 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 premnarket 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.
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If your device is classified (see above) into either class 1I (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 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Regzister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA-has-made-adetermination-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 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

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/CDRH-1ffices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to prernarket notification" (2 1CFR 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/ReportaProbleirnldefault.htm for the CDRJI'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/ResourcesforYou/lndustrv/default.htm.

Sincerely yours,

~% rainD. ZL ~i 'ran, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):K I05

Deyice Name: Instrurned Vessel Dilators

Indications For Use:
INSTRUMED Vessel Dilators are devices used toenlarge or calibrate vessels during coronary artery
bypass or angioplasty procedures. They are designedto locate orifices, to trace the course of abnormal
vessels, and to Perform various manoeuvres of
dilation and measurement of annulus and lumen
diameters.

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