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The IC-PRO System

Cardiovasqular Angiography Analysis System
Angiographic x-ray system

The IC-PRO (version 3.1} System cleared under K082907,
The inReach system cleared for marketing under K081379;
The Angio IVUS Mapping System cleared under K060433.

The Ostial PRO Stent Positioning System cleared under
K062192;

The IC-PRO (version 3.2) system is an image acquisition and
processing modular software package designed as an add-on to
conventional X-ray angiography systems. This system improves
the output of cardiovascular angiography by providing software
modules that assist in diagnosis, procedure planning, therapeutic
stage and post deployment analysis. [C-PRO (version 3.2)
provides quantitative data of vessel, left ventricular and stent
dimensions enhances visualization and localizes device on
predefined roadmaps.
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510(k) SUMMARY

IC-PRO, an image acquisition and processing modular software

package, 1s indicated for use as follows:

1. Assists in the evaluation of coronary lesions by enabling the
creation of 3D images of coronary vessel segments based on
two to three 2D angiography images obtained from single

-plane angiography.  Provides quantitative information
regarding the calculated dimensions of arterial segments
based on the 3D image.

2. Performs quantitative analysis of the left ventricle based on
left ventricular angiograms.

3. Enhances visualization of the stent deployment region and
provides quantitative data based on manual stent tracings

4. Assist in device positioning by prov1dmg real time
localization on predefined roadmaps.

5. To be used in-procedure in the catheterization lab and off- hne
for post-procedural analysis

It is intended for use by clinicians, technicians and research
personnel.
None

Testing included software validation and performance evaluation.
The performance tests were made to evaluate the IC-PRO System
and vield accuracy and precision results within the predetermined
specifications with compare to results obtained by the marketed
predicate devices.

The intended use and technological characteristics of the IC-PRO
(version 3.2) are substantially equivalent to a combination of the
intended use and technological characteristics of the predicate
devices.

The testing reported in this 510(K) establishes that [C-PRO is
substantially equivalent to the predicate devices and is safe and
effective for its intended use. -
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‘ISRAEL :

Re: K08 %’745 . '
Trade/Device Name The IC- PRO System
Regulation Number: 21 CFR 892.1600

. Regulation Name: ‘Angiographic x-ray system -

- Regulatory Class: II ‘
Product Code: IZI
Dated: December 11, 2008
Received: December 17, 2008

: Dear Mr. Mandelboun

‘We have reviewed your Section 510(k) premarkeét notification of intent to market. thc 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
déevices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

. and Cosmetic act (Act) that dp not require approval of a premarket aphi‘oval application (PMA).
You may,.therefore, markst the device, subject to ihe general controls provisions of the: Act. The

' ‘general conirols provisions of the Act includé requirements for annual registration, listing of -
devices, good manufacturing practice, labeling, and prohlbltlons 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 such additional controls. Existing major regulations affecting your device
~ can’be found inthe Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
. may publish further announcements concermng your device in the Federal Register. - '




Page 2

Please be advised that FDA’s issuance of a substantial equwalence 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; good manufacturing practice requlrernents 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. |

- This letter will allow you to begin marketing your device as described in your Section 5 ld(k)
- premarket notification. The FDA finding os substantial equivalence of your device to a legally

marketed predicate device results in a class1ﬁcat10n for your dev1ce and thus, perrmts your device
to proceed to the market ‘

B If you dwre spemﬁc adwce f')r vour dewce on our labelmg régulation (21 CER Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulatlon number '
~at the top of this letter, :

21 CF_R 876.xxx (GastroenterologyfReﬁal/Urology) (240) 276-0115

- 21 CFR 884.xxx (Obstetrics/Gynecology) (240) 276-0115
21 CFR 892.xxx (Radiology) - (240) 276-0120
Other _ _ o ‘ (240) 276—0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notlﬁcatlon

(21 CFR Part 807.97). For questions regatding postmarket surveillance, please contact CDRH’

Office of Surveillance and Biometrics’ (OSB’s) Division of Postmarket Surveillance at

240-276-3474. For questions regarding the- teporting of device adverse events (Medical Device

Reporting (MDR)), please contact the Division of Surveillance Systems at 240-276-3464. You
may obtain other general information on your responsibilities under the Act from the Division of
Small Manufactures, Intérnational and Consitmer Assistance at its toll-free number (800) 638-2041
or (240) 276-3 1 50 or at its Internet address http frwww.fda. gov/edrh/industry. supnot/mdex html.

] eerel(yo

cting Dlrector Division of. Reproductlve,
Abdominal, and Radiological Devices

'Office of Device Evaluation

Center for Devices and Radlologlcal Health

Enclosure
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Indications for Use

Device Name: The IC-PRO System
Indications for Use:

' IC*PRO, an image acquisition and processing modular software package, is indicated
for use as follows: 4 :

= Assists in the evalnation of coronary lesions by enabling the creation of 3D
images of coronary vessel segmenits based on two to three 2D angiography
images obtained from single plane angiography. Provides quantitative
information regarding the calculated dimensions of arterial segments based on
the 3D image. -

» Performs quantitative a.nalysw of the left ventricle based on left ventricular
angiograms. -

* Enhances visualization of the stent deployment reglon and pr0v1des quantitative
data based on manual stent tracings

» Assist in device positioning by providing real time localization on predefined

* roadmaps.

= To beused in- procedure in the catheterization lab and off- line for post-

procedural analysis :

Prescription Use __ % AND/OR Over-The-Counter Use
{Partzl CFR 801 Su,l,a.rﬂ‘ : btk .._;.,h:«e’@l{ﬁRRJ801*..-Subpaw.(3)'

" (PLEASEDO NOT WRITE BELOW THIS LINE CONTINUE ON ANOTHER
PAGE OF NEEDED) :

« . Concurrence of CDRH, Office of Device : valﬁatiog' (ODE)

(Division 3ign-Off) - ,
Division of Reproductive, Abdommal

(Posted Novémber 13, 2003) and Radiological Devi

510(K) Number ]?\)D 13745
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