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Mr. Kyle Peterson

Direclor, Regulatory & Corporate Affairs
Calgary Scientific, Inc.
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Re: K111346 _ SR
Trade/Device Name: ResolutionMDT™ Mobile
Regulatton Number: 21 CFR §92.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: [l
Product Code: LLZ
Dated: July 29,2011
Received: August |, 2011

Dear Mr. Peterson:

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 manutacturi mg, practice, labeling, and prohibitions against misbranding and
adulteration. ~

If your device is classified (see above) into class I1 (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish Imthe1
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 Parts 801 and 809) medical device reporting {reporting of
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medical device-related adverse evenis) (21 CFR 803); and good manufacturing practice
requirements as set forth in the quality sysiems (QS) regulation (21 CFR Part 820). This letier
will allow you (o begin marketing your device as described in your Section 510{k) premarket
notiication. The DA finding of substantial equivalence of your device (o a legally marketed
predicate device results in a classification for vour device and thus, permits your device Lo
proceed 1o the market.

[f vou desire specific advice for your device on our labeling regulation (21 CFR Paris 801 and
§09), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-
5450, Alse, please note the regulation entitled, “Misbranding by reference to premarket
notification” (21 CFR Part 807.97). For questions regarding the reporting of adverse events
under the MDR regulation (21 CFR Part 803), please go to

hitp://www.fda.pov/Medical Devices/Safetv/ReporiaProblemy/default.hun for the CDRH’s Office
of Surveiliance 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 [nternet address

http:/fwww fda.cov/edrh/industry/support/index. hitml.

Sincerely Yours,

| %5522/

Mary S. Pastel, Sc.D,

Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure
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Indications for Use Statement

Applicant: Calgary Scientific, Inc., Suite 208 — 1210 20" Ave. SE, Calgary, Alberta, CANADA
T2G 1M8 '

510(k) NumberX8886682— K || {34¢

Device Name: ResolutionMD™ Mobile

Indications for Use:

The ResolutionMD™ Mobile software is a software-based Picture Archiving and Communication
System (PACS) used with general purpose computing servers and specific mobile devices. It
provides for communication, storage, reformatting, rendering on the server component and

communication and display of DICOM 3.0-compliant CT and MR medical images as well as
reports on the mobile device,

The ResolutionMD Mobile provides wireless and portable access to medical images. The device
is intended for use as a diagnostic, review, and analysis tool by trained professionals such as
radiologists, physicians and technologists. This device is not intended to replace full
workstations and should be used only when there is no access to a workstation.

The ResolutionMD Mobile is not to be used for mammography.

Prescription Use X AND/OR Over-The-Counter Use _
{Part 21 CFR B01 Subpart D) {21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
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