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Dear Mr. Peterson:

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 Mlay 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 (PMVA).
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 class 11 (Special Controls), it may be subject to Such
additional controls. Existing major regulations affecting your device canl be found inl Title 2 1.
Code of Federal Regulations (CFR). Parts 800 to 895. In addition, FDA may publish fuirther
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 requireCmns 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 CER Parts 801 and 809); medical device reporting (reporting of
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ni edical deX'i cc-related no verse, events) (2i CF Ft 803); and good man ti fact~luri n prac
rcClUireilenlts as set forth1 inl the ClUality systemus (QS) reguLlation (21 CFR Part 820). This letter
wVilI at to Xyoui to begin marketing your device as described iii your Section 5I10(k.) premark-et
niotificationl. The F'DA finding of substantial equi val ence of your device to a legally mlarketedl
prFedicate devi(c results in a classification for your-1 device anld thus, permIits \'our device to
1)roceed to the markcet.

IF you desire specific advice For youir (levice onl our labeling regulation (2 1 Cl R Parts 80 1 and
809), please contact the Offi*ce of I7 Vitro Diagnostic Device Fvaluation and Safl y at (301) 796-
D450. Al so. plecase note thle regluiatil onenU Ied , ''Nisrit d in g by\ reference to pirmarket
notifCat ion" (21 CI7R Part 807.97). For questions reg'arding thle rptigof adverse events
under the MvDR regulation (21 CJ'R Part 803), please go to
litti)://w\wXX'N. fda.L,,o\v/Medicalbevi ces/Safetv/Repor-talliobl eiidefatult.htmii for the CDR-I'5 Office
Of Surveill ance and Biomnetrics/Division Of Postmlarket Surveillance.

You may obtain other general information on your responsibilities under the Act From the
Division Of Smuall Manufa1cturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 dr at its Internet address
lhtti)://wwwv~fda.L,,ov/cdrli/ildustVY/SLIIport/iindex.ltnl.

Sincerely Yours,

Mary S. Pastel, Se.
Director
Division of Radiological Devices
Office of fIn Vitro Diagnostic Device

Evaluation and Safety
Center fot Devices and Radiological Health

Enclosure
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indications for Use Statement

Applicant: Calgary Scientific, Inc., Suite 208 - 1210 2& Ave. SE, Calgary, Alberta, CANADA
12G 1M8

510(k)liNumbeAQOES 1i11(3H6

Device Name: ResolutionMVD" Mobile

Indications for Use:

The ResalutionMD' 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 ResolutionMO 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 ADO Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(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)

sion Sign-Off)
Division I Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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