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Dear Ms. Cliunti:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
refirenced above and have determined thle 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 enlactmnent date oflih Medical Device Amnendmntis, or to
devices that have been reclassified in accordance with the proyisins of the Federal Food. Drug.
and Cosmetic Act (Act) that dot not require approval ofa premnarket approval application (PMIA).
You may. therefoire, market the device, subject to the general controls provisions of the Act. Thie
general controls provisions of thie Act include requirements for annual registration, listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. \We remind you. however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (IPMA).
it may be subject to additional controls. E 'xisting major regulations alffectifig your device canl be
founid in the Code oflFederal Regulations, Title 21 . Parts 800 to 898. In add it ion. FDA max'
publish further announcemnrts concerning your device in thle Federal Rctgister.

Please be advised that FDA's issuance of a Substantial equivalenice determination does not mean
that FDA has made a determination that your device coinpl ics wvith other requI~iremrents ci the Act
or an%, Federal statuteCs and reuu lZo Fes administered by other Federal ag~encie s. Yo m I 1ust

comip ly Nvith all [lhe A ct's requ irem entIs. Kin iid i tg. but not liiited to: regist rat ion and listing- (2 I
CI'R Part 807): labeling (2 1 C FR [)art 80 1): medical device reporting (reporting ofrinedical

device-related adverse events) (2 1 CFR 803): good manuiheturing practice requirements as set
forth in the quality systemns (QS) regulation (2 1 CFR Part 820): and if'applicable. the electronic
product radiation control provisions (Sections 53 1-542 ofthe Act): 2 1 CFR 1000- 1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7lO00or at its Internet address
httD://www.fda.eov/MedicaIDevices/ResotircesforYoti/lnduistrv/defatull.htm. Also, 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
CER Part 803), please go to
hitp://%%wx.rda.,_,ov/Mcdica]Dcviccs/Salbtv-/Ren~ortaPr-oblein/dclhLult.htm for the CDRH's Office
of Surveillance and Bjometrics[Division of Posimarket 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/Medical]Devices/ResourcestorYou/lndustrv/default.litin.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

5l1O(k) Number (if known): K132302

Device Name: Picture archiving and communication system (PACS)/ QXLink

Indications for Use:

The QXLink is a device that provides one or more capabilities relating to the acceptance.
transfer, display. storage and digital processing of medical images. The software components
may provide functions for performing operations related to image manipulation, enhancement,
compression or quantification. Images may be acquired from imaging devices such as CR, CT,
MR and other devices. This device is not intended for mamnmographic operations.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PACE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health
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