
4 DEIP4RTM ENT OF HEALTH & HlUMAN SERVICES PuLblic Health Ser vice

Fo, od atnd Drug- Acliinistraioni
10903 New Hamnpshire AvenlUe
Documeni Control Room -W066-G609
Silver Sprig. MD 20993-0002

iMr. Lieven De Wandel
RegCulatory A ffairs Officer
lBarco N.V. - tMedical Imaging, Division
35 President KennedyparkI
B F 113 IL]MAU

Re: K1 11991
Trade/Device Namne: Nbo Color 2N4P (NIDNC-2l21)
Regulation Number: 21 CFR 892.2050
Reguilation Name: PictUre archiving and commu11Lnications systemn
Regulatory Class: 11
Product Code: LLZ
Dated: July 8, 2011
Received: July' 13, 2Q11

Dear Mr. De Wandel:

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 May 28, 1976, the enactment date of the Me/Idical 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.

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 can be found in Title 2 1.
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish Further
a1nOnouceme1nts 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 y1our device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. YOU mTust
comply with all the Act's reqlui rements, inlluding, but[ not limited to: registration and listing (2 1
CFR Part 807); labeling (2 1 CFR Parts 801 and 809);- medical device reporting (reporting of
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mnedical tlevice-related adverse events) (2 1 CFR 803): and good manufacting practice
reqluiremetnts as set forth in) the Clial ity syIstemls (Q S) legU laton (2 1 C1R Part 820). This letter
wvill allow "you to begin marketing your device as described in your Section 5 10(k) premar-ket
notification, The FDA Finding of su-bstantial eqtrivalence of your device to a legally marketed
predicate device resti Its in a ci assi ficatim Fo ryour device and thus, pem~lits yotrr device to
prIoceed to the market.

I f yo L[ desire specilic advice for your device Onl our labeling regulattion (2 1 C FR Parts 801I and
809), please contact the Office of In iwu Diagnostic Device Evaluation and Safety at (301) 796-
5450. Also, please note the regulation entitled. "'Misbranding by reference to lprelfarkei
notification" (21 CER Part 807.97). For qJuestions regarding the reporting of' adverse events
under the MDR regulation (21 CFR Part 803)), please go to

htt:/wwwfd~uo/Mdicl evices/Safetv,/Rep~ortaProblemi/defauttlt hitmi for the CDRI-l 's Office
of Surveillance and Biometrics/Division of Postmoarket Surveillance.

YOU may obtain other general information on yotur responsibilities under the Act fromt the
Division of Small Manu Lfactu rers, [niternational and Consumer Assistance at its toll-free 1nmber
(800) 638-2041 or (301) 796-7100 br at its Internet address
tittp)://wwv N. fda.gov/cdrh/inidustry /sulplot/iidex~litni.

Sincerely Yours,

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

Evaluation and Safety
Center fot Devices and Radiological Health

Enclosure



Indications for Use

5 10(k) Number (if known): 111991

Device Name: Nio Color 2MP (MDNC-212 1)

Indications for Use:

The Nio Color 2MP (MDNC-2 121) is intended to be used in displaying and viewing
digital images, for review and analysis by trained medical practitioners. These devices
must not be used in primary image diagnosis in mammography

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

(Part 21 CFR 801 Subpart D) (21 CFR 807 SubpartC)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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