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Dear NI r. De \Vandel-

We have reviewed your Sect ion 51 0(k) preinarket notilcation of intent to market the device
re f'eenced above and have determined the device is substantially equ iv\alelnt (for the indications
For tise stetd inl thle eclosure) to legally marketed predicate devices marketed in interstate
commerce pr ior to Nvlav 28, I1976. the enactment date of the M~edical Dcvi cc A mendments, or to
devices that have been reclassi fied in accordance \vith the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
YOU may. theref'ore, market the device, subject to the general controls provisions of the Act. The
general controlIs provisions of' the Act i nllilde req n-il-rmeots for annual registration, l isti ng of
de vices, goo0d manlufacturing practice, labe Iimn , and pro hi b itio ns against mnis branding and
adulterationl.

If' your1 device is classified (see above) into class HI (Special Controls), it nay be subject to such
additional controls. Existing major reglations affecting your device canl be foulnd inl Title 2 1.
Code of* Federal Regulations (CFR). Parts 800 to 895. In addition, FDA may publish further
anno uncerments conCernih1 nz 1,ti device in) thle Federal Reuister.

Please be advised that FDA's isstuance of a strbstatitial equivalnce decrlMinat-ionl does 110t me1anl
that FDA has made a determinationl that y!our device comp1Ilies With Other reqtrlirements of the Act
or anyv Federal sttr tes and regt lad ons administered by other Federal aocenci es. YOU mu11st
comply wii all thle Act's req u remenIltS. inc lud in it but niot limnited to: rein tation and listing (2 1
CFR P)art 807); labeling (2 1 CFI( Parts 80 1 and 809): medical device reporting (reporting of'
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medical device-related adverse events) (2 1 CFR 803): and Loed uaiitifactinug pNrctice
req n ili-cmn ts as set forth1 ill the q tiahl vavSMMS (QS) regulation1 (2 1 CIT. Part 820). T]his letter
will allow; von to begini maketing your device as dlescri bed in vou r Sect ion 5 10(L) p reinarket
iioti leadeon. Ilhe FD A fin d ing of ublstanial cniVM valnc ouer device to a legally marketed
pi-edicace device restilts in a classi lication for veU tirdvice and thu.s, permiuts ourH Cevice to
proeeud to tile la rhet

I f yeu clesire specifiecadvie For ye tw dcvi e on our label ng regulation (2 1 CFR Par-ts 80!1 and
809), please contact the Office Of Ill Vl',0 ID i agnlostic Device Ev ainand Safety a (30 I) 796-
5450. Aliso, p1lcase noteC the legn I ati ol runtled,' "Ni.is bandcing by ic frenee to premarke
nodti ijation" (21 C FR Part 807.97. For questions -egard iing the reporting of adverse events
Under the N4DR regulation (2 1 CFRv part 803)1 please go to

htt://ww~da~ov/edcalcvies/afev/Rpota Prjoblemi/c Faut~lt.lhtni for the C DR[ 's Office
of Surveillance and 1<ormetries/Dlivi si on of Postmarket Surveillance.

Y ou may obtinl other genera[ [inCoin at io o io your respo nsi bil iC istnder the Act from thle
IDi vision oF Small Mann flactnrers, International and Consumer Asasistance at its to 1-free numbe1I)r
(800) 638-204 1 or (30 1) 796-7 100 or at its WHtOMe addres
hilltp://wwwfda.o/cr/instrfipotidx.ml

Sicerely Yours,

iMary S. Pastel, S.)
Director
Division of Radiological Devices
Office of [n Vitro Diagnostic Device

Eva]lnation andl Safety
Ceoter hoe Devices and Radiological-Health

Enclosure



Indications For Use

51 0(k) Number (if known):

Device Name:
Coronis Fusion 4MP DIL (MDCC-4130)

Indications For Use:
The Coronis Fusion 4MP DL (MDCC-4130) 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 OR Over-The-counter Use __

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

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
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