
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

MAR 3 1 2006 Rockville MD 20850

Ms. Christine E. Ehmann Re: K060550
Regulatory Affairs Manager Trade/Device Name: Kodak Direct View DR 3000 System

Kodak Health Group RegulationNumber: 21 CFR 892.1680

Eastman Kodak Company Regulation Name: Stationary x-ray system

343 State Street Regulatory Class: II

ROCHESTERNY 14650 Product Code: KPR
Dated: February 28, 2006
Received: March 2, 2006

Dear Ms. Ehmann:

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 manufacturing practice, labeling.
and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class 1I (Special Controls) or class Ill (Premarket

Approval), it may be subject to such additional controls. Existing major regulations affecting your

device can be found in the Code of Federal Regulations. Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements concerning your device in the Federal Register.

]'lease -c advised that FDA's issuance of a substantial equivalence determination does not mean that
I )A has made a determination that your dcvice complies with other reqluiirem ents of the Act or any

I dcde:ll staltutes andiI regulations administered by other Federal agecncies. You must comply with all the

AcI s requitrements. including. but not limited to registration and listingw (21 CFR Part 807); labeling
(2I ('H Part 801): good manl'iactlring practice requirements as set lbrth in the quality systems ((OS)
ictilation (21 (FR 'art 820): and if applicable. the electronic product radiation control provisions
(Sy;cliOlsI $31 -S4 of the Act): 21 ('[Z 1000-1050



This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of'substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permisnis your deviCC to

proceed to the markel.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at one of the Following numbers, based on the regulation number at

the top of this letter:

21 CFR 876.xxxx (Gastrocnterology/Renal/[lJology) 240-276-0115

21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115

21 CIR 892.xxxx (Radiology) 240-276-0120

Other 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to preiamrket notification" (21 CFR

807.97). You may obtain other general information on your responsibilities under the Act from the

D)ivision of Small Manufacturers, International and Consumer Assistancc at its tl ro-lee umlnber (800)

638-2041 or (301) 443-6597 or at its Internet address
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ATTACHMENT 1

Kodak DirectView DR 3000 System 5 10(k): Eastman Kodak Company

Statement of Intended Use

510(k) Number (if known): IKPOL50
Device Name: Kodak DirectView DR 3000 System

Intended Use and
Indications for Use: The KODAK DirectView DR 3000 System is a

permanently installed diagnostic x-ray system for

generation of x-rays for examination of various anatomical
regions.

Concurrence of CDRFI, Office of Device Evaluation

Prescription Use_______OR Over-the counter use_____

(per 21 CFR 801.109)

Rpoctve, Abdominal,9 eies


