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DEPARTMENT OF HEALTH &< HUMAN SERVICES Public H••ltb S.rvi••

FOOd and Drui Admini:5lration
9200 Corporate '6Qulevard
Rockville, Maryl~1;I20850

October 10, 2008

RALCO S.R.L.

C/O KAMM & ASSOCIATES
P.O. BOX 7007

DEERFIELD, ILLINOIS 60015

UNITED STATES

ATTN: DANIEL KAMM

5\Ok Number: K083029

Received: \ 0/10/2008

Product: MODEL R605DASM AUTOMATIC X-RAY

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (51O(k), you submitted in accordance with Section 51O(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 51 O(k) submitter.
Please note, if the 5l0(k) submitter is incorrect, please notify the 5l0(k) Staff immediately. We have assigned
your submission a unique 51 O(k) number that is cited above. Please refer prominently to this 51 O(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC)(HFZ-401) at the above letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 51O(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation. the Medical Device User Fcc Amendments of2007 is part ofa larger bill, the Food
and Drug Amendments Act of2007. Please visit our website at http://www.fda.gov/cdrh/mdufma/index.html
for mOre information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 51 O(k) needs to fill out the new standards form
(Form 3654) and submit it with their 51 O(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form (http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3674.gdD accompany 510(k)/HDEIPMA
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological
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Product, and Device Applications/Submissions: Compliance with Section 4020) of The Public Health SerVice Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007"
(http://www.fda.gov/oc/initiatives/fdaaa/guidancecertifications.html). According to the draft guidance, 51 O(k)
submissions that do not contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: I) Guidance for Industry and FDA Staff
entitled, "Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
http://www.fda.govlcdrhlode/guidance/1655.pdf. Please refer to this guidance for information on a formalized
interactive review process. 2) Guidance for Industry and FDA Staff entitled, "Format for Traditional and
Abbreviated 5IO(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidanceI1567.html. Please refer to
this guidance for assistance on how to format an original submission for a Traditional Or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper eopy of any premarket submission (e.g., 51O(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
www.fda.gov/cdrh/devadvice/". If you have questions on the status of your submission, please contact DSMICA at
(240) 276-3150 or the toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsma/dsmastaf.html. If you have procedural questions, please contact the SIO(k) Staffat
(240)276-4040.

Sincerely yours,

A

Maj r ~rP
Supervisory onsumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health
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Voice Phone Number:· 240-276-3788 •

I4i 003

FDA/Center for Devices and
Radiological Health

Office ofDevice Evaluation
SlO(k) Document Mail Center (HFZ-40I)
9200 Corporate Boulevard
Rockville, MD 20850

TO: See addressee on next page
FROM: 510(k) Document Mail Center

Comments: Fax copy of the letterbeing mailed to you.

"This document is intended only for the use of the party to whom it is addressed and may
"ontain information that is privileged, confidential, and protected from disclosure under
applicable law. If you are not the addrllssee, or a person authorized to deliver the
document to the . addressee, you are hereby notified that any review, disclosure,
dissemination; copying or other action based op. the content of this communication is not
authorized. If you have receiVed this document in error, please notity us by telephone and
return it to us at the above address by mail. Thank you."


