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This summary of 510(k) safety and effectiveness information is being submitted in accordance
with the requirements of 21 CFR 807.92.

General Information

Company Name: Philips Medical Systems North America Company

Address: 22100 Bothell Everett Highway
Bothell Washington 98021-8431
USA

Contact Person Lynn. T. Harmer

Telephone Number: 425-478-7312

Prepared (date): 2008 November I14.

Manufacturing Site: Philips Medical, Systems Nederland B.V.
Veenpkiis 4-6 .
5684'PC Best,
The Nthr~l~ands"

Device Name: Philip Manmmolliagnost VU

Classification Name: Picture Archiving and Communication System

Regulation number: 892.20,50

Classification: Class: '11

ProCode: 90LL

Common/Usual Name: PACS' Wrkstation'1

Predicate Devices: Stentor Inc.- (now Philips Healthicare Inc.),
i Site.ACS v 4.x-

General Electric Medical Systems.'
Sed~vantg

SeburViewvD
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II Information Supporting Substantial Equivalence Determination

System Description:

Philips MammoDiagnost VU workstation software package -is intended for viewing,
manipulation, reporting and communication oif digital mammography images' (DICOM "For
Presentation" images) as well a.thrmodality images. It interfaces to mammography
acquisition stations ~and image storage,, printi~ and ~CAD devices using DICOM 'or similar
interface standards. It uses and builds further on the Stentor iSite PACS v4.x software (Stentor
is now a Philips owned comipany).

Philips MammoDiagnost VU workstation software. package runs on standard information
technology hardware and software. Th prpitr otaei h hlp ammoDiagnost
VU workstation software packa'ge~ uses a standard Microsoft Operating System and user
interface. Communication and data exchange ate: done using :standard TCP/IP, DICOM and
HL7 protocols.

Intended Use:

Philips MammoDiagnost VU workstation software package is intended for viewing,manipulation, reporting and co:m'n ilcatioI1oh iia qrorpyiae DCM"o
Presentation" images) as well as ote mdality imagest. I interfaces. to mammograhy
acquisition stations and image storage, printing and CAD devices using. DICOM or similar
interface standards.
Philips MammoDiagnost VU is used with high-rSolution monitossial ~ cenn n
diagnosticnmammography, for, use-initheUS thes~-'~m tr.mu~st beFD cerd
It is used by trained professionals, inclvding; but not limit'e'd ~to'physicians, radiologists, nurses,medical technicians and assistants.

General Safety and Effective!ness:
The MammoDiagnost VU sftw re is spcfiqyldtdadtsedudrargsee S
13485 and 21 CFR Part 820 compl ianit Quaity System.
The MammoDiagnost VU complies with the NEMA X.R 22-2006, ("Quality. Control Manual".Template for Manufactures of Dipasand!.W.~orktt aeed for Finial Intrpretation in
Full-field Digital Mammnography)y and to the 'NEMAJPS 3.2DICOM setf
The device labelling contains instructions for use and an eesaycautions and warnings, to
provide for safe and effective use 'of the device. It is the u'sier's' responsibility -to ensure thatdisplay quality, environmental lighting ad other p~osible distractions ,ar,cQsi t at with the
clinical environment. ~ ~ Qfh l't
The hardware components specifedAre se omute cmpoe

Conclusion:

The Philips MammoDiagnost VU does not introduce, new indications, for use,.nor does the use
of the device result in any new Potenti~ al ad Phlis 'dicaI Systems§ co~nsiders the PhilipsMammoDiagnost VU to be substantily eqiiAln tohe :Stenit~orI~ip)itePCv4x
(K063267), the GE, Seno Advantage (K03 3400) a'nd the IHIPogic ecrewDXK021



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Dr-ug Administration
9200 Corporate Boulevard.
Rockville MI) 20850

Philips Medical Systems Nederland BV
% Ms. Melissa J. DeGuia FB1320
Senior Project Engineer
Underwriters Laboratories, Inc.
2600 NW Lake Road
CAMAS WA 98607

Re: K083740
Trade/Device Name: Philips MammoDiagnost. VU
Regulation Number: 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: II
Product Code: LLZ
Dated: February 2, 2009
Received: February 3, 2009

Dear Ms. DeGuia:

We have reviewed your Section. 5 10(k) premnarket 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 prernarket approval application (PMA).
*You may, therefore, market the device, subject to the genaeral controls provisions of thefAct.. 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 II (Special Controls) or class III (PMA),
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.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by otherFederal agencies. You must comply
with all the Act's requirements, including but not limited to: registration and listing
(21 CFR Part 807); labeling (21 CFR Part 801; good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding os substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

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.xxx (Gastroenterology/Renal/Urology) .(240) 276-0115
21 CFR 884.xxx (Obstetrics/Gynecology) (240) 276-0115
21 CFR 892.xxx (Radiology) (240) 276-0120
Other (240) 276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification"
(21 CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH's
Office of Surveillance and Biometrics' (OSB's) Division of Postmarket Surveillance at
240-276-3474. For questions regarding the reporting of device adverse events (Medical Device
Reporting (MDDR)), please contact the Division of Surveillance Systems at 240-276-3464. You
may obtain other general information on your responsibilities under the Act from the Division of
Small Manufactures, International and Consumer Assistance at its toll-free number (800).638-2041
or (240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry.suppoftindex.html.

^cerel~y

anine M. 2 rS.
Director, Division'of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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5 1.0(K) Number (if known): K083 :.40

Device Name: Phil"p Marnmoth:got V

Indications for Use:4

reporting and communication of di ital mfiammofnidgraphy imi'ages.(DICOM .'.:
Presentation" images) and other m-dality images. It interfaces to image storage",: tin
and CAD devices using DICOM or "si'-ilari::d .o,:' ,,.

The finctional components includse: 44 " .. :

4 DICOM support

*Generic hanging protocols44

* Mammography hanging protocol's, .

*CAD'overlays

*.Double blind read workflow : : , :. . 4 ',

*Automatic breast tissue alignment

*Background suppression at invdir'sIio~n . .4

Philips MammoDiagnost VU softWit a'r'/~'uns onfs:rtaiida i"tion, marnl hardoare
and software. The proprietary softw~a-&,ifinhe Ma~W16 Lg~lqs de prqduct uses I
standard Microsoft Operating Syst U`intlce. to o imagetkrr a:ti
exchange are done using standard TSP:',bI',M -and .tj,.':rdio.'

Inathe USA, inalmog aphc imagosnlu;!eiY orili,,:J b' ( 'J,':i::p:!i' g FDA'' '' .oi: d:'.i::i-t:
that offer at least 5 Mpixel resolutic'n 4~~idt-ohr.t,&hi0'sbilatfs~

and accepted by FDA. . . .-

Prescription Use /AND/OR Over-tThe-~Counter Use:____
(Part21 CFROM1 SubpartD) - .- ':.:.a:t 2." CFR07 Sub-'art)''

.44~~~~~~~~~~~P

(PLEASE DO NOT WRITE BELOW Tffl :L*hE - CONTLI4JE ON ANOTHER PAGE: IF-NAEDED,

Concurrence of CDRXJH Office fbve vhuii(ODE) A

'-i~~~~~~~~~ .1'..:. . 4 ~ 44444

(DiVisiongign-ff
Division of Reproductive, Abdomi, ' i, - :
Radiological IDevices -P(' 6 J

4
4*4

4 4 4 4
¶

4
I4~

51 0(k) Number ___________________ 4i , e

:ii::i'!?:"/':":~~ ~ ~ ~ ~ ~~4


