‘Food and Drug Admiinistration
9200 Corporate Blvd.
Rockville MD 20850

Dr. Philippe Briandet, Ph.D. _ ' AUG 3 1 2007
President ‘ :

Segami Corporatibn '

Segami Technology for Nuclear Medicine

8325 Guilford Road, Suite B

COLUMBIA MD-21046

Re: K071584 _
Trade/Device Name: Qasis, Release 1.0
Regulation Number; 21 CFR §92.2050 .
Regulation Name: Picture archiving and communication system
Regulatory Class; 1T
Product Code: LLZ
Dated: August 10, 2007
Received: August 13, 2007

Dear_Dr. Briandet;

We have reviewed your Section 510(k)-premarket notification of intent to market the device

referenced above and have determined the device is substantlally equivalent (for the mdlcatlons 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 accordanee with the provisions of the Federal Food, Drug, and Cosmetic -

Act (Act) that do not-require approval of a prcmarket 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 protub:txous agamst mlsbrandmg and adulteratlorL o

If your device is classified (see above) into either class IT (Special Contm[s) or class I (Ptemarkct '
' Approval), it may be subject to such addmonal controls. Existing major regulations affecting your. |
-device can be found in the Code of Federal R lations, Tltlc 21, Parts 860 to 898. In addition, FDA
may - pubhsh further announccmcnts concemning your device in the Federal chlster
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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 other Iederal 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 provrsrons (Sections 531-542 of the Act); Zl CFR 1000-1050. '

This letter will allow you to begin marketing your device as descnbed in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
- marketed predlcate device results in a classification for your device and thus, permits your dewce

to proceed to the markel ] J

If you_dcsire specific advicc_for your dei'ice on our fabeling reguiation (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 ~ 240-276-01 5

21 CFR 884.xxx (Obstetrics/Gynecology). 240-276-0115
21 CFR 894.xxx (Radiology) - 240-276-0120
Other . ' _, . 240-276-0100

Also, please note the regulation entitled, "Misbrandihg by reference to premarket notification”
(21CFR Pait 807.97). You may obtain other general information on your responsibilities under
the Act from the Division-of Smafl Manufacturers, International and Consumer Assistance at-its

" (oll-free number (800) 638-2041 or (240) 276-3150
oratits Intemet address hun Jorarov fda. Qov/cdrh/lndustrvfsuppon/mdc‘{ html.

‘Sincerely yours,

ﬂm%c y

"~ Nancy C. Brogdon
Director, Division of Reprodiictive,
Abdominal, and Radiological Devices
~ Office of Device Evaluation’
‘Center for Devices and Radiological Health

Enclosure



Traditional 510(k} APPENDIX 1l
QOasis Release 1.0 Declaration of Conformity

510(Kk) Number (if known): Ko15g ‘f

Device Name: Oasis, Release 1.0

Indications for Use:

The Oasis system is indicated for the processing and review of scintigraphy data and
other related diagnostic medical images produced by DICOM-based multimodality
sources. These sources may include, but are not limited to, radiological diagnostic
systems, picture archival computers (PACS}, and processing workstations. Oasis is
capable of processing and displaying the medical image data in traditional formats, as
well as in pseudo three-dimensional renderings, and in various forms of animated
sequences, showing kinetic attributes of the imaged organs. The Oasis system
displays the processed images using an integrated computer. Oasis provides manual
and automatic report creation plus the ability to view these reports remotely. Oasis
also provides patient scheduling tools. This device is not used in the primary diagnosis
of Mammography images.

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use >< OR Over-The-Counter Use
(Per 21 CFR 801.109)
(Optional Format 1-2-96)

(Division Styn-Uii) O
Divisign of Beproductive, Ahdominat and

- Radiofogical Devices
510(k) humber K07 I 5@‘} Appendix 11-2




