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Ms. Kathryn Stinson

Regulatory Affairs Associate
Computerized Medical Systems, Inc.
1145 Corporate Lake Drive

ST. LOUIS MO 63132

Re: K08079%
Trade/Device Name: Atlas-Based Autosegmentation
Regulation Number: 21 CFR 892.5050
Regulation Name: Medlcal charged-particle radiation therapy system
Regulatory Class:’
Product Code: LHN and MUJ
Dated: July 18, 2008
Received: July 20, 2008

Dear Ms. Stinson:

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 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 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
gencral 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 determmatwn does not mean
that FDA has made a determination that your device complies with other requlrements of the Act: -
_or any Federal statutes and re gulations administered by other Federal agencies. You must- ,
. comply with all the Act’s requirements, mcludmg, but not lithited 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 prdvisions (Sections 531‘-5‘42 of the Act); 21 CFR 1000-1050.

: ThlS letter will allow you to begin maiketing your device as describéd in your Sectlon 510(k)
_premarket notification. The FDA. finding of substantial equivalence of your device to a legally
marketed predicate device resultsin a class1ﬁcat10n for your device and thus, permits your
dewce to proceed to the market. : :

' If you des1re specific advice: for your device o our labe]mg regulatlon (21 CFR Part 801) please
contact thie Center for Devices and Radiological Health’s (CDRH §) Office of Comphanee at one
_-of the followmg numbers, based on the regulatlon number at the top of this fetter. *

21 CFR 876.xxxx - (Gastroenterology/Renal/Urslogy)  240-276-0115

21 CFR 884.xxxx (Obstemcs/Gynecology) o 240-276-0115
21 CFR 892.00cx (Radlolegy) R 240-276-0120 .
© Oher o © 240-276-0100

Also, please nete the regulation entitled, "Mlsbrandmg by reference to premarket notlﬁcatmn"
(21CFR Part 807.97). - For questions regarding poslmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometric’s (OSB s) Division of Postmarket Surveillance at 240-276-
3474. For questions regarding the reportmg of device.adverse events (Medleal Device Reporting
(MDR)), please contact the Division of Surveillance Systems at 240-276-3464. You may obtam

' Manufacturers, International and Consumer Assmtance at its toll-free number (B0O) 638-2041 or
(240) 276-3150 or at its Intemet address hitp: //www fda. gov/cdrh/mdustgz/suggort/mdex html. "

Smcerely yours

Naney C jrzdon

Director, Division of Reproductive,
~ Abdominal, and Radiological Devices
‘Office of Devjce Evaluation o
: Center for Devu:es and Radlologlcal Health

: Eneloisur'e



Kos0779

Statement of Indication for Use
Atlas-Based Autosegmentation 510(k)

Atlas-Based Autosegmentation is a standalone software application that produces
estimates of anatomy boundary contours needed for the creation of a radiotherapy

treatment plan.

Concurrence of the Center for Devices and Radiological Health,
Office of Device Evaluation (ODE)

Prescription Use v OR Over the Counter Use
per 21 CFR 801.109

(Division Sign-Off)
Division of Reproductive, Abdominal and

Radiological Devi
stomnumer - KO807q ]

Atlas-Based Autosegmentation 510(k)
Computerized Medical Systems, Inc.
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