9200 Corpom{c Bivd. -
" Rockyille MD 208_50

o OCT 17 o007
* Ms. Kathryn Stinson - '
 Regulatory Affairs Associate - -

’ Computerlze& Medical Systems, Inc

1145 Corporate Lake Drive
ST. LOUIS MO 63132

Re K071938 Lo
 Trade/Device Name: Monaco RPT System

 Regulation Number: 21 CFR 892. 5050 _
" Regulation Name: Medlcal charged-pamcle radiation therapy system

‘Regulatory Class: II .
_Product™Code; MUJ
- . Dated: July 12, 2007
~ Received; July 13,2007 -

. Dear Ms. StinSon"'

: Wc havc rcwcwcd your Soct:on 5 lO(k) premarket notlﬁcatlon of mte.nt to: markct ‘the dcwcc
- refcrenced above.and have determiried the device is substanually équivalent (forthe md:catlons for. ~ .
- use: stated in the cnclosm'c) ta legaliy marketed predicate devices marketed in intetstate commerce . -
o prior to: May 28,1976, the enactmént date of thc ‘Medical' Dcwcc Amendments -or to-devices that
. b have been reclasslﬁed in aocordanec. with the prowsmns of the Federal Foad, Diug, and Cosmetic -
CAct (Act) that do not: -Tequire approval ofa: premaxkct approval appllcatlon (PMA). You may,
-+ therefore, market the device; subject to the general controls provisions of the Act. The general
. controls provisions of the Actinclude’ requirements for annual registration, ltstmg of devices, good
_ manufacturmg pracucc, labeling, _and prohibmons agamst misbranding and adultemuon. S

_ It your devtoc 1s c[assrﬁed (see above) into elthcr class i (Spoelal Contmis) or class ITI (Premarket R
' Approvai) it may be subject to such additional oontrols Bx.lstmg major regulations affecting your. -

device can be found in thie Mc of Federal Rgg_l, ons, ‘Title 21; Parts 800 to 898, In addltlon, FDA

may prllSh ﬁlnhcr announcements ooncemmg your devu;e in the Fedcml Rgg;_stgr :

i :
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Plcasc be adwscd Lhal FDA’s issuance of a substanual equxvalence determination does not mean
_ that FDA has made a determination that your device comiplies with other rcqmrcmcn{s of lhc Act
~ or any Federal statutes and regulations administered by other Federal agencies. Youmust
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 -
Aforth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the c[eclromc
'product radlauon oontrol pl'O\’lSlOI‘lS (Sccuons 531-542 of the Act); 21 CFR 1000-1050. '

“This letter will allow you to bcgm marketing-your dcwcc as described in your Sccuon 510(k)
‘premarket notification. The FDA finding of substantial equivalence of your device to a legally
- marketed- prodlcatc device results ina classification for your device and thus pcrmlts your dewcc

to procced to the markct - _ | : _ J

If you desire specific advlcc for your devlcc on our labelmg regulatlon (21 CFR Part801), plcaSc
contact the Office of Comphancc at one of the following numbers, based on the rcgulaﬂon '

numbcr at thc top. of this letter:

21 CFR 876 XXX, (Gastrocmcmloglecnal!Urolog) - 240-276-01 ll‘S

21 CFR 884.xxx (ObstctncslG;mccolog)) - 240-276-H15
21 CFR 894.xxx" (Radloloa\') . - 240-276-0120
Other . ) _ - e . 240—276~0'100_

rAlso, please note the rcgulatlon entitled, "Mlsbmndmg by reférence to prcmarkct notlﬁcation
(21CFR Part 807.97). Youmay ‘obtain other general information on your responsibilities under
the Act from the Division-of Smatl Manu&cturcrs Intemational and Consumcr Asmstanoc at-its. -

) 'to[l-frec number (800) 638-2041 or (240) 276-3150 -
- of at its Intemcl address hlt Shwarw. fda aovfcdrhl’ ndust fsuy gﬁpdgx.html, -

' Smccrcly yours-,-

' Nancy C. éwgdogl _ R
Director, Division of Reprodictive,
‘ Abdommal and Radiological Dcwoes
~ Office of Device Evaluation’

" Center for Devices and Radlologrcal Hcalth

, .E!;(}:l_osur‘c
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Statement of Indication for Use
Monaco 510(k)

The Monaco system is used to create treatment plans for any cancer patiént for whom
external beam intensity modulated radiation therapy (IMRT) has been prescribed. The
system will calculate and display, both on-screen and in hard-copy, either two- or three-
dimensional radiation dose distributions within a patient for a given treatment plan set-

up.

The Monaco product line is intended for use in radiation treatment planning using
generally accepted methods for contouring, nnage manipulation, simulation, 1mage
fusion, plan optimization and QA and plan review.

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

Prescripﬁon Use 74 : OR Over the Counter Use
' per 21 CFR 801.109
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(DiviSion Sign-0ff)

Division of Reproductive, Abdommal and.
Radiological Devices

510(K) Nomber jl_{ ¥1(q3¢

Monaco RTP Systemn 510(k)
Computerized Medical Systems, Inc.



