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"/@,‘ DE PARTMENT OF HEALTH & HUMAN SERV/ICES Public Health Service
F
S —
{#ﬁm Food and Drug Administration

9200 Corporate Boulevard
Rockville MD> 20830

O:»ital Therapy, LLC MAR -9 2009
% Mr. Chas Burr

P1 ssident

C" as Burr Q/R Services, Inc.

1. Mystic Avenue

W NCHESTER MA 01890

R:: K090349
Trade/Device Name: ClearVue Prone Breast Treatment Table
Regulation Number: 21 CFR 892.5050
Regulation Name: Medical charged-particle rzdiation therapy sysiem
Regulatory Class: II :
Product Code: IYE
Dated: February 10, 2009
Received: February 11, 2009

L' :ar Mr, Burr:

V, ¢ have reviewed your Section 510(k) premarket otification of intent to market the device

1 Ferenced above and have determined the device i5 substantially equivalent (for the indications
i use stated in the enclosure) to legally marketed predicate devices marketed in interstate

¢: mmerce prict to May 28, 1976, the enactment dite of the Medical Device Amendments, ot to
d vices that have been reclassified in accordance vrith the provisions of the Federal Food, Drug,
a1 d Cosmetic act (Act) that do not require approval of a premarket approval application (PMA).
Y >u may, therefore, market the device, subject to the general controls provisions of the Act. The
grmeral controls provisions of the Act include requirements for annual registration, listing of
diwices, good manufacturing practice, Iabeling, an1 prohibitions against misbranding and .

ar lulteration. '

1) your device is classified (see above) into either «lass II (Special Controls) or class I (PMA),
i: may be subject to such additional controls. Existing major regulations affecting your device
c.n be found in the Code of Federal Regulations, ~itle 21, Parts 800 to 898. In addition, FDA
11 ay publish further announcements concerning ycur device in the Federal Register.
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" lease be adviged that FDA’s issuance of a substantial equivalence determination does not mean

- 1at FDA. has made a determination that your device complies with other requirements of the Act
.t any Federal statutes and regulations administerzd by other Federal agencies. You must comply
rith all the Act’s requirements, including but not limited to: registration and listing

‘21 CFR Part 807); labeling (21 CFR Part 801; gcod manufacturing practice requirements as set
|arth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

| roduct radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. -

" *his letter will allow you to begin marketing yow device as described in your Section 510(k)

| remarket notification. The FDA finding os subs:antial equivalence of your device to a legally
inarketed predicate device results in a classification for your device and thus, permits your device
[ proceed to the market.

£ you desire specific advice for your device on oir labeling regulation (21 CFR Part 801), please

. ontact the Office of Compliance at one of the fo lowing numbers, based on the regulation nimber

.t the top of this letter.
21 CFR 876.xxx  (Gastroenterology/3enal/Urology)  (240) 276-0115
21 CFR 884.xxx (Obstetrics/Gynecclogy) (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
Jffice of Surveillance and Biometrics® (OSB’s) Division of Postmarket Surveillance at
140-276-3474, For questions regarding the reporting of device adverse events (Medical Device
Reporting (MDR)), please contact the Division of Surveillance Systems at 240-276-3464. You
nay obtain other general information on your responsibilities under the Act from the Division of
Srmall Manufacturss, International and Consume: Assistance at its toll-free number (800) 638-2041
ar (240) 276-3150 or at its Internet address htip:/ ‘www.fda. gov/cdrh/industry.suppot/index.html,

ierely yo

L
an ne M. MoOrTis
{ing Director, Division of Reproductive,
Alydomina), and Radiological Devices
Oftice of Device Evaluation ,
Center for Devices and Radiological Health

Buclosure
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Indications for Use
5100) Number (if known): _I 970347
Device Name: ClearVue Prone Breast Treatmen: Table
Indications for Use:
ClearVue, a breast radiation therapy patient support, is an accessory for medical linear
accelerator radiation therapy systems. ClearVue ‘s intended to be used to position and re-

position patients for breast radiation therapy. ClearVue may be used with CT and MR
scanners to acquire images for radiation therapy planning.

Prescription Use X Over-The-Counter Use

(Part 21 CFR 801 Subpart D). AND/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LIMNE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-0ff)
Dl\giegion of Reproductive, Abdominal,
fr Radivlogical Deviee
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