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510(k) Summary

RadioCameras™ Biteblock Localization and
Positioning System

Company: Surgical Navigation Technologies
530 Compton St.
Broomfield, CO 80020
(303) 439-9709

Product Name: RadioCameras™ Biteblock Localization and Positioning System

This submission describes a system that is intended to be used to place patients at
the isocenter of a linear accelerator for stereotactic radiosurgery or radiotherapy
procedures on cranial lesions. The RadioCameras™ System uses fiducial markers
on a biteblock to localize the treatment site on CT or MR scans and optical tracking
of infrared markers on the biteblock as the method of locating the position of the
treatment isocenter relative to the LINAC isocenter. The RadioCameras™ System
consists of a high resolution linear CCD camera array, computer workstation, a
biteblock optical positioner, and an optical calibration jig.

The RadioCameras™ System was shown to be substantially equivalent to the
commercially available localization and positioning systems for use in conjunction
with linear accelerator-based stereotactic radiesurgery and radiotherapy.
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530 Compton Strect Received: April 14, 1998
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21 CFR §92.5050/Procode: 90 IYE

Dear Mr. White:
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commerce prior to May 28, IW6.mcmmtdﬂeo£ﬂnMdthevimAmmdm«mdeﬁeuEhuhwbem
rechxiﬁedh-mdamu&&dnmﬁdmoﬂb?edmlmmmmmmd} ‘You may, therefore, market
the device, subject to the general controls provisions of the Act. The general controls provisions of the Acf include
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Ifywdcvicckchsﬁﬁd(mnbmm)hhd&udlﬂﬂ(ww)udlnmmmmvm. it may be subject

ta such additional controls. Existing major regulations aficcting your device can be found in the J i

Title 21, Parts 800 to 895, A substantially equivalent determination ssvomies complisnce with the Current Good Mam i .
Mwwhmn,uﬂ“hﬁwmm(@)mmm General regulation (21 CFR /

Failure to comply with the GMP regulation may result in regulatory action. In addition, FDA may publish further
announcements concerning your device in the Federal Register. Please note: this respoase to your premarket notification
subminiondmnotaﬂ'eumyoblipﬁmyoumig!uhveudzsmﬁmsnthwgh.ﬂZo!‘thcAdfordevicamdatbc
Electronic Product Radiation Control provisioas, or other Foderal Iaws or regulations.

This letter will ﬂlowyoumbcginmnkdingyowdeﬁceuduuibedinyourﬂqk)mtdmﬁﬁuﬁm The FDA finding
of substantia] cquivalence of your device to & legally marketed predicate device results in a classification for your device and
thus,pcrmitsyourdcvicctoprooeedlotbcmutﬂ.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for jn vitro
diagnostic devices), please coatact the Office of Compliance at (301) 594-4613. Additionally, for questions o the promotion
InqadVﬂﬁsingofypwdcﬁec,plascoththIEcedemﬁmmﬂ(wl)SMﬂ. Also, please note the regulation

(800) 638-2041 or (301) 443.6597 or at its Internct address “http/rwww.fda.gov/cdrh/dsma/dsmamain html®, 5

Sincerely yours,
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Lillian Yin, PL.D.

Director, Division of Reproductivd,
Abdominal, Ear, Nose and
and Radiological Devices

Office of Device Evaluation

Center {or Devices and
Radiological Health

Enclosure
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510(k) Number (if known): _}(j 913 ¢

Device Name:

Indications For Use:

The RadioCameras™ Biteblock Positioning and Localization System is indicated
for use with a Linear Accelerator to perform Stereotactic Radiosurgery or
Radiotherapy on cranial lesions. The RadioCameras™ System provides precise
positioning of the treatment target at the Linear Accelerator's isocenter.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)
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Prescription Use / OR Over-The-Counter Use

(Per 21 CFR 801.109)
(Optional Format 1-2-96)



