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9200 Cutporare Boulevard
Rockvllle MD 20830

APR -1 oG8
Sverker Glans Re: K973441 .
Elckia instrument, AB ‘ Leksell GammPlan (Radionuslide Radiation
¢/o Carol Pamarson Therapy Planning System)
Constiltant for Elekta Instrument, AB Dated: January 8, 1998
18140 Smokesignal Drive Received: January 12, 1998
San Diego, CA 92127 Regulatary clasw: 1

21 CFR 892.5750/Procods: 9¢ IWE

Dear Ms. Glans:

-\

We have seviewed your Section S10(K) notification of intaut to market the device referenced above asd we have determined the
device is substantially oquivalent (for the indications for usc statod in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment dats of the Madioal Davice Amendments, or to davipes that have been
reclassified in acoordarios with e provisions of the Federl Food, Drug, and Cosmetic Ast (Aet) You may, therafore, maricat
the devica, subject 1o the general couttrols provisions of tha Act. The general controls provisions of tha Act inclode
requirements fur annual registration, listing of devices, good manufacturing practica, labeling, and preluditions against
misbranding and adulteration,

Il your dovice is clmlﬁzd (920 above) info cither clasa [l (Special Cantrols) or closs III (Pmmn'ku Approval), it may be sub;ccl
t such additional controls, Existing major regulations affecting vour device can be found in the Code of Faderal Regulations,
Title 21, Parts $00 10 895. A substantiaily equivalent datermination asmmes compliance with the Current Good Manufaceuring
Practice requirements, as set forth in the Quuality System Ragulatios (QS) for Medical Devices: Genetal regulation (21 CFR
Part 820) and that, through periodic QS inspections, theFoodmthusAdmmﬂon(FDA)will verify such assumptions.
Failure to comply with the GvP ragulation may result in regulatory action. In addition, FDA may publish forther
snnoWncEments conseming your device in the Federn] Rerisier. Plesse note: this response 1o your premarket noti fleation
subrfssion Saex ot affect any obligation you might have under sections 531 through 542 of the Act for devices !mder the
Elecuronic Product Radiation Control provisions, or other Fedaral laws or regulations.

This letter will allow you to begin markeling your device as deacribed in your 510¢k) premarket aotification. The FDA finding
of substantial equivalence of your device (o a legally marketed predicatc devics results in a classification for your devicz and -
thus, permirs your device 10 proceed to the market.

If you desise specific advice [or your device on our labeling regulation €2t CFR Past 801 and wdditionally 809.10 for L vites
disgnostic devices), piease contact the Offics of Compliance ot (301) $94-4613, Additionally, for questions on the promotion
and advertiring of your davice, pleass contact the Offica of Compliance at (301) 994-4639. Also, plesse note the regulation
cntitled, "Misbranding by referenca to premariuet notification™ (2t CFR 807.97). Other gencral information on your
responsibilities under the At may be oblained Gom the Division of Smxll Manufscturers Assistance at its toli-tree nugber
{800) 633-2041 or (301) 443-6597 o at its Internet nddrexs "htgr/fwarw. ida, govfedrhvdsma/dsmamain . heml ™,

Smccrc!y yowrs, g

men Ym, Ph D. /
Director, Divizion of Reproductivg,
Awlominal, Ear, Nose and ¥
and Rndiologt'cnl Devices
Oflice of Device Evaluation
Centor for Devicos and
Ractiological Hezlth
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