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~~Y DEPARTM1LNT OF H1EAL.TH &6 HUlMAN 5%ZR1WCX3

Sverker ulans Re
SVolia TnstruMein, Ab
cto Carol Patterson
ConsUltant for Elekta Instrumnent, AB
18 ( 40 Smokagignaa Drive
San Diego, CA 922127

Public Heatth.Srvice

Food and Mtug Adminirnraiion
9200 Cww,,rate 8oulevard
Rockville MD 20M0

APR -199g8
* K973441

Lekio l (ammPlan (Radionuclide Radiation
Thcrapy Planning Systrem)

Dated: January 8, 1998
Rkecivcd: January 12. 1998
Regulatory elass" IT
21 CFR 892.5750/Procode: 90 lWB

Dear Ms. Glans:

We have reviewed your Soetion 510(k) notiflctioa of intet to maloot the devicerefareaW above and we have detemnined the
device is substentially equivoeknt (far the indleations ir ue statbd in the enclosur) to devicas -a in intemrtat
commarce pri w May 28, 19", the emactngnt daa of the Madia. Device Am earudmet, or to davim that have been
reclassified in weoordance ith w pre•Wmw of th Feder Food. Dzug, and Counci Act (Act), Yeu mey, twrafor, marko
the device, subect to the &tnoral outrols provisions ofthe Act. The 8,en l controls provisions of the Act iinclude
requirments for annual registcation, listing of devi=, goad nanucaving pracice, labeling, and pro",bitions agaimn

isbranding and adultermoa,

I" your davice in clawied (%in abowe) into cit,= class 1 (Speciad Controlt) or cla LM (Premarket AwpavoI)x it Uy be subjjct
to suct additionni oontroLs. Existing major regulations affrcuin yaw devic can be fowud in the C f fEZJral Rtign
Title 21. Pans SO to 89S- A cbstantl21y equivalent deteAnmiation agawus canpUance ma de Current OQod Manufacturing
ftactic requiArwentsa •et faft In the Quality Syfm Regulation (QS) for Medical Device=t Gfer&, repr±loz (21 CFR
Put 820) and tht, through periodi Q5 inpqmtl the Food and Drug Admini=staon (FDA) wll verasucha aumptions.
Failure to comply with the OWP riqtran may rnult in rplatory action. In addition. FDA may publish further
annouczrents conoastiag your device in the Fe, Ec6%l Plea3s note: this respon.s to your prtmarket iicat1aion
ubrmai does anot afMmt any blgation you might have wud" sections 531 Uuo 542 of Me Act fir devices under the
5ao6; Product Radiation Control provisions. or other Federal laws or regulations.

This lCttr will allow you to bcI nwmelins your device as deaibod in your 510(k) prez et. noification. T"h FDA findins.
or sub3tntial cquivalenc. of You" dcvicc to a leally mnkd predikatc dcvic rcsulis in a lc l ofdadoft for your deve arind
thd , permits your device to proceed to the nwrk&e

E'yvu dr-o speacfio advice for your dcviic on our labeling rcgulamion (21 CFR Pat 801 and ai•d&inally 809.10 forpjnitr
diapostic devicez), please ontact te Office orCwnlianee at (301) $94-4613, Addidourly, for questions on the promotion
and advarding of your dovke piem= co=z the Offica of Complimac at (301) 5*.4" 9. Ailo, ple=as th re•lultion
cnted lisbruading by re&rce w prenierket notiiatiou" (21 CFR 907.971 Othcr sgonml informatio on your
regmaomibilities under the At may be obtaincd kin the Division ofSmall Mankrvturars Anistmc at its toli.t-ree nur•er
(800) 633-2041 or (301) 44346597or a.its Intemet uddre- 'np-fbw. [da.8odrh-d-sind-siain..luml"

Sincerely yours. .... ..

Lillian Yini, Ph.D. KI
Dizectr, Divisin afReproductivi,

Abdauilial, Zw, t4o.se and I"ro~
anid Radiological i)evlceq

Offlce of Device Evaluation
Comer for Devica; and
Radiologiql HoI•I
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