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JUl 27 07 0 6 a l Q p  j i m  and Diane f lul lauer 

*-Facsimile Request?- 
D s l :  July 27.2007 

Mossa~o Foe Laum Luna 

Ot: MPC 

Facrlmlle Number: 734m66tw92Z4 

Numbor of Psgos (Insludlng thlr form] i 2 

From 
Jam06 R Mulbumr. M.W.S. 

hoalth Phyalcld 
United States ffucleer Rmgulstory CommkSlOn 

2- Warmnv6lla Road 
Umlc, IL 605324ST 

Cumnt  Tolbphono Numbor: (623) 214-5213 

E-mall: J m l @ m . g o v  

bear Laura, thls regads Morey HasplW - Cadlllrc, Ucenbe No. 21-10717+? and thelrmquest to add Or. Cmsby 
to thelrlfcehse. Thrl Is n8 problem, however, ChW Ilcamoruthotizms J5.400 material and them Is no possesston 
limlt or manufactumrs nnmex and modal numberr of UH mourcas thmy have. Phase pmvide this Information. 
Pkasa call with my qucdonc.  

Th mk8, J Im 

In XWdarrCt3wlth 10 CFR 2.300 ot tho PJRt's'RuW otPractlco,"g copyoit& lattorond Its unCtOwrcwlllb0 aveflaolo 
clocbonlcdly far publlc ilupectkrn in the NRC Pubb hcwnont Ropm or from thm Publlety Avdlablt Rccordo (PARS) 
component of NRC's document system (ADAMS). The NRCt document sysbrn 16 ~ecessiblb rmm Ihe NRC Wbb 61118 
at 

Fa# Numbas: (636) 829-9873 

.h -0.I.hw (the Public Electronic Readlng Room), 

mailto:Jml@m.gov
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THERASEED@ Pd-103 Device 
* I-"-- 

@ /  Model200 \ 

Instructions for Use 

Therngeaics Corporation" 
5203 Bristol Inrlusmal Way 
Buford, GA 30518 
877-444-7333 10-1 1-00710106 
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7 PRODUCT SPECIFICATIONS 
7.1 Testing/St;mdards Compliance 

The Scalcd Source Device Registration Number for Themseed' is GA 645SlOIS. 
The IS0 Staled !hurce Class~ication for TheriSed' is IS0/99/CS3211 according to 1sO 
291 9: 1999(E), Radiatiori Prorection - Sealed rudioactivc suurces - General requirefnertts and 
classification. 
TheriiSeecl' is leak testd during manulrrcluring in iiccotdancc with internal procedures and 1SO 
9978: 1992, RaJiutzan prutccfion - SeulcJ rucliuactive ,rtiurce,v - Leakage Test Methods. The 
iritcrnal wccpmncc ctitcrion for lcak testing i s  lcss than 4 nCi. 

magazines was validated in accordance with AAMlIANSIflSO 1 1 134.: 1993, Sterilizofion of 
Healthcare products - Requirements for Validatiori and Routine Corml - lndusnial Moist Hcat 
Steriliydnn. 
TheriSeed' is classifled as "MR Safe" in accordance with ASTM F 2052, Sturulrrrd rest Mdwd 
For Measuremcnt Of Magnetically Induced D ~ p h c ~ n w ? U  Force On Passivc Dcviccs In Vie 
Mugnetic Kcwnance Envworunent. 

Thc steam sterilization tncthod uacd to stcrilji. ThcraSctxP packaged in vials or MCK* 

7 2  Source Limitatlons 
It is possible through rough hirndhg (abrasion, incision, etc.), high temperatures, or crushing that a 
Themseed@ dcvicc could rupture mtl leak. ll' this happens, contact your facility Radiation Saiety Officer. 
The area should bc closul off W i i t t e l y  and personnel limited to avoid rndioactive contamination. The 
damaged dcvicc should be placed in a sealed container and the area should be decontaniaated. 

73 Source Characterislics/Dosimetry 
Pd-103 has a half-lifc of 16,991 days and decays by electron capture with the emission of characteristic 
x-rays of 20-23 kcV atid Auya electrons. To correct for physical decay of thc Pd-103, dccay facton at 
selected days after the refercncc date are shown in Table 2. 

Rcfcr to the AAPM Task Cmup No. 43 (TG43) update for a dosimetric characterization of Thcxficcd' 
(Model 200).' 

'hble 2: Decay of Palladium-IO3 

10-1 1-00710106 Pagc 6 of 10 
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BrachySource@ Seed Implants I - 
Federal law restricts thlr device to sdm by or on the d e r  of a physician. I 


