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Charlotte 
Hungerford 
H os p ita I 

January 2 1,2008 

United States 
Nuclear Regulatory Commission 
Region I 
475 Allendale Road 
King of Prussia, PA 19406-1415 

SUBJECT: The Charlotte Hungerford Hospital License #06-08349-04 Amendment 

Dear SirMadam: 

We would Like to add an additional sealed source to our Nuclear Regulatory License 
#06-08349-04, page one part 7D, This particular sealed source is manufactured by Mills 
Biopharmaceuticals, LLC and distributed by CORE ONCOLOGY under the trade iianie of 
PROSTA SEED, model 125SL. We believe that this is a better sealed source and will enhancc 
our LDR operation. 

We attached some additional infomation from the distributor for your information. 
Please add the above sealed source to our current list in the Nuclear Regulatory License. Our 
curtent list of sealed sources in the Nuclear Regulatory Liccnse should remain as is. 

DJM:ksm 

cc: Gerald Randall 
Lee Anne Zarger 

attachments 

President and Executive Directd 
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e Erccnant dose OIstflbutlon 
6 Full length X-my marker 
e Guarantee0 saurce avallablllty 

Superior Customer Sewlce 
Favorable Terms and POIICIW 
Low and hlgh actlvlty levels avallable 

0 Manufactured and Calibrated to NTST end A4PM 
standards 

Specifications at a Glance 
nooel l2SSL 

Dlmanclons 4.5 mrn Imp, 0.8 mm autslde dbrnetar, 0.05 mm wall (dlme'dSIOfk ' 
arc Nomlnal) 

Encepeulatlon Tltanlum 

mrrler for L-125 alver spheres 

X-ray Marker 

Photon Rnardor 

nve (5) Sllver spheres 

27.4 8 31.4 keV X-rays, 35.5 k V  @amma photon, 22.1 B 25.5 keV 
fluo-t X-rays from Silver spheres. 

Callbration to NlSr traceahla source of (he $ a m  model uslno a 
well reentrant chamber 

Lu*ay Method 

source S W M U ~ ~ S  Modal 1 Z S L  0.229-1.266 U 

Physical Characteristics 
8 Pmstaseed@ 1-125 bra&ythwapy $0- (Model W X L )  condst of e welded btanlum capsula COntBlnMg Iodine 

1-125 adsorbed Onto Wo (5) Sliver spheRs whlch a160 s8w8 as radlographlc markers, to (dmtlfy soucloe locatlon 
and orlmtstlon. ProsOlSeed 5ources are supplied In the following conflguratlons: 

Loose, non-Herl(e 
e Nan-sterile loaded In c20m, 20-sead 6hleJded dlsposeble csnrldges for the Mlck@ applicator 
e Non-sMIe loaded In MIck@ dlspoabla cbrtrldges 
o PrescriptIan loadad and rbrlllzeQ, strended or loose 

Sterlle loaded In IsoCamdgec3 with synthetic spacers 

Non-sterile seeds must be stedllzed prior to UP. Please refer (0 the tnstructlons for Use (IFU) lor sterlllz~tlaf! 
information. F 
Calibration and Quality Assurance 
Call bration 
Each ProstaSeeO 1-125 brachythempy source has been callbratod using the OS/Iu~2001 NET Wlde 
Angle Free Alr Chamber standard for this a e d  model. Soum measurements are made u6hp e 
preswmd ionization ehrrnber chat has been cailbreted with a sourn OF dlrcct traccsblilty to the 

traceebllily to an AAPM Accredhd boslrnstw Callbration Leborsto~ .~  The resulting callbratloo 
cemficatlon provlded with each shipment is reported In Air-Kerma strenpth tracadbk to me 

Air Kerma 

Nltl6n81 InatItUce of Standards and Technology (NIm and Is routinely verified wkh sources of dlmd 

http://www.corconcology,com/physician/PCgrostaseed. aspx 1 / 17/2008 

http://www.corconcology,com/physician/PCgrostaseed
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Quality Assurance 

b c h  PrastaSeed Is 100% vlmally Inspected, qwged ror proper length and dlarneter, Cld8ndd for 

0.181 - 0.196 0.229 - 0.248 

0.197 - 0.212 0.250 -0.369 

0.213 - 0.230 0.270 -0.292 

OS/Ju1/2001 NISr  wlde Angle Free Alr Chamber cbllbratlon standard. ProstaSeed T-175 brachytheraw 
murces COmpb,wlth tbe AAPM TC-43U1, Updata ofTesk Group No. 43 Report; A reulsed AAPM 
~ r ~ t o e o l  for brachychefapy dose cakulatlons. Guldsnce to users was pmvldod by AAPM and 
recommendation Is detalled In rOF4mcW 1 and 2. Apparenr Aalvlty (mfl) value Is also pmvldad for 
usar convenlcnee. AIr-Kerrna strength has been converted to Apperent Actlvlry uslno an eQuIYalbnce 0 
1 mcI (epp) = 1.27 U. 

0.231 - 0.209 0.293 - 0.316 
-, 

0.294 -0.318 

0.319 - 0.345 

0.346 - 0.375 

0.376 - 0.407 

0.408 - O.QJ1 

0.442 - 0.479 

sudace mnmmlnancs, and leak tested Drlor tu shlprnant. P b s e  refer to Product Insert Data Sheet for 

Technical Data 
The Ibllowlng technltal data sets am available for ProsraSeed I425 Sources upon request: 

leak testing methodology. 

0 CdnSenws Dam set - TC-43 Oata set 
Manta Carlo Data Set 
Nomogrern 

0.373 -0.403 

0.405 - 0.438 

0.939 - 0.476 

0.97'1 - 0.516 

0.518 - 0.560 

0.561 - 0.608 

1 Wllllamson, J.F., Courr;ey, B.M., DEWard, LA., Hsnson, W.F., Nath, R., and Xbbott, t., GuMance to 

Dorlmbtwand Cellbmtlon changes; Recammendauons of the Amerkan Assoc;latlon of  PhyslclSIs In 
usem of Nycomed Arnersharn and North Amedcen Sdentlnc, Inc. 1-125 Intemltlal Sources; 

Medlclne Radlallon Rlerapy Committee Ad Hoc S u b c o m m l ~  on Law-Energy Seed Doslrnetry, Hed. 
Pnys., 26, ! u o - m  (1999). 

2 RlvarO, H.J., Coursey, B.M., Dewwd, L.A., Hanson, W.F., Hup, M.S., Ibbott, GS., Mtch, M.G., Nath, 
R., and wllllemson, 3.F.. Update of AAPM TaJc Gmup No. 43 Report: A revlseBd AAPM prntacol far 
brachytherapy dose calcularIons, Pled. Phys., 31,633474 (2004). 

0.4*0 - 0*520 0.609 - 0.660 

0.521 - 0.564 0.661- 0.716 

0.565 - 0.612 0.717 - 0-777 

0.613 - 0.664 0.778 - 0.843 

0.665 - 0.720 0.844 - 0.914 

0.721 - 6.781 0.915 - 0.991 

0.782 - 0.047 0.997 - 1.025 

TOTAL P. 84 


