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Jul 27 Q7 Q06:10p Jim and Dianme Mullauer

wEFacsimile Request™"™

Oate: July 27, 2007
Moessagoe For: Laura Luna
or mpPC
Facsimlle Number: 734.662.9224
Numbar of Pagos (including this form): 2
From
Jamos R, Mullauer, NLK.S,
Haalth Physicist
United States Nuclear Regulatory Commission
2443 Warronvillo Road

Lisle, IL 60532-4351
Curront Tolophone Numbor: {623) 214-5213 Fax Numbor: (630) 829.9873
E-malf: jrm1@nrc.gov

Dear Laura, this regards Mercy Hospltal - Cadlllac, License Na, 21-1071701 and thelir request to add Dr. Crosby
to thairlicense, Thatis ne prebiem, however, their licanse autherizes 35,400 material and thore s no possession
limit or manyfacturers namas and model numbers of the sources they hava. Plense provide this information.
Pleasgo call with any questions.

Thanks, Jim

In accordance with 10 CFR 2.380 of tha NRC's "Rules of Practica,” 8 copy of thig lattor and Its onclasure wili bo availablo
cloctronically far publiic inapection in the NRC Publls Dacurnont Room ¢r from the Fublficly Avallable Recorda (FARS)
component of NRC's documanl system (ADAMS). The NRC'c document syslem s pccessibla frorn the NRC Web site
at hito:/Awww.nig goy/reading-rm/adams huml (the Public Electronic Reading Raom).
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Theragenics Corporation®
5203 Bristol Industrial Way
Buford, GA 30518
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XYY CORPORATION® ThoraSced® LFU

7 PRODUCT SPECIFICATIONS

7.1 Testing/Standards Compliance

e The Scaled Source Device Registration Number for TheruSeed® is GA 64551018.

» The I1SO Sealed Source Classification for TheraSeed?® is 1S0/99/C53211 according to 150
2919:1999(E), Radiation Protection — Sealed radivactive sources — General requiremnents and
classification.

e TheraSeed® is leak tested during manufacturing in accordance with internal procedures and 150
9978:1992. Radiation protection = Sealed radivactive sources — Leakage Test Methods. The
internal aceeptance critcrion for Icak testing is ess than 4 nCi.

* The stcam sterilization method used to sterilize TheraSeed® packaged in vials or MICK®
magazines was validated in accordance with AAMI/ANSI/ISO 11134:1993, Sterilization of
Healthcare products — Requirements for Validation and Routine Control — Industrial Moist Heat
Sterilization.

 TheraSeed® is classitied as “MR Safe” in accordance with ASTM F 2052, Standard lest Method
For Measurement Of Magnetically Induced Displacement Force On Passive Devices In The
Mugnetic Resonance Environment.

72 Source Limitations

It is possible through rough handling (abrasion, incision, etc.), high temperatures, or crushing that a
TheraSeed® dcvice could rupture and leak. LI this happens, contact your facility Radiation Safety Officer.
The area should be closext off immediately and personnel limited to avoid radioactive contamination. The
damaged device should be placed in a sealed container and the area should be decontaminated.

73 Source Characteristics/Dosimetry

Pd-103 has a half-lifc of 16.991 days and decays by electron capture with the emission of char acterls'tlc
x-rays of 20-23 keV and Auger electrons. To correct for physical decay of the Pd-103, decay factors at

selected days after the reference dale are shown in Table 2.

Refer to the AAPM Task Group No. 43 (TG43) update for a dosimetric characterization of TheraSced®

(Model 200).!
Table 2: Decay of Palladium-103

Day:|" ‘ ' : 171 De »~Day ~ ‘Decay
Sl 7 .| Factor._
1 . ‘ 04076 | 29 | 0.3063
2 06927 | 16 | 05206 | 23 | 0.3913 | 30 | 0.2941
3 06650 | 17 | 04998 | 24 | 0.3757 | 31 | 02823
4 06384 | 18 | 04798 | 25 | 03606 | 32 | 0.2711
5 0.6129 [ 19 | 04607 | 26 | 03462 | 33 | 0.2602
6 05884 |20 ] 04422 | 27 ] 03324 [ 34 | 02498
7 05649 | 21 | 04246 | 28 | 0.3191 _

10-11-007/0106 Page 6 of 10
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Infonmation for Physiclans

BrachySource® Seed Implants

RADIONUCLIDE BRACHYTHERAPY SOURCE, Madel #: STM1251 l

Manufactured by:
Bard Brachytherapy, Inc.
Opcsesson Limid = 400 mCe

Feders! law restricts this device to sale by or an the order of a physician,

DESCRIPTION
Physical Charactaristics

BrachySource® Seed Implants consist of a weided tRanium capsule camaining
lodine-125 adsorbed onto a nickelicopper coated, gold cored Auminum wire.
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loding-125 has a halfdfe of 59.6 days' and decays by electron capture with the
emission of characieristic photons and Auger alectrona. The principal photon
omisglons ae 27.4 and 31 keV x-rays and a 35.5 keV gamma. The ttanium wall
of the BrachySource® Sead Impiants sbaords the electrons.

In-Vivo Characterstics

Clinicsl efficacy darives soicly from the Interaction of the emitied ionizing
radiation from the BachySourcs® Seed lmplants with the tissue being treated.
Thanum ancapsulation orovides good biocompatbdlty.  Total  photon
tranamissien is approximately $9%7 after accounting for attenuation by the
Manium capsule and the radic-opaque $olid subatrate.

Doss  diatribution around  BrachySource® Seed Implants is  moderatoly
anisotropic, as is common with other brachytherapy sourcas, 2 and should
accounted or in dose cakculations. ’

INDICATIONS

BrachySource® Seed Implants are indicated for permanant intocstitial treatment
of salacted localized tumors such 38! head and neck, kg, pancreas, and aarly
swge prosiate. BrachySource® Seed Implants may be usaed in superficial, intra-
abdominal and intra-thoracke Keations. BrachySource® Seed implants are
Indicatad to treat rasidual tumars lollowing completion of 8 course of axiamal
radiation therapy and for recureant tumars,

CONTRAINDICATIONS

As with other brachytherapy sourcas, veatment of umors in generally poor
condition {a.g. uicerated) Is not recommeanded with BmschySouwco® Seed
Implants due to the potential of beachytherapy sourca migration.

WARNINGS AND PRECAUTIONS

Warning: 8rachySource® Seed implants are supplied non-aterile and must
be sterflized prior to use.

Caution: Do not sterifiza BrachySource®® Seed mplants in tubing or
containers unable to withstand the conditions of sterfiization, aa
it may provent recovery.

BradvySoum_:O Seed implants sre supplied non-gterile. Sterdlization must be
performed prior 15 implant using a qualified starlization process such as slsem
sieritization or ethylene oxide sterfizastion. Glutamidghydo based coid
starilization solutions have been reparted 1o be uneultsdio due 0 sdherent fims
whnich farm eround the brachytherapy sources. B res® Sead implants

shoukd be stedlzed i an adequately shiekded container with an e
sufficient for stordant panetration, Y ' operng

Warning: 8rachySource® Seed tmplants contain adicactive mateiiale.
BrachySource® Seed Implants, like ail radioactive materials, _mugt be handled

with cane, Appropriaie safety measurs should be used to minimize exposure (o
Clinical pemaonnel. B, vel itoring is required, Typically & film badge or

Bard Brachytharapy, Inc. August 2009

TLO desimetor wom o 0ve 5Qdy and 3 ring dadge(s) i adequate, Care should
be taken to minimize radistion exposure to patients snd other individuals
consletent with proper therapeutic management During the impiantation
pmcadm.-lpndiealmpsshwldboenmloyndhmumsmudumve
exposure a¢ low as reasonably achiovabie. In circumstances such as surpery
whan protective barriers are not practical, aperators must rety upon praper use of
applicators, distance and speed to minimize radistion axpogurs.“™

Waming: Nevar impiant visibly damagea BrachySourced® Socd tmplants.

BrachySource® Seed Implants should never ba handied roughly or forced nto
any inplant device of neodis. Such forcs may damags the wal of the
brachythcrapy source, polentially causing release of 1-125 into the environmant
or Ugayes susrounding Bn implanted brachytherapy source. BrachySource® Seed
implams that have been visibly demaged In any way should be scaicd in 3
container and tha area monitored kv potential 1125 comarmination,

Mcidm_ul Damage:

BrachySouce® Seed Implants are supplied with the radicactive K126
hormetically saaled insids a fitanium capaule. BrachySource® Seed Implants
are laak checked pricr lo shipmont per I1SO Tochnical Report 4826, Sealed
Radioective Sources — Leak Tast Methods. Bmd\&::m;@&eedlmplanlsh‘aw
igh structural integrity, rough handling or gocidents may crush of rupture
wemmm_& mmm In he cvent of such damage. the area
conlaining the damaged BrachySource® Seed mplants ahould be closed off and
parsonnel movement shouid de contzolled untt the personnal and affected area
can be manltored for evidence of 1.125 contamination. Such monitoring should
be performed in accordance with standard practice. If necessary, the affected
area and/or parsonnal should be deconteminsted per standard practice under tha
supervision of a qualified heatth physicist

Radistion Protection:

BrachySourca® Seed Implerts are shipped nor-gterfle In a shisided shipping
container designed to sttenusts >99.9% of the photons from 1125. Following
removal from the ehipping container, stofe BrachySourco® Seed Implants dehind
aporopriate shiekling uniil their use. The half-value thickness of lead far 128 i
0.025mm. Thus, a 0.26mm lead sheol witl provide >00.9 % reduction in
CXpoSume. - . .-

Restrictions on Usa:

BrachySource® Seed implants should be usad only by physkians who ere
Qualified by training and sxperience in the sale use and handling of radionuclida
brachytherapy sources and whosa axperience and tralning has buen approvad
by the appropriate govemment authariliet autharized to hcense the uze ot
radicactive materials. BrachySource® Seed Implants should be usod in those
faciltles that have been appraved by the appropriale govamment authorities
authorized to license the use of radioactive materials.

Tamper Reslistence:

BrachySource® Seed Implants are shipped within a (amper ovident shisided
Shpping contamer.

ADVERSE REACTIONS

BrachySource® Seed Implants achleve thew therapeutic effect through the
aelvory of radistion to target ssuse. Any adverse svent associated with tissua
radiation damaga theoratically may be associatad with the uss of BrachySource®
Sead implants.

Foowing prostate implant of 1125 brachytherapy sources, some cases of
Impotence, urinary incontinence and urethnal strictures have been reported. The
frequency of these adverse reactions shows significant corelation to mitigating
factore such 83 the ago of the patient and the parformance of 2 trans-urethral
resection of the proatam prior i or after implantation.”’ Proclitia, ransiont dysuria
and increased urinary fraquency have aiso been reported.

UCENSING

Tha linois Emergancy Managsment Agancy (IEMA), Division of Nuclear Safety
has approved BrachySource®d Seed Implants for digtribulion to persons pursusm
o 321, Adm. Code, $ec. 330.280(s) and 32W. Adm. Code Sec. 335.7010, or
under aquivaient ficenses of the NRC, an Agreement State or a Liceasing State,
and [cutside the United Stmiee] to persons authorbed by the appropriata

Federa) law restricts s dovice to sale by or on the order of 2 physican.
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