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wwrEacsimile Request™™
Date: July 27, 2007

Mossagoe Faor: Laura Luna
Or MPC
Facsimlle Number: 734.662.9224

Numbor of Pagos (including this form): 2

From
Jamos R. Mullauer, M.H.S.
Health Physiclat
United States Nuclear Regulatory Cormmission
2443 Wamanvilie Road
Lisle, IL 60532-4351

Curront Tolophone Numbor: (623) 214-5293 Fax Numbor: (630) 8209873
E-malt: Jrm1@rrc.gov

Dear Laura, this regards Mercy Hospltal - Cadillag, License No, 21-10717-01 and thelr request to add Dr, Crosby
to thairlicense, Thatls no problem, however, their license authorizes 35,400 material and there |8 no possession
limit or manufacturers names and modal numbers of the sources they hava. Pledse provide this information.
Ploaso call with any questions.

Thanks, Jim

In accordance with 10 CFR 2.390 of tha NRC's "Rules ot Practica,” @ copy of thig lattor and Its undlosure wili bo avallablo
clocironically far pubfic inapection in the NRC Publlc Docurhant Room or from the Publicly Avalloble Records (PARS)
component of NRC's documaent systam (ADAMS). The NRC'e documaent syslem is pccessibla Irom the NRC Web sile
at Ito:/iveww. nt gov/reading-t/adams hunl (the Public Elecrronic Reading Room),
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XY ITETEI CORPORATION® TheraSced® [FU

7 PRODUCT SPECIFICATIONS

7.1 Testing/Standards Compliance

¢ The Scalcd Source Device Registration Number for TheraSeed® is GA 64581018.

e The 1SO Sealed Source Classification for TheraSeed® is IS0/99/C53211 according to 150
2919:1999(E), Radiation Protection — Sealed radioactive sources — General requirements and
classification.

¢ TheraSeed® is leak tested during manufacturing in accordance with internal procedures und 1SO
9978:1992, Radiation protection = Sealed radioactive yources — Leakage Test Methods. The
internal acceptance criterion for Icak testing is Icss 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 classified as *MR Safe” in accordance with ASTM F 2052, Standard fest Method
For Measurement Of Magnetically Induced Displacement Force On Passive Devices In The
Magnetic Resonance Environment.

72 Source Limitations

It is possible through rough handling (abrasion, incision, etc.), high temperatures, or crushing that a
TheraSeed® device could rupture and leak. 1l this happens, contact your facility Radiation Satety Officer.
The area should be closed 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-1(3 has a half-lifc of 16.991 days and decays by electron capture with the emission of char acteristic
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 date 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

! """Dé,i:ay _-i-_ Day| * Dc;ay_

FEactor & [ i Factor 2 |7 actor '] - "] Factor.
07215 | 15 | 05423 |22 | 04076 | 29 | 0.3063

06927 | 16 | 05206 | 23 | 03913 | 30 | 02041
06650 | 17 | 04998 | 24 | 03757 | 31 | 0.2823

06384 | .18 | 04798 | 25 | 03606 | 32 | 0.2711

06129 | 19 [ 04607 | 26 | 03462 | 33 [ 0.2602

05884 | 20 | 04422 | 27 | 03324 { 34 | 02498

05649 | 21 | 04246 } 28 | 0.3191
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Infonmation for Physiclans

BrachySource® Seed Implants

RADIONUCLIDE BRACHYTHERAPY SOURCE, Model #: STPMZSLl

e

Manufactured by,
Bard Brachytherapy, Inc.
Opycsesson Limig = Qo mCe

Federal law resticts this device 1o sale by or on the order of a physician,

DESCRIPTION
Physical Characteristics

BrachySource® Seed Implants ¢onsist of a wekiad titanium capsule cortaining
lodine-125 adsorbed onto a nickel'copper coated, gokl cored akuminum wire.

M8 0ed ofto 2 cpapM, Aok st

=

lodine-125 has a halfife of 53.8 days’ ang decays by electron capiure with the
emission of characlaristic photons and Auger oiactona. The principal photon
omisgions are 27.4 and 11 keV x-rays and a 38.5 keV gamma. The ttanium wall
of \he BrachySource® Seed Implants sbsorba the elecirons,

In-Vive Characteristics

sy
0.0dnm

Clinieal efficacy darives solely from the Interaction of the emiiaed ionizing
radigtion from the BrachySource® Seed Implants with the tissue being treated.
Tianum ancapsulation providea good biocompatbdity.  Total photon
franemission s mpproximately 59%° after accounting for atienyation by the
ttanium capaule and the radio-opaque 30lid subatrate.

Dose distribution arund  BrachyScurce® Sead Implants is  moderately
anisatropic, as is common with other brachythesapy sources, 2 and shoutd
secounted for in dose calculations. :

INDICATIONS

BrachySource® Seed Implants are indicated for pamanent intorstitial trestment
of selectad localized tumors Buch as: haad and neck, hung, pancreas, and aarty
stage prostate. BrachySource® Seeq Implants may be usad in superficial, intra-
abdominal and intra-thomacic jocations.  BrachySource® Seed Implants are
indicated to treat residual tumare lollowing completion of 8 course of axismal
rediation therapy and lor recurrent tumors,

CONTRAINDICATIONS

As with ather brachytherapy sources, teatment of tumors in genarally poor
condition fe.g. uicerated) is not recommanded with BrachySowrce® Seed
Imptants due to the potential of brachytherapy sourca migrstian.

WARNINGS AND PRECAUTIONS

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

Cation. Do not sterilize Brach Seed tmplants In tubing or
contalners unable to withstand the conditions of sterflization, an
it may pruvent recovery.,

Bradvyﬁoum Seed Implants are supplied non-sterile. Sterilization must be
performed prior 15 implant uaing a qualified sterlization process euch as stsem
-mihzaqon o wthylene oxide sterlization. Gitarsidehyde based coid
stariiization sotutions have baen reported 10 b8 unsultabie due to adherent films
m‘m 1:? m the brachytherapy sources. B co® Seed Implants
K N an adequately shiekded container with an
sufficient for stordant panetration, ! operng

Warning: BrachySource® Seed implants contain mdiaactive materiale.
BrachyBource® Seed (mplants, like ail fadicactive materials, muat be handied

with cane. Appropriate safety meesures should ba used o minimize expoeure {o
clinical personnel, Personnel monitaring is required. Typtcally & fam badge or

Bard Brachytherapy, inc. August 2003

TUD dosimeter worm on the bdy and_a ring badge(s) is adequate. Care s'hould
be taken to minimize rediation exposure lo patients and olher individuals
consistent with proper therapeutic manegemenl During the lmlgnunpn
mdm.elpwmmmumbmwmmudmm
exposuta at low as featonably achievable. In circumstances such a5 aurgery
whan protective barriers ase not practical, operators must rely um‘grop« use of
applicators, diatance and speed to minimize radiation axpomsre.

Waming: Never implant visibly damsged BrachySource® Sood tmplants.

BrachySource® Soed Implants should newar ba handlad roughly or forced Into
any implant device of neodis. Suchfommy’dana::o::wa!otmel
brachythcrapy source, polentially causing relexsc of 125 i environmen
or Ugsues sutrounding sn implanted brachytherapy source. BrachySource® Seed
tmplants that have baen viaibly demagad in gny way should be seaked in a
container and tha ares mondored ko potential 1125 comtamination,

Accidtqul Damage:

BrachySource® Saed Implants ere supplied with the radloactve K126
normetically sealed inside a fitanium capsule. BrachyScurce® Seed Implants
are leak checked prior 10 shipmant per 1SO Technical Report 4826, Sealed
Radioactive Sources — Leak Test Methods. BrachySource® Seed implants havo
high structural integrity, though rough handling o accidents mey crueh of rupture
the BrachySource® Seed Impfanis, In the event of such damage, the arga
containing the damaged BrachySource® Seed Implants should be ciosed off and
parsonnel movament shouid be controlied untit the parsonnel and affected area
can ba monkored for evidence of 1.125 contamination. Such monitoring shoukd
be performed in sccordance with atandard practice, If necessary, the effectad
ares and/or personnel should be decontaminated per standard practice under the
supervision of a qualified health physicist

Radistion Protoction;

BrachySouce® Soed Implants are shipped non.gterfie In 2 shisided shipping
contalner designed o attenuste >39.9% of tha photons from 1-125. Following
removal from the shipping container, siore BrachySourco® Seed Implants behind
aporopriate stialding untl their use. The half-valug thickness of lead far 125 ig
0.025mm, Thus, 3 0.25mm lead shewt wil provide >39.9 % reduction in
exposure. - . -

Restrictions on Usa:

BrachySource® Seed implants shoukd be used only by physicians who ere
Qualified by training and experience in the sale use and handling of radionuciide
trachytherapy sourcat and whosa experence and tralning has been approved
by the appropdate govemment authoriies authorizad to fcense the use of
radicactive materials. BrachySource® Seed lmplants should be ysed i those
tacllities that have been approved by the appropriata govemment athorities
authorized to license the Use of mdicactive materlals.

Tamper Reslstancs;

BrachySource® Ssed Implants are shipped within a lamper ovident ahielded
shipping container.

ADVERSE REACTIONS

BrachySource® Seed Wmplanta achleve thew therapeutic effect through the
detivery of radistion to target tissusa. Any adverse avent assoclated with tissua
radiation damaga theorstically may be assodiated with the uss of BrachySource®
Seed implants.

Folowing prostate implant of 125 braéhytherapy sources, some cases of
Impotence, urinary incontinence and urethral strictures have been reported. The
frequency of thete adverse rsactions shows significart corchation to mitigating
factors such a3 the ago of the petient and the performance of 3 trane-urethral
resection of the prostate prior 1o or after implantation.'’ Procitis, wansiant dyeuria
and increased Lrinaty frequency have also been reported.

UICENSING

The liinvois Emergancy Management Agency (IEMA), Divislon of Nuclear Safety
has approved Saad implants for digtribution (o persons pursuant
to 320, Adm. Code, Sec. 330.280(a) and 3210. Adm. Coge Sec. 335.7010, of
under equivalent licenses of tha NRC, an Agreement State or 8 Licensing State,
and [outside the Unied States] to persons suthorized by the appropriats

Federal law restricts this device to eale by or on the order of 8 physician.

P10300087, Rerv. 0, 7118403,
BAWQ300020



