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UUAUMARQUETTE GENERAL HEALTH SYSTEM

580 W. College Avenue * Marquette, Michigan 49855 » 906-228-9440 * Toll free 1-800-562-9753 » Website: www.mgh.org

May 23, 2005

Nuclear Materials Licensing Branch
Nuclear Regulatory Commission Region III
2443 Warrenville Road Suite 210

Lisle, II, 60532-4352

Re: Materials License No, 21-05432-04, control #314402

Please remove the authorization for the Sr-90 Novoste devices from our license.
Enclosed are the source calibration certificates for the last four sources returned to
Novoste. The Icak test results are included,

Regarding the request for Y-90 SIR Spheres, please change the specified inventory
frequency rom semi-annual to quarterly. If a decision is made by NRC management that
semi-annual frequency is acceptable, we may request this change. Also, in accordance
with the Microsphere Brachytherapy Sources and Devices Licensing Guidance, we
request authorization to allow future changes to our radiation safety program provided the
conditions given below are met.

{1) the revision is in compliance with the regulations;

(2) the revision is based upon NRC’s current guidance for TheraSphere and
SIRSpheres yttrium-90 microspheres 35.1000 use posted on the NRC Web site;

{3) the revision has been reviewed and approved by the licensee’s radiation safety
officer and licensee’s management;

(4) the affected individuals are Instructed on the revised program before the change is
implemented:

(5) the licensee will retain a record of each change for five years; and

(6} the record will include a copy of the appropriate Web site guidance, the old
procedure, the new procedure, the effective date of the change, and the signature of
the licensee management that reviewed and approved the change.

We commit to these conditions.

If you have further questions, please contact Shan Marlette, R S.0. at (906) 225-3102 or
fax number (906) 225-3772.

Sincerely,

=SEPNANCE

Shan Marlette, RSO
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Fax Back Reply:

CONFIDENTIALITY NOTICE

This facsimite transmittal is intended only for the use of the individual or entity to which it is addresscd, It may contain
Protected Health Information, which is privileged and confidential. Protectcd Health Information may only be used or
disclosed in accordance with law and you may be subject to penalties under law for impropet use or {urther disclosure of
the Proweted Health Information in this transmittal, If you are not the intended recipient of this transmission, you may
not read, copy, distribute or otherwise use or disclose the information contained in this transmission, If you received this
transmission in error, please notify the sender immediately and request instructions on return ot destruction of the
mformation in this transinission.
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May 25, 2005

Nuclear Materials Licensing Branch
Nuclear Regulatory Commission Region III
2443 Warrenville Road Suite 210

Lisle, IL. 60532-4352

Re: Materials License No. 21-05432-04, control #314402

Please remove the authorization for the Sr-90 Novoste devices from our license.
Enclosed are the source calibration certificates for the 1ast four sources retirned to
Novoste. The leak test results are included.

Regarding the request for Y-90 SIRSpheres, please change the specified inventory
frequency from semi-annual to quarterly. If a decision is made by NRC management that
semi-annual frequency is acceptable, we may request this change. Also, in accordance
with the Microsphere Brachytherapy Sources and Devices Licensing Guidance, we
request authorization to allow future changes to our radiation safety program provided the
conditions (1-6) stipulated in the guidance are met.

If you have further questions, please contact Shan Marlette, R.S.0. at (906) 225-3102 or
fax number (906) 225-3772.

Sincerely,

%«4

s//’z/(
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ORDER # (REF) ; TDA-1060
.'{ * keted Radialion Source Train (JRST) Aclive Length: mm
_Scription: SICW.2.H : 60 series of : 24 Model SICW.2 sealed sourccs jackeled in a stainless steel coll (0.47 mm A
OD) with nan-radioactive radiopaque marker welded to each end,
Radionuclide: Sr-90 Total Acfivity: 2.04  GBq Assay Date: 13Ayg03 st
Rccommended Radiation Treatment
Transfer Device Serial #: 90658 Effective Date From: 28Jul04
on Source Train Serial #: ZB876 To: 26]an05 [PX1

Radiati

NCTE: If tha raiits o the maxinym ballonn dignerter Lo esifence vossel dimnter is briwin 1/1 and 1/1.2, dost can be proscriled arcordiog b Lalioan isimerer.
Dase can alan bt priministeded by visual ol reference vessel diameter.

Radiation Output: 0.0935 Gy-5" £20% in H,0 at Zmm from the conter line of the Radiation Source Train. Date: 13Aug03

Result iracesble to (he National Institute of Standards and Technolofly.
Uniformity verified +/-10% along the middle portion of the Radiarion Saucce Train.

Sealed Radioactive Source:
AEA Technolegy, QSA GmbH, Model SICW.2
Radionuclide: 530 Activity: 0.118 G8g/Source
The containcd activity per source is the product of the measured source train absorbed dose rale in Gy/sec, at 2 mm from the souree
cenler line in water and the conversion factor 34.2 mCiiseed ( 1.27 GRy/seed) per Gy/sec. The contained aclivity in the saurce train is
** 1al 16 the contained activity per source times the number of sources in the train,
. scription: $90 wirt in sealed single stainless stee! capsule.
Length: 2.5 mm Diameter: 0.36 mm 150 2919 classification: C53X,a31
T Aaee X, X, il K, regressm resnactive special “impact,” “ssen” and “Crush”™ weis trmulined for o than cowid oy et o tuknide e
Besa-Gah™ 3 5F Syaem dwing of-ronnal aceydens G iions,
150 Leak Tesk 150 9978, Notes, immersion iMo ultrasonic eleaning water with detergent salution at 70°C for at least 30 mins,

Ragult: <185 By Dale: 24)un3

Novoste Leak Tesk /. A /
H,0 passed over the Radiation Source Train and then analyzed for radioactive content! 7 7
Result: <185 Bg Date: 28Juld4 /

Manufactured by: Sales and Scrvice: Certified by Npvoste Corporatiom
Novoste Corporation Novoste Corparation Gz F
3890 Steve Reynolds Blvd. Man fing Dals

3890 Steve Reynolds Blvd,

Norcross, Georgia Norcruss, Georgia
USA 30093 LISA 30093
Tel: +1 770 717 0904 Tel: +1 800 NOVOSTE | nssumc_ Tve
Doz211A

&, Novoste, Bata-Cath, and Beta-Cath Systern design Jogo are trademarks of Novosl‘[%rpuration.
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ORDER # (REF):TDA-1040

Active Length: 40mim

dood

Description: SICW.2.H 40 ; scries of 16 Mode) SICW.2 sealed sourres Jacketed in = stainless sted coil (0.47 mm OD) wiis mn—rlduncﬁve

radiopaque marker welded (o each end.
Radionuclide: 8Sr-90

Total Activity: 2.09 GBq

Assay Date: 26Jun02

TFrangler Device Scrial #: 89651

Recommended Radiation Treatment

Radiation Swurce Traio Serial #: ZAI1TZ

Effcetive Date From: 110ctid To: 11Apros
Maximum Rafercnec
Balloon Dismeter Vesscl Dismwter Dase 2 Dwsll Time
{mm) {mem) (Gry) _(Secs) ox (Mins, Secs) |
With 22510<35 22710335 18.4
Existing
Steat 2351540 >13510 540 230 @

NQTE: Ifhe rtio of the mmximum balkoen diamieter w relorense vesse] diamewr is berwzen [/1 end 1712, dose can be prisevibed sccording tn batloon diameter. Dose can el be
administered hy visual asseeament of referonce vessel dimmeier.

Radlation Output: 0.1029 Gy- 5"+ 20% in W20 at 2 rien from the center {ine of the Radistion Source Train. Date: 26hm02

TSI

A
¢S
Ll

IPX1

Jﬁ.

Result waceable to the National Instityte of Standards snd Technology.
Unifermity venilied +/- 10% along the middie portion of the Radiation Source Train,

Sealed Radloactive Source:

AEA Technology, QSA GmbH, Model SICW.2
Radionuclide: Sr-30  Activity: 0.131 GBg/Source

_The contained activity per source is the product of the measured source train sbsorbed dosc rate in Gy/sec, at 2mm from
the saurce center ling in water and the conversion factor 34,2 mCi/seed (1.27GBq/seed) per Gy/see., The contained activity
in the spurec train i equal lo the contained achvity per Sousce times the number of sources [n the train.

Description: Sr-90 wire in sealed singlc swinless steel cupsule.
Length: 2.5mm Diameter: 0.38mm 150 2919 classification': C53%a22 11

' Whare X», Xz and X reprozont respoctive specinl “jmpact”, “sicp™ and “crush” tests simdatad for clreumatances tat could regurably be expected o exiat outside the

Bela-Cad™ 3.5F Sysem during off-nornin] acciden sitmtions-
1SO Leak Test: 150 D978, Notes, iramersion into ultrasonic cleaning water with detergent solution at 70°C for at lexst 30 ridns,
Resul <185 By Dare: 07Mar01
Novosta Lenk Test;
FhO passed over the Radiation Source Truin and then anatyzed for radioactive content using liquid seintillation counting:
Result: <183 Bg Datg: 110ctM4
[ | Certified by Novoste . x
Sales and Service: Corporation:
Novoste Copombion ?
4350 termational Boulevard «, 0150 (.%
N 5, Geargia y
mgsn.; 30093g| Mamufacturiog Date )‘
Tel: +1 800 Novoxle . / \?
‘ (01l

@Nuwste‘

Bew-Cath, p-Cath, i-Rail snd Bets-Cath Sysiem design logo are trademarks of Noveste Corparation

DO4777 REY A 904
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A(fIVC Ti"anSfer DEVI((' withim White Lead-Tined Storase Container “5
' ORDER # (REF) : TDA-1030
%eted Radiation Source Train (JRST) Active Length:[30 _ |mm
" wsescription: SICW.2.H 1 30 serfes of : 12 Model SICW.Z sealed gources jacksted in a s@inless steed coll (.47 mm A
OD) with non-radigaclive radiopaque marker welded o each end, ¢
Radionuclide; Sr-90 Total Activity: 1.62  CBq Amay Date: 30Apro2 ms
Recommended Radiation Treatment
Transfer Device Serial #: 89643 Effective Date From: 15Jun04
Radiation Source Train Serial &: ZAs8 To: 14Dec4 I PX1

e —

NOTE: I the eacio of thg maxinust Latioon diamoter Lo refrence vissel dismeter is Letween 171 and 1/1.2, dove can be peestnbed accurding 1a balloon dismeter.
D tan 21so be adminisiered by visual 1 ul refevence vossel diameter.
Radiation Oulput: 0.1069 Cy-5" +20% in H;O at 2mm from the center ling of the Radiation Source Train, Dale: 30Apr02

Result traceable to the Natignal institute of Standards and Technology.
Liniformity verified +/-10% along the middle portion of the Radiation Seurce Train.

Sealed Radioactive Source:
AEA Technology, QSA CmbH, Model SICW.2
Radionuclide: $r-90 Adtivity: 0.135 GBg/Source
The contained activity per saurce is the product of the measured source train absorbed dose rate in Gy/sec, at 2 mm from the source
frnter ling in water and the eonversion factor 34.2 mCiseed ( 1.27 GBg/seed) per Gy/sec. The contained activily in the source train i ({
110 the contained activity per source timves the number of sources in the train. '&L" © ‘6?'
weseription: $r90 wire in sealed single stainless steel capsule. A
Length: 2.5 mm Diameter: 0,38 mm 150 2919 classification: C53X, 4,11 LLJ
* Whire XX, il ), ragrvsent regpeciive spesisl *umpioL” “xep” pod *ehml” less simdzied far circuniances thar poold ranporiably b enpecnd v Ewa oulide (he
Birtp-Cath™ 3 5F Sysiten fhoring o riovmal aidens sl o,

(SO Leak Tesk; 150 9378, Notes, immersion into ultrasonic cleaning water with detergent solution at 70°C for at least 30 mins.
Result; <185 Bq Dsle: 12Mar02

Novoste Leak Test:
HQ passed over the Radiation Souree Train and then analyzed for radicactive content using liquid scinliliation counting.

Resull: <185 Bg Date: 15/un04
Manutactured by: Sales and Service: Cerfified b% Novoste Corparation:
Novoste Corporation Novoste Corporation lé Etﬁﬁ Socsen. p-15 04
3890 Steve Reynolds Blvd. 3890 Steve Reynolds Bivd, Manufecturing Datg
Norcross, Georgia Norcross, Georgia
USA 30093 ' USA 30093
Tel: +1 770 717 0304 Tel: +1 800 NOVOSTE y Avsutance ale

Doz211A
@. Novoste, Beta-Cath, and Beta-Cath System design logo are trademarks of Novosl%rporation.
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ORDER # (REF) : TDA-1040

g 3 adiation Source Yrain (JRST) Active Length: {40 | mm
_ $han: SICW.L: 40 series of : 16 Model SICW.2 sealed sources jacketed in a stainless stee! coil (0.47 mm A
!, with non-radicactive radiopague marker welded o each end.
adionuclide: 5r-90 Total Activity: 2.18  GBq Asssy Dale: 120902 Sﬁ
Recommended Radiation Treatment
Transfer Device Serial #: 83058 Effeclive Date From: 21Apr04

Radiation Source Train Serial #: ZB219 Ta: 200cih4 1 PX1

NOTE 1 the ratio of the maxinum balloon ameter (o refarence vessal dameior is etveen 11 and 11,2, dose fan be peosribed avtnnding (o Latinon digrvine.
Dose can atso be adminisiered by visua) assessment of rdenence vl diametor.

l' Radiation Output; 0,1074 Cy-s"! £20% in H,0 at 2mm from the center line of the: Radiation Source Train. Date: 11Dec0Z
Result traceabie to the National hstitute of Standards and Technolegy,
Unilormity verifiad +/-10% along the middle portion of (he Radiation Source Trin.
| Sealed Radioactive Source:
AEA Technolagy, Q5A GmbH, Model SICW.2
Radionuclide: 590 Activity: 0.136 CBg/Source
I contained activity per source is the product of the measured source train absorbed dose rate in Gy/sec, al 2 mm from the source
2r line in water and the conversion factor 34,2 mCi/seed { 1.27 GBuyseed) par Gy/sec. The contained aclivity in the sourca train is .
!,.,a\‘ to the contained aclivity per source times the number of saurces in the train. ,
Description: 530 wire in scaled single stainlcss steat capsule. 9
Length: 2.5 mm Diameler: 0,38 mm 150 2919 classificatian: C53%,;,;1)
| Whese XXy and X, rcpment rmpnatve special “Yngac.” g and “orvoh* et for ci Vel sl reusansbiy e prpucter 10 e rasiide the vﬂ
¥

Bota.Coth™ J.55 Spaem sheting ofl-nonnil 2ccident Nusions.
180 Leak Test: 150 9978, Notes, immersion into ultrasanic cleaning water with datergent solution at 70°C for at least 30 mins,
Result: <185 By Date: 175¢p02

| Novoste Leak Test:
H,0 passed aver the Radiation Source Train and then analyzed for radinactive confent using liquld scintillation counting
Resull: <185 Bg Date: 21Apr04

B Manufactured by: Sales and Service: Cgrtified by Novosts Corporation:
Novosie Corporation Novoste Corporation é @taﬂ: Bat!SEﬁ q - 21-04
3890 Steve Reynolds Blvd. 3890 Steve Reynolds Blvd. Manulacturing Dale
Norcross, Georgia Norcross, Georgia ]
USA 30093 USA 30093
Tel: +1 770 717 0904 Tel: +1 800 NOVOSTE ily Agsurance Date

DO22V1A

|' @ Nowvoste, Beta-Cath, and Beta-Cath System design logo are trademarks of Novostz(:orparation.



