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SAINT MARY’S -w HEALTH CARE 

Saint Mary’s Health Care 
200 Jefferson, S.E. 
Grand Rapids, MI 49503 

July 11 ,2007 

Materials Licensing Branch 
U.S. Nuclear Regulatory Commission 
Region Ill 
2443 Warrenville Road , Siute 210 
Lisle, Illinois 60532-4352 

RE: Amendment of License: 21-01078-01 
(Current Amendment No. 75) 

To Whom It May Concern: 

Saint Mary’s Health Care is requesting that the referenced Materials License be 
amended as follows: 

Item 7 Chemical or Physical Form 

D. Sealed Sources 

Add: IsoAid LLC Model AI 25 i 

Attached is a copy of the Registry of Sealed Sources and Devices Safety 
Evaluation ( FL-1146-S-101-S ) for this model Brachytherapy Seed. 

Please expedite this amendment request as we have patients waiting for 
treatment and no source for 1-125 seeds. Our previous supplier has discontinued 
their sales of 1-125 seeds and has provided very little notice regarding this 
change. 

Please contact me if you have any questions about this amendment request. 

Sincerely, - 

Z I k i p : Y  Radiation Safety Officer Eah Monks 
Director of Radiology 
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REGISTRY OF RADIOACtlVE SEALED SUURCES AND DEVICES 
SAFETY EVALUATION 

PAGE 1 of  6 NO; Fl-1146-S-'tUI-S DATE: June 25,2002 _uI--_II 

Revision I Amended Pages 1 and 4 

SEALED SOU RCE TYPE: 

Y O D L  

MANUFACTURER: 
4 DISTRIBUTOR: 

ISOTOPE: 

Iodine 125 

LEAK TEST FREQUENCY: 

PRIMCWAL USE. 

CUSTOM DEVICE: YES 

. I d i d ,  L,L.C.. 
9824 Clark hrioody Boulevard 
Port Fd 34668 

1__1 MAXIMUM ACTIVITY: -.I-.-.. * 

f O  miflicurr'es (370 MBq} 

6 months 

(V) General Medical Use 

x NO 



No. 0105 P. 4 

REGISTRY OF f?ADtOACTIa SEALED SOURCES AND DEVICES 
SAFf3" EVALUATION 

h& FC-I 746-S-101-S DATg June 25,2002 PAGE 2 of 6 
Rwlsfon 1 Amended Pages 1 and 4 

=LED SOURCE TYPE: Brachytherapy Seed 

DESCR1PTiUN: 
The koA& L.1.C. Model IAl425A source is an 6nterstitial brachythewpy seed. The 
Mudel IAl425A s e d  contains 'sodine 125 adsotbed mto a 0.5 millimeter diameter, 3 
rnillimetert long silver rod. The rod is encased in a 0.8 mi!)irneter diametef, 4.5 millimetar 
length titanium htbe with a wall thickness of 0.05 millimeter. The tube is laser welded 
shut at both ends, hemetically sealing the radioactive silver rod inside. See the 
diagram in attachment 1. 
The Model lAl425A seeds are checked for wetding ink r i  rnicrusmpicaliy 

9978. Seeds that pass the leak test are assayed fbr detennhation uf Air Kema and 
Apparent Activity. The seeds are sorted by activity and storat fur distribution. 

ultrasonkatly cleaned and kak tested in a-nw wi 4 Internatlorial Standard ]SO- 

LABELINGL 
"be smdl size of the individual seeds prevents labeIing of each seed. Seeds are sorted 
and grouped by sppamt activity range, assigned a unique lot number and placed in a 4 
rniltilfter glass vial and a pdyethflene lined had brick for storage and eventual . 
distribution. Affixed to the indhidual viais is a label sWng "Caution: Radioactive 
Mat~iats", isotope, Apparent actiMty or Total Apparent Adivity, reference date, 
manufacturer's lago and the trefoil radiation symbot. An additional label is affiied to the 
bead shielded storage container in which a vial is laced stating "Caution: Radioactive 

ainst distribution tu unauthorized ?a E-5, Fbn'da Administrative Code 
reference date, manufacturer's lug0 and o wami 
persons. The label complies with the provisions 
SubsWbn 64E-5.210(12). 

Material', product descrkption, Apparent w Total R pparsnt activity, number of sources, 

PIAGRAM: 
See attachrneot 1 

C:OND!TIONS OF NORMAL USE: 
Ths Model IAl-125A source Is des@& for use in the interstitiat treatment of CancerOUS 
tissue. These sources am not stenle when sbipped which is stated on the label affixed 
to the vial. Testing of the source indicated they can withstand a maximum temperature 
of 600°C (1 I f2"F) and pressure crf 290 psi. 



REGtSTRY OF RADM3ACTlVE SfL€D SOURCES AND DEVICES 
SAFETY EVALUATION 
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S M D  SOURCE TYPE: Bwchytherapy Seed 

--- 
0.065 i f 6.5 

PROTUWPE ESTING: 
these wrces were tested in aw&moe with fSO-2919 and leak tested foHovving ea& 
test in accordance with 150-9978. The f$U-2919 procedure involves testing of source 
far impact, temperature and prwwe. Si sources were selected for testing, with hard 
soums used to canduct each test. Nu s~w~rm after testirrg indicated kaka 8 activity 

f At-1 25A (Advantage= 1-1 25) brachytherapy seed has a ctassifwtion designation of 
ISOIOf!C53211, 

above 5 nanocuhs, The results of the prototype testing indht0  the JwAi 8 Model 

E X T E R W  WD1ATION LEVELS: 
External radiation levels ftom the Modd 1At-1254 brach h m p y  seed were determined 
by using an ionization chamber and the inverse square r aw witt, ttre foliowing resuits: 

Exposure Rate from a 0.191 mCi (7.03MBq) Seed 

Estimated dose from a 5 mCi (185MBq) seed 

5 2591.8 25.92 
f- i 75 1288.0 2-88 



REGISTRY UF RADIOACTIVE SEALED SOURCES AND D&VICfS 
SAFETY EVACUATION 

S€AED SOURCE TYPE: Brachytherapy Seed 

QUALlN ASSURANCE AND CON"&& 
tW, L.L.C. conducts the fdk>wlng qtcali control tests and inspectiion of the Mode! 
fAl-325A brachythempy seed prior to di & utiun: visual Inspectmn of the weld, 
ultrasonic deanfng, initid leek test and assay for activity. The !#Aid, L.L.C. qua1-Q 
wnbl procedures are compatible with IS0 9001 standad end US. Nudear Regulatory 
Commission Regulatory Guae 6.9. 

LIMlTATIUNS OR OTHER CONSIDERATtONS OF USE; 
=3 

=? 

3 

=Lj 

=? 

3 

These sources shall be distributed to persons who are spciflcslfy licensed- 
The sources shall not be exposed to temperatures in excess of 338°C (28VF) and 
pressurns in excess uf 290 psi. 
Sources shall be leak testedt at Mew& not to exceed 6 months. The test shall be 
awble Of detecting the pr8SWlW of 0.005 r n * m r i e  of iodine 125. 
bndling, storage, we, transfer and disposal of these speclficaify kensed soums 
are to be determined by the lic=erzsing authority, 
Spurccts are supplied non-sterile, Sterilization must be performed prior to 
implantation I 

This registration sheet and the infarmetim contained within the references shall not 
be changed without the wriffen consent of the Stat0 af Florida, Bureau of Radiation 
Control. 

SAFETY ANALYSIS SUMMARY: 
Based m the m e w  of W hIbmatk>n and test data cited below, and the past history of 

TI of similar saurces, we condude: that the Model lAI-125A brachytherapy seed 

these sources are expected to maintam Weir mtainment integrity for normal and 
acclidenta) cunditkms of use, which might occur during the uses speciffed in this 
registration certificate. 

b k  fpr specific tinsing purposes. Futthermote, we continue to conclude that 

e R E N C E S :  
The following supporting documents for the Modef IAl-?2!% brachytherapy seed af8 
hereby incorporated by rsference and are made a park of this registration document: 
Correspondence dated: May 29,200j with attachments; 

July 18,2001 with attachments; and 
June 5.2aM. 
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