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September 28, 1990
I

.

OCT 2 t3

William L. Fisher, Chief
Nuclear Materials Licensing Section '

l. Nuclear Regulatory Commission
i 611 Ryan Plaza Drive, Suite 1000
; Arlington, TX 76011

Dear Mr. Fishers
i Pursuant to your letter of June 28, 1990 (copy attached), I am

hereby requesting that St. Peter's NRC Materials License No.
25-12453-02 be amended to include the use of Iodine-131 by

,

i William Austin, M.D. Enclosed in the preceptor statement you
requested for this fee-exempt amendment.

If you have any questions or need anything further, please
contact me at (406) 444-2300. Thank you for your attention to
this matter. .-

Sincerely,
- N

g k ,rk'
'

y .

I 'N r,

,$OJohn A. Guy
President a ti
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cet Joe Rizza, M.D., Radiation Safety Offdicer *

JoeMarcello, Manager,DiagnosticImagingDht.
William Austin, M.D., Radiology -

Diano Runnostrand, Vice President
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St. Peter's Community Hospital
ATTN: John A. Guy, President

EL 117tirS c0MMUNiiY HOSNTAl.2475 Broadway amintros
Helena, Montana 59601

Gentlemen:

Please find enclosed Amendment No.12 to your NRC material license. You should
review this amendment carefully and be sure that you understand all conditions.
If you have any questions, you may contact the reviewer who signed your license
amendment at 817/860-8100.

We were unable to include the use of Iodir.e-131 for Dr. Austin since proper
documentation of his training and experience were not included with your
request. For a fee exempt amendment to include the use of Iodine-131, please
send a copy of his preceptor statement and refer to Mail Control No. 463102.

Please be advised that you must conduct your program involving radioactive
materials in accordance with the conditions of your NRC license,
representations made in your license application, and NRC regulations. In
particular, note that you must:

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
" Standards for Prottction Against Radia' ion," and other applicable
regulations.

2. Possess radioactive material only in the quantity and form indicated in
your license.

3. Use radioactive material only for the p rpose(s) indicated in your
license.

4. Notify NRC in writing of any change in mailing address (no fee required if
the location of radioactive material remalin the same).

5. Request and obtain appropriate amendments if you plan to change ownership
of your sole proprietorship or partnership, chari;;c the corporate status of
your company, change locations of radioactive material within NRC

i jurisdiction, or make any other changes in your facilit,s or program which
I are contrary to your license conditions or representations mtde in your
i license application and any supplemental correspondence ,ith NRC. A
; license fee may be charged for the amendments if you are not in a
l fee-exempt category.

6. Submit a complete renewal application with proper fee, or termination
request at least 30 days before the expiration date on your license. You
will receive a reminder notice approximately 90 days before the expiration
date. Possession of radioactive material after your license expires is a
violation of NRC regulations.
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7. Request termination of your license if you plan to permanently discontinue
activities involving radioactive material.

.

You will be periodically inspected by NRC. A fee may be charged for inspections ,

in accordance with 10 CFR Part 170| Failure to conduct your program in i

accordance with NRC regulations, license conditions, and representations made ;
in your license application and supplemental _ correspondence with NRC will
result in enforcement action against you. This could include issuance of a *

notice of violation; imposition of a civil penalty; or an order suspending,
modifying, or revoking your license as specified in the General Policy andi

Procedures for NRC Enforcement Action,-10-CFR Part 2, Appendix C. Since ;,

serious consequences to employees and the public can result from failure to
comply with NRC requirements, prompt.and vigorous enforcement action will be !

taken when dealing with licensees who do not achieve the necessary meticulous <

; attention to detail and the high standard of compliance which the NRC expects
of its licensees,

j

Thank you for your cooperation, f
Sincerely, ;

! If ,i . . ~~ -

Y, L 'I L d t h bl 4.

! William L. Fisher, Chief
Nuclear Materials Licensing Section

j!
Enclosure:.
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PART 35 MEDICAL USE OF BYPRODUCT MATERIAL
12) 20 aons of supervised chnical

ahker.< me vs..;et it.e 6.,pelosien of an checks for prer er operation of eun ey
rneters: (2) Supervised clinical experience

avthe tasd user and that includes: (ill) Calcula tin under the supervision of an authorised
(P Emsmining patients and teviewing pa tient dosages:g and safely preparinguser at a rnedicat institution tha t

thur case histones to determine their Include s:
wilfability forradioisotope dicgnosis. {lv)Using administrative controls to
hrnlis tions, or contraindica tions: prevent the misadministration of thy (l) Un oflodine 131 for diagnosis of)

lill Selecting the suitable t'yproctuct materish told function and the treatment of I

bypr)oduct ins terial safely and using(v Using procedures to contain spilled
, hyperthyroldlam or cardlac dysfunction *

ndiopharmaceuticals and calculating 'In 30individualsi end ' ~
and rnessuring the doss gts:

thy (ii) Un of lodino131 for treatment u(iii) Administering donges to patients proper decontamine tion procedures: and
told carcinoma la 3 individuals.

and usin s"ringe radietion shields: (vi) Eluting technetlunepam from
liv) laborating with the authorised generator systems. mess sting and I nm Training for trutment of

: rin the interpretation of t*diolsotope testin the elvate for mol rbdenum 99 g,yperthyroidism.

t$d a mine contaminatim.and
,f,f,jf,*, yire t e euthorited

d'
v patie ilo lowup; or I ' 33, '

'8' I8
c) Has successfully completed a sit' Io prtpare technet m isbel user of only i dine 131 for the 'reatment

rnonth traintr3 pro em in nucleat radiopharmaceuticals: a sd of hyperthyroidism to be a ph) . lan
gedi ne as part o a t a ning program (3)MO hours of super ised clinical fe f ha h d

"
experience under the si ervision of an as: and

Accredit tion Coun i for C duste laboratory training in basic radioisotope
Medical Education and that included i sp in n pat ar and reviewing e of$o# ''

" " '' P '

e assroom and laboratory training, work their cut histories to determine their dln lor rea log
hyperthyroidism, and suexperience, and supervised clinical suitability for radioisotope diagnoals,
ex[s)rlence as follows pervised clinicalexperience in all the lepics identified in limitstions. or contraindications; e

80 hours of class' room andparagrsph(b)of this section. (ll) Selecting the suitable

i 45.920 1 sintna for Imsping and rediopharmaceuticals and calculating laboratory training that includes:

Ins (trumtets tion:1) Radialion phyalce andsno mesauring the dosages:locattution studies.
Except as provided in i 35 970 or

(iii) Admin!stering dosages to patiente

E authorized vier of au 35 971, the licensee shell require th,
and using syringe radiation shielda: Radia tion protecthn.

(lv Collaborating with the attthorited Mathematics perta,' ting to the use
and measurement of radioctivity; and; user n the interpretation of radioisotopeA radiopha maceutical. eenm'or, or

g

; la Radiation blology; an?X test results: and
I physician who:* reegent kit m | 35.200;a) to be a(v) patient fo!!owup;or g (b upervloed clinical exptlencee

und he supervision of an as thortredI (c) Hu succeesfully completed a alx. ,*
(a)le ctrtified in:
(1) Nuclear medicine by the American * month tralning progtam in nuclear user that includes the use ofloOne.131 {,

k

medicine that has been approved by the ;; for diagnosis of thyroid function, mod the
Board of Nucint Medicine: treatment of hyperthyroidism in 10

(2) Diagnostic radiology by the Accreditation Council for Guduate individuals.
Medical Education and that includedAmerican Doard of Radiology: or
classroom and laboratory training, work

.

,i,38.834,,,n,,, Training for treatment of thyro 6d(3) Diagnostle radiology or rediology experience, and supervised clinicalby the American Osteopathic Board of
experience in all the toolca identified in ExceRadiolo :or

(b)P had classroom and laborato
paragnph(b)of this se'etion. license,pt as pr vided in 135.970, theshall require the authorised

user of only lodine 13J for the tnetmenttrainin .a besie radioisotope handling | M Mning W wapq un et 2 of MW carcinonn to be a phsician
a

techniques applicsble to the use of radi pharmauvucasa. '

with special ex erlence in thyreldprepared radi hermaceuticals Except as provided in 135,970, the
disuse who ha had classroom. nd

;
generators en reagent kits sup'ervind licensee shall requin the authorized

laboratory traln!ng in besic radiopotope
|

work experience, and supervised
clinical experience as follows: user of radiopharmaceuticals in l 35.300

to be a physician who: handlin techniques app!Icable to t\e
(1 200 hours el c!ssaroom and un ofI dine 131 for treating thyrolo

labo)ra tory training that includes:(alls certified byt
carcinoma, and supervised c!!nical

(1) Radiation ph (1)The American Board of Nuclear ex erlence as follows:
instrumentation: yelcs and Medicir e; or

(II) Radia tion protection: (2)The American Board of Radiolo labo)nto80 hours of classtoom and
,

| ininin that includee
|' (111) Mathematics ertaining to the un

in udiology or therapeutic re diology:gyor (1) Rad allon p ysics and
(b) Has had classroom and laboratory Instrumentation:

i andmeasuremento radioactivity,
training in basic radioisotope handling (2 Radiation. rotection:(iv

; and )Radiopharmaceuticalchemistry. techniques applicable to the use of (3 Mathemst es pertaining t a the un

'

'

v) Radiation biology; and thenpeutic radiopharmaceuticals, and and measurement of radioactiva y; and
supervised clinl"! .aperience as a n an2]! Loo hours of supervised work follows:

| experience under the supervisioc of an
(1) 80 hours of clesaroom and under the su ervision of an author ted

, ,

! authorlud ner that includes: laboratory tnining that includes: user that In udes the use oflodine .131(1) Ordering. receiving, and unpacking (1) Radiation physics and

| performing the releled radiation instrumentatleru h'3fn'dl ifu la*radioactin materials safely and

surveys: (11) Radiation protection:

(11) Calibrating don calibraton and (ill) Mathematics ertaining to the use | 35.640 TrsWng for use of tractryt israpy
sources.

disgnestic instruments and performing and measurernent o radioactivity and
Except as provided in i 35.970, u(iv) Radistion biology; and

licensee shall requin the authorts ad

November 30,1988 35 14
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SUPPLEMENT A

| $UPP LE MEN T U.S. NUCLE AR REGULATORY COMMISSION

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. RAME OF PROPOSED AUTHORittD V$tR OR RADIATION LAFETT OFFICER 2. FOR PHY$1CIAN5. $f Af t OR
TERRITIAT WERt L!tLN$tD

WILLIAM ROBERT AUSTIN, M.D.

1 CE RTIP! CATION
SPECIALTY toAMD cAf t CofiY amoNfN AND vs AR CERTIFito

A B C

'

| AMERICAN BOARD OF RADIOLOGY Diagnostic Radiology Service June 1982

4. TRAINING RECEIVED IN BA$lc MADiol&OTCPE HANDUNG TECHNIQUES<

Twt AND LtNom or TR AINING

6 CLOCK HOURS IN CLOCK HOUR $ OF
Pit LD OF TRAINING LOCATION Aho O Aft 1510F TR AINING LtCTURE OR SUPtRY!stD

A 8 LABORATORT ON.THE. JOB
LIPERitNCE

,

Veterans Affairs Medical Ctr.
e. RADIAttoN PHrsics ANo and University of Minnesota

NsTnvWE NT AfioN 7/1/79 - 6/30/82 80 20

6. n AD ATioN PROTECTION " " " 20 10

c. MATHEMATIC 5 Pt RTAINING TO
THE U$t AND WE ASUREWENT u o o 20 0CF AADICAcTivlTY

d. R AQl ATION 310(Ocy " " " 20 0

e. R A010PHARMActuftCAL " " "CHtuisimy 20 10
,

f
I

5. txtsRIENCt WITH RADI AT|0N. (Attuelun of Modioisotoper or Equirele'st Espniece)

150TCPt act US[0 AT ONE TIME' LOCATION CLOCK tCUp.s TYPE OF V5E
i

| I-131 50 mci V.A.M.C. 2 months thyroid therapy
,

In-lll 0.5 mci V.A.M.C. 2 months diagnostic
Xe-133 10 mci V.A.M.C. 2 months diagnostic
Tc-99m 20 mci V.A.M.C. 2 months diagnostic
Mo-99 2.5 Ci V.A.M.C. 2 months diagnostic
T1-201 2 mci V.A.M.C. 2 months diagnostic7

|
_ _ . .

:
!

EXH-5

I
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EXHIBIT 3

T' SUPPLEMENT B

.+N, ?r f sVPPLE ME N1 U. 8. NLCLE AR REQULATORY COMMi&$1(W

a. .fg ,'

.

PRECEPTOR STATEMENT' pg
,

Q']'sh 5.ipplement 8 mus t te ecrnpletsce ty te wphewitphysicim's proctotor. If mcvr t%m we Drteeptor os raestsewy to 00cument
$ enperience, obsein e sepwo at t*e emen t (nrn en:h.

1. PROPD$[D PHY$lt!AN tf5tR'S hiet AND ADDRt55 KEY TO COLUMN C
Pt httpd AL P ARTICIP Atl0N SHCM/LD CON 8JST OP 4

,ygggaug
i 4 ,4 4 e umta.o. et s.o.ori io on ,wa. is. n.i.m , e.,

WILLIAM ROBERT AUSTIN, M.D. M")$"'*i8.',[" * ' *'' ''"'""' "* '"* "'""*"'" '"
~

seasst acomes ,c n,io,,oon sa in ner,uen .ac e, i.amwne.oon et = .
i iwe i.i.ai ines 4ao e.ievi. ..a et ine e.a i en . . . i. i . e

2106 Grizzley Gulch mi-au eae pienias et ate.

Et, -i sr.is i s,. w . po .. ceri.e 'se iaias ie easide pavse.w.a i m.=, ..a. ei..--

s.i..aiienoe,ii p.e.ais ow ,n ..r . .aol , ., ei

Helena Montaae $9601 " " ' " * ' -

2. CLINICAL TR AINING AND EXPERIENCE OF AAOVE NAMED PHY$lCl AN
Nuust m 0F

CAA E 8 INVOLVING COM.8 TNT $

180f0Pt CONDifl0N8 DI ACN05tD OR TRI Att0 P1 W NAL (Aesfit,mel eg teenetten W to'nm aD mer
P A R Tiri7 AT1ON e. n,anieea .4 a,,i . we wper,o enn e /

A e C D

'Kj Thyroid scan 10
/.s

'/. Thyroid uptake 10

'j Lung perfusion scan 30

,/ / 15 3,i ventilation study 15

f[.D - ' Aerost) ventilation scan 13N
.:s.

:N Renal flow scan 100..

. ... ./

X;' .' '
v- erain scan 6,

/
Q.g , , tiver/ spleen scan 100

.

.:N Bone scan 100
:/

.
Gastroesophageal study 10N . . . ,

.Q/.O .
'

teveen snunt itver 5, gs;.:,,
' :{:f cystogram 10'

%;@h/ Dacryocys togram 0
XN;.
- d :s::;,;

cardiac perfusion stan. 100t

,/.., ::g;,. cardt'ac stress ventrieviostam 50
,

..,. ..
.

,:, Cardiac rest ventriculogram 100' . .,
-

; . .' . .. f ' GalltW% :can 10

|
|

ename

G
.
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EXHIBIT 3 (Continubd)

FROPO$th PHY$1CIAN U$[4

(( WILLIAM ROBEP.T AUSTIN, M.D.

PRECEPTOR STATEMENT (Continvect/

2. CLINICAL TRAINING AND EXPERIENCE OF ABDVE NAMED PHYSICIAN (Critinvect)
NvusER OP

Cast INVolvlNo CouMtNT&
tsoTOPt txwDitloNs ot ACNost p oR TRE Af t 0 , , ',I 'b e'b*' '**w**=

*
"s*

L f
8

T ion m
A 9 C D

P'32
TRf ATME NT oF POLYCYTHE MIA VIR A.

_ , _

068 LIUKtMIA. AN0 00NE META $TA$ts 0

te. ..a 'NTa^CAV'T^ RY T al ATME NT 0

TRE ATMENT OF THYR 0:0 C ARCINOM A 1
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|L DATES AND TOTAL NUMBER OF HOURS HECEIVEDIN CLINICA L RADIOISOTOPE TRAINING-
LOCATION

DATES CLOCK HOURS OF EXPIRIENCE
V.A.M.C. and Univ. of Minnesota 7/1/79 - 6/30/82 3 months

approximate hours of training: 480 hrs.
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