From: “Troy Cumutt"'
To: <jim5@nrc. gov> N
Date: 12/7/05 5:52PM™ ‘
Subject: Advanced Isotopes of ldaho

Jim, sorry for the delay. | wanted to make sure | addressed ali the
topics in appendix C.

Please e-mail me with any questions or concems.

Please see the attached "NRC Response Aii" PDF with associated
information.

Thanks in advarice,

T roy Cumutt .

Advanced Isotopes of ldaho

4968 Rainbow Lane
I/Chubbuck Ida__tjggl83202

e
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Appendix C: Suggested Format for Providing Information
Requested in Items S through 11 of NRC Form 313

Iitem Titie Yes
No. and
Criteria
5. RADIOACTIVE MATERIAL

Sealed And/Or Unsealed Byproduct Material
For unsealed materials:

® Identify each radionuclide (etement name and
mass number) that will be used, the form, and
the maximum regquested possession limit.

AND
For potentially volatile materials (e.qg., iodine-131):
LI Specfy whether the material will be manipulated

- at the radiopharmacy

For sealed materiais:

. Identify each radionuctide (element name and
mass number} that will be used in each source;

. Provide the manufacturer's (distributor's) name
and model number for each sealed source and
device requested;

. We confirm that each sealed source, device, and
source/device combination is registered as an
approved sealed source or device by NRC or an
Agreement State;

. We confirm that the activity per source and
maximum activity in each device will not exceed
the maximum activity listed on the approved
certificate of registration issued by NRC or by an
Agreement State

For depleted uramum, specify the total amount (in

kilograms).

RADIOACTIVE MATERIAL (Cont'd)

Description Attached

See attached [X]

“Nuclides-Form-
Quantity-Uses”

{X]
See Attached

“Procedures for
Handling millicurie
quantities of radio-

iodine”

See Attached
“Brachytherapy Seed
Information”
See Attached
“Brachytherapy Seed
Information”

X]

[X]

(x]

(X1

999 Kg (X

Financial Assurance and Record Keeping for Decommissioning

If financial assurance is required, submit documentation
required by 10 CFR 30.35.

N/A (1

PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED

For radiopharmaceuticals:

. ‘We confirm that radiopharmaceuticals will be
prepared under the supervision of an ANP or wil!
be obtained from a supplier authorized pursuant
to 10 CFR 32.72; and

. Describe all hcensed material to be distributed or
redistributed.

x]

See attached
“Nuclides-Form-
Quantity-Uses”

(x]



For generators:
. We confirm that the generators will be obtaned X}
from a manufacturer licensed pursuant to 10 CFR
32.72, or under equivalent Agreement State
requirements; and
. We confirm that unused generators will be {X]
redistributed without opening or altering the
manufacturer's packaging.
PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED (Cont'd)
For redistnibution of used generators:

. - Describe the procedures and instructions for See Attached
safely repackaging the generators, including the
use of the manufacturer’s original packaging and Policy & Procedure
minimization of migration of radioactive fluids out Manual
of the generator during transport;

. We confirm that the manufacturer's packaging . [X]
and labeling will not be altered;

. We confirm that the generator will not be (X]

distributed beyond the expiration date shown on
the generator label;
. We confirm that the redistributed generator will {X]
be accompanied by the manufacturer-supplied :
- leaflet or brochure that provides radiation safety
instructions for handling and using the generator;
and
. We confirm that only generators used 1n [X)
accordance with the manufacturer's instructions
will be redistributed.
For Redistribution of Sealed Sources C for Brachytherapy or Diagnaosis:

. We confirm that the sealed sources for (x]
brachytherapy or diagnosis to be redistributed
will be obtained from a manufacturer authonzed
tc distribute sealed sources for brachytherapy or
diagnosis in accordance with a specific license
issued pursuant to 10 CFR 32.74 or under
equivalent Agreement State requirements; and
. We confirm that the manufacturer's packaging, [X]
labehng, and shielding will not be altered and
that redistributed sources will be accompanied by
the manufacturer-supplied package insert,
ieaflet, brochure, or other document that
provides radiation safety instructions for handling
and storing the sources.
PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED (Cont'd)
For Redistribution of Calibration and Reference Sealed Sources:
. We confirm that calibration and reference sealed {X)
sources to be redistributed to medical use
icensees will be obtained from a person licensed
pursuant to 10 CFR 32.74 to initially distribute
such sources; and
. We confirm that the manufacturer’s labeling and o {X]
packaging wiil not be altered and that
redistributed sources will be accompanied by the
manufacturer-supplied cahbration certificate and
the leaflet, brochure, or other document that



provides radiation safety instructians for handling
and storing the sources.
For Redistnibution of Prepackaged Units for [n Vitro Tests:
. We confirm that the prepackaged umts for in [X]
vitro tests to be redistributed will have been
obtained from a manufacturer authorized to
distrbute the prepackaged units for in vitro tests
i accordance with a specific license issued
pursuant to 10 CFR 32.71 or under an equivalent
license of an Agreement State.
For Redistnbution to General Licensees:
. We confirm that the manufacturer's packaging {X]
and labeling of the prepackaged units for in vitro
tests will not be altered in any way; and
. We confirm that each redistributed prepackaged [X]
unit for in vitro tests will be accompamed by the
manufacturer-supplied package insert, leaflet, or
brochure that provides radiation safety -
instructions for general licensees.
PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED (Cont'd)
For raclopharmaceutucal preparation, we will perform:

. compounding of 1odine-131 capsules; {X}

. radioiodination; [X]

. technetium-99m kit preparation: and 1]

. other, specify. » [ {}
Supply specific information concerning the use of sealed Please see original [X]
sources for reference and calibration, and depleted application, including
uranium, ’ policy & procedure

“manual.

We will provide customer the following radiation protection services involving ncensed

matenal:

. leak testing; (1] [X]
See Attached

Policy & Procedure

Manual
. instrument calibration; and ' {1 [X]
. other, specify. ' ' [ [X]

See Attached

Policy & Procedure
Manuai

Page S50
(8.4)(A)(B)(C)(D)
INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING AND EXPERIENCE : :
For applicant's management structure, provide:

. An organizational chart describing the See Attached IX]
management structure, reporting paths, and the Organizational Chart
flow of authority between executive management
and the RSO.



INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING AND EXPERIENCE (Cont'd)

For the Radiation Safety Officer (RSQ), provide:
. Name of the proposed RSO; [X}
See Attached

Vincent T. Curnutt

. " AND
. A copy of the license (NRC or Agreement State) See Original attached [X)
that authorized the uses requested and on which information on

the individual was specifically named as the RSO,

an ANP, or an AU; Vincent T. Curnutt

OR
. Description of the training and experience See Original attached [X)
demonstrating that the proposed RS0 1s qualified - information on

by training and experience as applicable to

commercial nuclear pharmacses.‘ vincent T. Curnutt

Note: See Appendix G for convenient formats to use for documenting hours of training
in basic radioisotope handling techniques and hours of experience using
radioisotopes.Figures G-1 and G-2 are specific to RSO training and experience.
INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING AND EXPERIENCE (Cont'd)

For each proposed Authorized Nuclear Pharmacist (ANP), provide the
following:
. Name of the pharmacist; See Original attached  [X|
. Training and Experience
and Preceptor
Statement
Catherine A. Heyneman

AND
. A copy of the State pharmacy licensure or {1
registration of the pharmacist;
AND
. A copy of the license (NRC or Agreement State) ’ [1
on which the individual was specifically named as
an ANP;
OR
. A copy of the permit maintained by a hcensee of . [

broad scope that identifies the individual as ANP;

OR
. A copy of previous NRC lLicense i1ssued to a (1
commercial radiopharmacy prior to December 2,
1994, on which the pharmacist was specifically
named as an authornzed user;
OR
. A copy of the pharmacist’'s certification(s) from [}
the radiopharmacy board(s) approved by NRC;

INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING AND EXPERIENCE (Cont'd)

OR



e A c»uy of icance (NRC ©or Agreemerit State) an.

. Desur lpt)on of the 1raining and expensice ‘ " See Attached X
d--m:nsuaturj {r v't the proposed ANP s qualified Training and Experience

Py traming and experience, and written and Preceptior
cerdfication, signed by & precaptor ANP, that the Statement
_anove traiting and exonncnce has heen o _ _
satisfactorily carapleted and that the individual-  Catherine’A. Heyneman

nas achiavee 3 fevel of oo mipetency sufficient to
mdependurﬁv cueratc a fu'ycar pharmarcy;
AND
, : ‘DMCh’ptt Gr; of the recentness of training, Jf ty
necessary., '

-moxvmum.{S) RESPQNSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
 TRAINING AND EXPERTIENCE (Cant'd) .

) For each proposed Authorized User { AU), prowde the fo!iowlng

[,
[

. S Name of cach pro,:csui »U S ) N/A
. "ldcntify.,typesi, quantities, and prog;snd usas of
’ !rcensed:ma:er{at;' o : :
. . c : ' - AND-

—
jo—

-
—~—

wihich the individusai was specificaily named as an
AL for the types, guantities, and propoaed uses
of lmense:! materiats;

--.OR S

. '_A fopy of the pertmit mainta; red by a ficérisee o( 7]

. broag scope that igentfies the individua! 8s an
AU for the types, quarrhhns and propo'iec uses.
of lrens:o rare'nn, :

'GR“

e 'Dv.-.scnpticn uf the rrammg and expen#r\re L ’ 71

“damonstrating that the proposed Al S quaifﬁcd‘-
by training ard éxperende to use the ruuuested
licensed materials: The applicant may find +
.convemeul to descritbe s tra"zmg and -

expenence using a format s.iviar 10 F Aur es 51
and G-2°in’ Appendix G :

_TRMNING FOR INDIVIDUALS woaxms in OR Faequemme RESTRICTED
. AREAS (INSTRUCTIONS TO OCCUPATIONALLY EXPOSED wonxsns AND
'ANCILLARY PERSON NEL) ‘

' 0ccupat|onany Exposed Workérs and Ancﬂlary Personnel
‘we have devaicped ang witt implernent and maintain X}

written pmcedures for a training program for each grm.p af

'w*'kers inciuding: Topics covered; gualificaticgng of the

instructors; method of traming; method for assessing the
suzeiss of the traifung; ang the fFEQuf‘ﬁCY cf tnmmg and

- rcfr‘*sher training. . -
.’Personnei Invoived m Hazardous Matenals Package Preparation and Transport
: -We have C’evdnped and witt implement s main tdm ]

r\*ten procedures fut trainiag peesonnegl mvolved i
hazardogs matenials package preparation and. trarsp ory
hat meet the !‘Pqulfen\entx in 43 CFR-172.740, f¥9 CFR
172.702, and 49.CFR 172.7014, a5 applitabls,

. Instriiction for Supewised rndwiduals Preparmg Need Not Be Smbm&tted

Radmpharmaceuticals . with Apphcatlon
FACILITIES AND EQUIPMENT



) :rdxcated

Provide 2 copy of the registration or sicense: rom a Stete X3 i}

‘Board of Pharmacy as a pharmam, ; of Drovige ey 1denw

that the facility is opecating as a. "arrlear pharmacy within a 1daho will not issue a

Federal medical institution; Pharmacy License

until the NRC issues a
RAM License

. : AND
. Desciibe the facilives and equipment to be made ava. iable See Original attached iX)
At each lotatior where radipactive matena! wi! be used. '~ idformation
© diagram shouid be submitted showing thig apphu' r's Description of

antre facility and idennfy activities conducted i 2l facility, with photos:

‘contiguous arzas surreunding thé factity. Diagrams should

be drasvn-to a spetified scgie, or dimensicns shouic g

nfiude the fol!man «nmr,nauon

e Descriptions of the areals) assmred for the Please see new 1%}

. -’ece-xp storage, preparation,; and measuyrémant attached map
Tt rad;ca'ﬂvp materials #nd the locati-:)_n{s) far
radioactive waste rsforaqe. .

e Sufficient detail in the giagram ‘omd cate . Please see new ix1

10.

- locations of shieiding, the proximity of raciation  attached map.
| BOLICES. WO wirestrics ed areas ang othnr items o
related te radiation >afery, o

. N Desmptmn" 2t the- venmaman s,&tem:, inchii nc Please see atrached {X;
T g’uVEbU)'ES or fume hoods . With pert:nent a:rflow. Procedures for
- rates, area giffereniiai. pressarrs, filtranon . Handling mmocurses
- equipment, ang momtnnrg sysbtems for the use’ guantity of
o smrage of radwactive atenals with the Radt_oiodme
“ probabiiity of bewn'mg airbomne, such as '
. compounding radioi iadine chsules and Aispensing
, | radizioding solotions; and : E
CLe T Menficaticn: that ventﬂauan rystems ensure rhat Please see attached |
. .- cffluents.are within 10 CFR 20.1301 and are.  Procedures.for. o
©ALARA constraints for airlemnissiors estabi shed  Handling miliicuries
under 1907 LFR 20,1141 d) : L quantity of -
R Radioiodine .
'R‘ADIAT-ION SAFETY PROGRAM ‘Need Not be Submitted
o ’ : - with Apphcatwn
: Aud»t Progfam . »
apahcan: ;'rmgram fer mwewmg “~e cvm,ent and See attached Policy and
.mpaementanun of itz rodizuian protection progeam will be Procedure manual
éxamined duririg. inspections, but it shouic not e Page 33

‘,uomartpd in e ucensa app’tc?t:on
. ‘Instruments
o Wﬂ vt a3e equipment that mtets the ragiation monits Tng

o
(-

nstrutient spec#‘rra*ten"_ and implsment tre model susvéy

 meter zalibration program gublished in Apoeidiy J té
-NUREG - 1536, Yol 13, "Prigram-Specific. Guidanca Ahout

: Radilophar;ma(:y'"'_ic‘ensos," dated Sept‘embés‘ 13939;

. : S OR
We will use. QQU»nmer\t that: me‘*’s the radmtton monaitoring IX)

“instrument specifications published in Appendix J to.

NUT G-15546, Vol. 13, Prof)rdr" -Spectfic Guidance Ahdut
Ragiooharmacy | 1r»ﬂses T uates September 1$9%, ang

©instnpnents will be calbrated by pther parsons authorized



by the NRC, an Agreement Stete, of 2 licensing Srate to
ogarform that ~Pf\s.'...,
. . TQR- ‘
'JE.’:(.ND{!OF‘ ‘of a?rem:mv» m nimam eqaigiment to be us . :
for radiation monjtering and/or alternative procedures for
the cahbration of radiation nMoaitering equipment.
; -RADIATION SAFETY PROGRAM (Cont'd)
‘Material Receipt and Accccuntabmty '
We have deveicped, and will implement and maintain {x}
writien pmrs-rtures fer safelv opening packages that mast
the r~‘r;1_‘remrnts in 10 CH{ 21660,

. AND
Ve will conduct phys:rar mwarx"me= af ~ea!ed sources of )
licemsad ma.erzd! at intervals not to sxceed & month s,
- AND .
We Have developed, and viii impiement ord mairtain X}

Cwriten pmcs ires far ltcaw;ed mgtenial accom tabiity ara
'rmtroJ to ensure: that

[

. .. dicense pcssessaon lamlts are.nct f’xceedcn
s . licensed matCrlar in storage Is: sm.l_red from
, L L.nauzhomed accesc or removal;
. _licensed material not 1n storzge s ma intained
o : whder wnsta e Jrve.uancp ang control; end
xs o | records of receint, transfer, and d::posal of

, licensed matermt aré mamta‘npa

. 0ccupaﬂonal Dosrmetry
Ve have de«cmped ahg wilt immunf nt an'1 mamtain X3
written prccedures For mopitoriyg o «_pat,onm doso that '

. ‘meet the requirements in’ 10 €FR 20,1501, 10 CFR
"20.1502, 1G CFR 20,1201, 10 ‘CFR 20.1202, e Crﬁ :

20.1203, l" CFR 20,1204, 10 CFR 30.12G7, 14 CFR

120.1208, and 10 CFR 20,2106, as applivable. _ _
RADIATION SAFETY PROGRAM (Cont’d) Need Not Be Submitted

_ . with Application

"Pubhc Dose _

Tne-applicant's pmgram to cootrof dosey received oy
individual members of the' public Wil be exammgd during
wspecyan, butb it s?‘omd ot be submﬂh*d m a irem.»e
appticat ior
Safe Use of Radionuclides and &mergency Procedures
Ne bave deve.vpcc‘ ard witt implenzent and maintain X}

Cwritten _'"OxEGUT“S fgr fno safe use of wd:oa\,tm_ n.au_na
Trat address. T

. - facility and persennet radigacsive cantdmmanon See attached Policy
 minimizagion, detection, and contiol, and Prdcedure
o manual
’ performing molybidenum-95 broakthrough See attached Policy
measuremants op afl qoneratcr ‘eivtions Used fo and Procedure
prepare radivactive dn. :g: for numan me.dra» manual
uge; and ,
. use of pm*a-'t\ve ziothing and eguipniedtby ‘Seée attached Policy.
personnel’ and Procedure

manuvat



10.

that i-eet the requirements in 1C CFR 20:1101, 1& CFR 20,1801,
CFR 30.34(3), and L& -CFR 19.t1(a) 3}, as appnz:able,

RADIATION SAFETY PROGRAM (Cont'd)
: ' AND.

We have developed and will l'n;)lement arzd mamiam

wntten procedures for identifving and responcm; to

emergencies, v oiving rawoa(_tlve matena, includng:

. _lo;_!:, _.ko_!cn., ar m_!ss r‘g lcﬂrsea ; atw.;at

. ‘erposurgs L& parsennal and t'\n oG iblic 0. excass
of NRU cegutatory linuts,

. ieleases of ficensed maten?-s m efflisents and the
sanitary sewer in ¢xenss of !-40(: reguimory nmats,

e excessive radiation lavels of radxoaf’t ve m afa'wat )

" concentr ahcr:, mn restrlctf‘d or unrestrie ted areas;
.. radloactwe spcl s and contam*nataon , -
. fivas, exp’os»ona, ang other d'SdStr_(“ w:th the.

' potcnnaa far the :oss of fontan-mem of ccn_,r:
materiais and .

R . reutine ;f:ntacts waLh ioLe* ftfe deacrtz*nen*«
" that meet the requirements in 10 CFR 20 1101, 10 r’FH 2'\ Z’JL 2233, and 10 CFR

30.50, as apy’ «fable.
Surveys.

We have cevexoped and will ;mplemem and mamm,n
written procesures for & survey piogram ifyat spesifies the
performance of radiation and contzmination level surveys

Cinrestricted end unrestricted areas; personnel

contamination mon'lo. :hy, dction fevels, and the
fraguaticies anc recs~ds mamznance 'of Hiose sUrveys an

- wgiitoring that meet the requiremesnts i 10 TFR 30. 53,

10,

10 CFR 20,1501, and 10 CFR 20,2103 as apptivable,
RaDlATION SAFETY PRGGRAM (Cont‘d)
Dosage Measurement Systems :

Descnbe the t‘;pes of syarerﬂq {measurenient or

cambenation of smezasurgment and cajcuidtien) tn be used

for tha measurermant of alpha-, betar, and Qhofﬂn—""l Trng
radioactk‘«'e arugs; . :
' ’-A‘ND.’-

For each dose mca;u"(‘mw‘* syste"n used te meawre the

_am.;u't: of radinactivity .n alpha-,. keta-, or pnotar- emitting -

rachaactive drugs, state: "We have dovelopr—d and wit}

impiament and maintain 3 writén procedure tor the
acrformancc of dc&aga m.-'asx.ercnt systern checks and
1Eets t;,at TIeats the reguircments in L8 CFR 32.72(c}

- AND _
tf appl cable, U)(,‘UuP & samole calchlation for catermining
heta-correction fazines for dosa catiirators with wnitTation
chambers;

OR"
if a;»pii;abie -.cnmﬂ a means for ensufing the accuiacy of
beta-corraction factors supplied by the instrument
manufacturer cr other entify.

x;

‘See attached
description of
"Capmtec CRC-15E"
pose Calibrator

f
i

X

CFR. 20,1802,

!

Dose calibrator does
not requira correction
factors to accurately
read Beta emitters

Dose calibrator does
not require correction
factors to accOrately

LG

See Original attached
Policy and Procedure
‘manual

ix

il

}

H

L



read Beta emitters
Transportation "Need Not Be Submittad
with Application
The apglicant’s prograwm for fransportalicn wif! be
examined during nspeaction, huat sh’ou"d nat be subrmited in
a ficense appiicaton.
.RADIATION SAFETY PROGRAM (Cont’d) Neéed Not Be Submitted
with Application
-Mmmﬂza!mn of Contamination
The apbhcant does nat need to’ grovide a "espcnse to Liis
itém -under th= fol :owing candsiion: NRC wilf consisier that
the criterta have been met if the a,)pi cant’s respanses
_meet the criteria for the folidwing ections: "Facilities and
E[}le"“"l‘t ‘Radiation Safety Program - ~'Safe iige.of .
- Ragdignucliges and Tmargency F:%edurcs [adiavian Satety
Program - Sur\.eyf' Radation Satety Frogram. - ~eak
) Teshng, and ‘Wasts Management” of '\JURE(: - *n&
. X%, dated Sep{‘ember 1992 :
. Rad;oactwe Drug Labeling for Dlstnbutlon .
_ Desertoe alt iztels, indwating the <olors o be usee, that will & -:compary the préducts
and describe whern cach lahel s plecied {e.q;, Jq the "traitsaart rad Arioh ;hxetd' or the
" container Usad to hold the radicactive dmx_, s amd agres 1§ a.‘fnc the reql.lr-o ahe(s to alf
*transport racdiatior shields” ard each _cntamer ised to ‘m ' the radicactive drugs
Radmactwe Drug Shlelding fnr Dtstrlbut«on .
For each radioactive drug to be d:smbumd {except for NS &
.products intended for radistribution without manipulation’ '
©and i the manufac'un:r‘: cr‘amal ch:ppmj nackag»)

provide:
e .. Tha. radmnu..;.d" aad rhl‘ f"\ax.mum ai: i :t& for P!ease see originally
,ar“ ’ype of container (2. 3., ‘na_ syrmge;,_ altached Policy &
- -’Procedura ‘Manuatl:
. _O(—sc,fme fne tyc«r and m' kne« cf tha tranamn Piease see: Attached
o - radiation shizic? cr«.wded lor =ach type af ] Unit Dose Syrlnge
- centawner; and . ' p,gs
o © Indicare the maximum ran‘iar"nr ievef ,to bg- Please see originally
expected at the surface of each Ytransport attached. Policy &
radiation shiaid” when the radivactive drug Pracedure Manual

cenmtainer 15 flled with the maxirmunt activity.

0. _RADIATIBN SAFETY PROGRAM (Cont'd)

_Leak Tests

| Wenave developed aad vill impiement ang maintain IX1
written procedutes forieak testmg that meet the

reduirements jo 10 CFR 30,53, 1C CER 10 ‘..:0‘, and 1&

CFR 30,2103



NUCLIDES-FORM-QUANTITY-USES

A Muolybdenum-99-

‘ pnrsuam w -x,m‘im’!cm iy

CAmy molybdenum-9% tedhnétimB9m generator

sanufactiresd, dabeled, packiged, aod disirioutesd
in deeordance wah spad < issued

e tic

pursuant 10 33772 01 1) CFR-Pan X2 o a spevitic
hicanse istued 0a manutactra by the NR(

.uih?:.s. ]

s

30 Cartes

Production o technelivn-
Wim pertcchnetaie, 7
Redistribution to anvhorized

recipients

A

B. Xenon-133

is the subje

thas
4ol an artive H ¢ potwithdeawn or
ierminatedy New Drug Apphication” (NDA
xpprmcd o, H'»\ 0r 50 achve )
withdrinwyn, termin: mo or of Uelingal § hofd™ s
TNaticd ol Came od Investigational Lxompiicn
for o New T)mu T INE than hiis hech du.;ph i L\

it dthw CONMINLTS nt Zas o .”.x\r P ¥elatis

i'!‘ it

'L' the FDA

= Curies

Disiributiog to autherized

recipients

Y

‘/

( lUd f\’"!,-;'

&m furm mud m M < } R 33 30

1500

’ Dw e nud m*d o dy~u zhnul
1o poy l.dmﬁmﬂh.mmm
) -jamh_ﬂrtum recipients !nd;‘m-’i}!

s todine Tisted 1 10 CPR 3530
Sfor compobnding ani i

ll,,.ti\.‘;\j:

as roditvess 3} capsul

} tﬁ‘crrihmcd w0 puthuszed

11“)«:1 s

D. Technedim&m

\lw hvm i \tc n ](l( FR 3 v'!f)()'
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Fauthorized 'curmm Lise of
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su!umm =3y
pracesiing with.

[ b c;.w.ﬂmn '-f

ras‘l_\'phqz‘m e mc I

ter.

) /E/%m radwactive

o it -

Ciaterial exe
130 and Techawtivm-
TYuen, Yaed i 10 C IR
RN

Any form listed in 10 CFR 35,100

TAX ’\cc.dzd V

radiopharmag
' suthorizéd reeipients.

Dx\p;n»um andior

distnbuiing prepared
i$Tealy

: /F/\m rdionefive

mnserial, extept odine-

Vi ang Teehnitgu-
Ay listed @ 10 CER

-~

200

[Ty
'h
Jo

\n\ form listed in l'{i(.‘l"k

A% \Lu.kd

} Dispeusing aodiae
| distributing prepared
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Eguipment Reguirenients:

! Ludlum 2200 '}‘mmid'ﬁp‘mkc Systemm - \

Dclu.,tnr - Ludlume Low Tnergy Nalf H; '
“'Rarium Reference R«m \nurcL

3. Blnd\ Phdumﬂ‘ '

Lo

| Sei-up ol Lud..xm 32(*0 i'hymld l’pml.c l"§yv<tnm '

1 Rcfcr o quai;c‘rly efﬁu«ma l:cpc_)_,rt_ for current setings.
Procedure.
1. Removered cap from the from face of the detéctor for all. me&Suren&cms
2 Measure the reference sowrce by inserting the radioactive end of the FRurium rod fulfy imo the

hlock phamom then pla::e the front face of the defectur on the uulc and count for 2 minutes.
(Compare 10 the source constancy’ mnm-)

Measure the background by: plau'uz the front. &xu: of the d(.k"t.’wf in !h; circle on th himk

- phanom aud count for 2 onutes. -

4 Measure thyroid uplakc hy p]acm& nu deuunr agaxmt ﬂ’lt r‘cd\ balow thc -\dam s Apple and-
count for 2 minates. .

Reeord the diata on the: rLcnrd 9hea

‘el

v

Rc,c.urd all data inte the BioRx Bioassay Program
S alculate Lhyrmd m.hvm umn&, tht. mllrmmg mrmuh

%o

{net.k C PM BK(; C P\’l){uu of Standaxd‘)
Slunda;d < PM “BRG ( PM th’vruxd '

“** Aetion hmst ns 0 04 u( : pcr NR( Regulzimn Gmdc 8. 20

e \’ve reserve {o nght to cnnlrau lhls wrku \ch e local u'nagmg cnmpany A report will he gencrated

o b\« the imaging oampan) :md snwd at Ad\ ﬁnced hotopcs of ldaho. :

Minpimum Detcctab!e Actmi} (‘VIDA)

h will be necessary to dswrmme l.hf. aumumv of the uquxyme,m o dcmons.trme that the equipment 1w
demonstraie that th: equmcnl uacd is. capablx. of deteutmé action Timit (1L04. uCi 1 The following tormuda will’
he L»L‘d

MDA =2+ _:..'9 ((bx'b\.t)(sd}{l + :.cb'be.t)}’ ") (,uuntmg c.iixuun.»
‘Im(.kgmund coums -
hct = background count ime:
sct = sample count time

C ountmn efhmeucv = L PM of slami.md muru. actiy ity uf stcmddrd SOuree

Onty equipmem w;‘lh‘MDA u_i’ '}ess;ihe,n 0()4 ul’i w:il_! be uscd_- 10 perform biodssays.

Notify the RSO or pharmacist if the pouns is gcatu th:m l(m counts db()\\, packground count. & -



‘_”lodine Air- Munitoring

l“ne hmd ing of volatile Raiio- indine requires (hm air x.m piing be performed to docuinent that the DAC 15 not
Lnudrd in the re smmcd of unrestricted areas. ' '

’ Hu'::e - hnc arr \amp'em w tﬁ be used. One for the s‘dmphni, of mr in Lho rumc.tcd ared {breathing zone), one
for the sampling effluent air in the unrcstnu_qd area (i bemg \cnkd o the énvironment) and the other to check
ﬁzv: xmumtmn status of the Lh’il’Ld&I hi!c
: }fcqux_ncv

© Carbon cartridges wili be cwhangud werv 7 dd‘-’b and wumed aftu* urmdg. exchantvc Inthe event of a spill,
’ thc um*uh_e W 111 be uuunttd rmm"dmtcl\

CE qmpmcm chmrcmmt\

) 'Lud}um Hodcl 2200 Qdmnlmg M\um
- Detector - _L-_ud,m_n_ fow energy Nal( I»E}, .

\
(o]

3. Reference source 13384 rod source
4. Carbun vartridge phantnm ( Bdckf'mund)
5 ENV & B2, A carbon caﬁndgc ' o
Ch VaLuum pmnp and air flow gaum.

L 'Sct~up oﬂ udiu*n "20(1 :,amplmg s}stcm

;..- A’ Raﬁ,r o qurlv r:ﬂxucm,) repun far cummt s:cnmks; o
' ;"Pr’m;éddn:ﬁ
| DR _S;amplmz .\ym*m su-up buk;,nmnd mezwurcmem o -
2. - -place detector onthe hackg,round carbon cartridge and count for 3 3 mmmuq

Insert the reference source 1338a rod into thc carbon wrmdg: phamum and coum for | minute
.. [Compare 1o the soirce constaney rangey
3. i R!ucnu pcrlur*nz& qumu‘!»

. Sampling sySt(:m set-up carbon .cartfidgc.mcasummr;m .

1. Obuin umronmmm] (E \\‘) and brc.dlhmg, 20ne area {B7A)} cmrbnn 'ri,dge. along with How
' rate {shoud be at least &5 on air fow gruge

RS 'plmc unnd;,c with flow arow pomtmg dovm on thv: mble wp. and p!ac.c thc detector on top ot
- the cartridge. (ount for 3 minutes. - S
R Record all- Jatu mto :hr_ Bme air momlur pro;bmm

thurmnﬂc uCiof radio-ioding pn:w:ni on 6 Jsr b» us mg the Bﬂlmwn-v formula:
”‘fudmc U(l = tmt(‘PM i IBr)/ {(1‘ 2x Iﬁ" dpm /ufl {FFi}.
EF = Fﬁsu;nu fﬁLt()r of‘m.ii cOun t'~r '

' (f:ﬁéuiglﬁc _u(',‘.i niof lmhm uancrmmnoyx by mmb lhe tolimnm, formula;



Hadine uCi s mi = { Flodine uCi) 7 (air flow through pump il

Maximun Derived Air Coneentration {DACS) are:
1. Restricted Area =2 x 10° uCi/mi -
B l‘nrestmled IA._réa =4x ',1;'0’.” uCi / ml

SHO! LD AIR MONITOR[NG E.XC FED DAC
- PLEASE NOT IFY THE Rb() iMMED]ATLLV

- Procedure for Survey and gfﬁafajgéérz_he Charcoal Filters .

= .<'Pufpow

L Tu moxumr thc dm;.;um o! i3 Hodme saturatmn 01 thc f..harwai trltr.rs in the- hum: hood »tadx

S quu«:nc» _'
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: xmmwxald» S ,
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e nh_uhhnn o

CALE Axr Samph: abo»c charw.xl Tilters
CA2= r\u Sample bdm« chan.oal f" hu'a

' Al '\" = % Lfﬁctmcs '

- R'epla;:c tht'char.:;oal filters when Efficiency i ~1'c‘ss' t}i&_u (%0,

 Procedure for (.:heircoa? Filter R'fmo\ﬁi}l.and Replacement -

71 )hconnea fame huod pump
~ Put on disposable gloves

_Rum,\e filter hOusmg urm

- Remove top filler

- Remove bottom nh_er

_Replace with mew {ihgrs

“'Replace charecal filters in the unit
- Reconinect fume hood pump -

R Nk Ml
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6" stack
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/-3 inlet Manifold

Pump
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L . godwtﬁo 'M%?’F’“”
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Braid m!nfomed polyurathene vacuum sample mbmg with 318‘ male &
Femnale quick disconnects.

112” Stainless Stee! Gas Probe. Designed to extract low fow gas sample.
Includes 112" Compre&son x 3/8° Malg'de( Disconnect.

_Stqmeu Ftangedec%bmdpd'me&rm&mwpon

be. includes 1/2" stainless steel
ln—Lme comhmatm 2" Dlamsbar Fitter. paper & TCosenes cartridge holder
mcludes 3/8" male & fernale quick disconnects (outfin).
Brald lelnfomed polyunethana vacuum sanmle tubing with 3/8" male & female
disconnects. "
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NRC FORM 374 U.S. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reiiance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated bslow; to
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). Thislicense
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicabie rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below.

Licensee

1. Advanced Imaging Center of Pocatello 3. License number 11-29215-01
2. 1151 Hoépital Way, Building B ' 4. Expiration date October 31, 2015

Pocatello, Idaho 83201 5. Docket No. 030-37033

Reference No.

6. Byproduct, source, and/or special 7. Chemical and/or physical form 8. Maximum amount that licensee may

nuclear material : possess at any one time under this

. license
A. Any byproduct material A. Any A. As needed
permitted by 10 CFR 35.100 - C ; ,
B. Any byproduct'material B. Any B. As needed

permitted by 10 CFR 35.200

9. Authorized use

A. Any uptake, dilution, and excretion study permitted by 10 CFR 35.100.
B. Anyimaging and localization study permitted by 10 CFR 35.200.

CONDITIONS

10. Licensed material shall be used or stored only at the licensee'’s facilities located at 1151 Hospital Way,
Building B, Pocatello, Idaho. -

11. The Radiation Safety Officer (RSO) for this license is Vincent Troy Curnutt.
12. Licensed material is only authorized for use by, or under the supervision of:
| A. Individuals permitted to work as an authorized user in accordance with 10 CFR 35.13 and 35.14.
B. The following individuals are authorized users for the material and medical uses indicated:

Authorized Users Material and Use

Steven T. Strickler, D.O. 35.100; 35.200
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License Number

11-29215-01

MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-37033

13.

14,

15.

In addition to the possession limits in item 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.

For sealed sources not associated with 10 CFR Part 35 use, the following conditions apply:

A

Sealed sources shall be tested for leakage and/or contamination at intervals not to exceed the
intervals specified in the certificate of registration issued by the U.S. Nuclear Regulatory
Commission under 10 CFR 32.210 or under equivalent regulations of an Agreement State.

Notwithstanding Paragraph A of this Condition, sealed sources designed to primarily emit alpha
particles shall be tested for leakage and/or contamination at intervals not to exceed 3 months.

In the absence of a certificate from a transferor indicating that a leak test has been made within
the intervals specified in the certificate of registration issued by the U.S. Nuclear Regulatory
Commission under 10 CFR 32.210 or under equivalent regulations of an Agreement State, prior to
the transfer, a sealed source received from another person shall not be put into use until tested
and the test results received. :

Sealed sources need not be leak tested if they contain only hydrogen-3; or they contain only a
radioactive gas; or the hal-life of the isotope is 30 days or less; or they contain not more than
100 microcuries of beta andlor gamma emitting material or not more than 10 microcuries of alpha
emitting material. _ :

Sealed sources need not be tested if they are in storage and are not being used; however, when
they are removed from storage for use or transferred to another person, and have not been tested
within the required leak test interval, they shall be tested before use or transfer. No sealed source
shall be stored for a period of more than 10 years without being tested for leakage and/or
contamination.

The leak test shall be capable of detecting the presence of 0.005 microcurie (185 becquerels) of
radioactive material on the test sample. If the test reveals the presence of 0.005 microcurie

(185 becquerels) or more of removable contamination, a report shall be filed with the U.S. Nuclear
Regulatory Commission in accordance with 10 CFR 30.50(c)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Commission regulations. The report shall be filed within 5 days of the date the leak test result is
known with the U.S. Nuclear Regulatory Commission, Region 1V, 611 Ryan Plaza Drive, Suite
400, Arlington, Texas 76011, ATTN: Director, Division of Nuclear Materials Safety. The report
shall specify the source involved, the test results, and corrective action taken.

Tests for leakage and/or contamination, including leak test sample collection and analysis, shall
be performed by the licensee or by persons specifically licensed by the U.S. Nuclear Regulatory
Commission or an Agreement State to perform such services.

Sealed sources containing licensed material shall not be opened or sources removed from source
holders by the licensee.

h

——

I
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License Number

11-29215-01
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-37033

16.

17.

18.

Date _October 13, 2005 By

The licensee shall conduct a physical inventory every 6 months, or at other intervals approved by the
U.S. Nuclear Regulatory Commission, to account for all sources and/or devices received and possessed
under the license. .

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part n, “Packaging and Transportation of Radioactive Material.”

Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission’s regulations shall govern unless the statements,
representations, and procedures in the licensee's application and correspondence are more restrictive
than the regulations.

A. - Application dated September 9, 2005 Do : T S
B. E-mail dated October 3, 2005 ;

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

[l

Jgqquelirfe D. Cook, Senior Health Physicis
Niclear Materials Licensing Branch
Region IV

Arlington, Texas 76011

|




UNITED STATES
NUCLEAR REGULATORY COMMISSION

REGION IV

611 RYAN PLAZA DRIVE, SUITE 400
ARLINGTON, TEXAS 76011-4005

October 13, 2005

Advanced Imaging Center of Pocatello

ATTN: Vincent Troy Curnutt, CEO
Radiation Safety Officer

1151 Hospital Way, Building B

Pocatello, Idaho 83201

SUBJECT: NEW LICENSE

Please find enclosed License No. 11-29215-01. Please note that this license only
authorizes the use of byproduct material for 35.100 and 35.200 uses. To request
authorization for 35.300 use (i.e. unsealed byproduct material for therapeutic use: Sr-89,
Y-90, 1-131 or Sm-153) you will need to submit an amendment request proposing an
authorized user who meets the requirements of 10 CFR 35.390, Training for use of
unsealed byproduct material for which a written directive is required. An environmental
assessment for this action is not required, since this action is categorically excluded under

10 CFR 51.22(c)(14)(iv). You should review this license carefully and be sure that you
understand all conditions. If you have any questions, you may contact me at 817-860-8189. -

The NRC needs your Taxpayer Identification Number in order to make payments (refunds).
Please complete and return the self-addressed, stamped NR Form 531, “Request for Taxpayer
Identification-Number,” which is enclosed for your convenience.

NRC expects licensees to conduct their programs with meticulous attention to detail and a high
standard of compliance. Because of the serious consequences to employees and the public
that can resuit from failure to comply with NRC requirements, you must conduct your radiation
safety program according to the conditions of your NRC license, representations made in your
license application, and NRC regulations. In particular, note that you must:

1. Operate by NRC regulatiohs 10 CFR Part 19, "Notices, Instructions and Reports to
Workers: Inspection and Investigations,” 10 CFR Part 20, "Standards for Protection
Against Radiation,"” and other applicable regulations.

2. Notify NRC in writing of any change in mailing address.

3. By 10 CFR 30.36(d) and/or license condition, notify NRC, promptly, in writing, and
request termination of the license:

a. When you decide to terminate all activities involving materials authorized under
the license whether at the entire site or any separate building or outdoor area; or

b. If you decide not to acquire or possess and use authorized material; or
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c. " When no principal activities under the license have been conducted for a‘period
of 24 months.

4, In accordance with 10 CFR 35.14, notify the NRC no later than 30 days after:

a. The date that the licensee permits an individual to work as an authorized user,
an authorized nuclear pharmacist or an authorized medical physicist under
10 CFR 35.13(b)(1) through (b)(4);

b. An authorized user, an authorized nuclear pharmacist, a Radiation Safety
Officer, or an authorized medical physicist permanently discontinues duties
under the license or has a name change;

C. The licensee’s mailing address changes;

d. The licensee's name changes, but the name change does not constitute a
transfer of control of the license as described in 10 CFR 30.34(b); or

e. The licensee has added to or changed the areas of use identified in the
application or on the license where byproduct material is used in accordance with
either 35.100 or 35.200. sl _

5. Request and obtain a license amendment before you:

a. Change Radiation Safety Officers;

b. Order byproduct material in excess of the amount, radionuclide or form
authorized on the license;

c. Add or change the areas or address(es) of use identified in the license
application or on the license, except for areas of use where byproduct material is
used only in accordance with either 10 CFR 35.100 or 35.200; or

d. Change the name or ownership of your organization.

6. Submit a complete renewal application 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.

In addition, please note that NRC Form 313 requires the applicant, by signature, to verify that
the applicant understands that all statements contained in the application are true and correct to
the best of the applicant's knowledge. The signatory for the application should be the licensee
or certifying official rather than a consultant. Since the NRC also accepts a letter requesting
amendment or renewa!l of an NRC license, the signatory for such a request should also be the
licensee or certifying official rather than a consultant.
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NRC will periodically inspect your radiation safety program. Failure to conduct your program
according to NRC regulations, license conditions, and representations made in your license
application and supplemental correspondence with NRC may 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 NRC
Enforcement Policy.

The NRC no longer publishes the NRC Rules and Regulations loose leaf supplements due to
budget constraints. However, an electronic version of the NRC'’s regulations is available on the
NRC Web site at www.nrc.gov. To view these regulations, highlight “Electronic Reading Room”
and choose “Regulations” on the drop down menu. An electronic version of the NUREG-1556
Series publications is also available on the NRC Web site. To view these guidance documents,
highlight “Electronic Reading Room”; choose “Ail Document Types” on the drop down menu;
scroll down to “NUREG-Series Publications”; and select “Publications Prepared by the NRC
Staff”. Then, choose “NUREG-1556" from the table and select the appropriate volume(s) for
your license type.

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter and its
enclosure will be available electronically for public inspection in the NRC Public Document
Room or from the NRC's document system (ADAMS). ADAMS is accessnble from the NRC

Web site at httg Avww. nrc gov/readmg-rm/adams html.

Please note that on October 25, 2004 the NRC suspended public access to ADAMS, and
initiated an additional security review of publicly available documents to ensure that potentially
sensitive information is removed from the ADAMS database accessible through the NRC's web
site. Interested members of the public may obtain copies of the referenced documents for
review and/or copying by contacting the Public Document Room pending resumption of public
access to ADAMS. The NRC Public Document Room is located at NRC Headquarters in
Rockville, MD, and can be contacted at 800-397-4209 or 301-415-4737 or pdr@nrc.gov.

Thank you for your cooperation.
Sincerely,

A S T

Roberto J. Torres, Senior Health Physicist
Nuclear Materials Licensing Branch

Docket: 030-37033
License: 11-28215-01
Control: 470706

Enclosures: As stated



