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APFENDIX G-
Uso -

Form 313: Radicactive Material

G2 ltems5and8

(If uxing this chackiist, check applicable rows and fill in details, and
attaoh copy of checklist io the applloation.) o
Thia includes pecurity=related semsitlv W(mﬁwﬁmSﬂ)Miﬂdeh .
Aﬂn:um:]_'l__ and masked "Swn'lly-relm: information — withhold wnder 10 CFR 2350 g¥¥Ses A:tachmen
Farm or Manufacturer! Mazimum 'IlUse
Radioangide Purpese of Use
. Madsi Ne. QAT ————fJC L v
my byprodurt - |Any As noedod Any uptake, dilorion, end
material permitied by excretion pormicd
10 CFR 35.100 by L0 CFR 35.100.
Any byproduct Any ' As necded Any imaging and '
nniﬂulpunﬂndhy . thhmhunsudy
10 CER 35200 parmiied by |
10 CFR 35200,
F-18 Any cutiey Production of FET
sadicective &rugs under
I0CFRI032(D. .
0-15 An Producton of PET
Y curies radioctive drugs under
- 10 CFR. 30.320)-
c-1 Any curies Production of PET
madloserive drugs under
10 CFR 30.32(j)-
Any byproduat Axy ____ wiilliouries Asy rsdipphacmacoutical
matwinl permitted by therapy procedurc
t0 CFR 35,300 perwnittad by
10 CFR 35.300.
Todine-131 . Any __ milllcuries Administration of 1-131
sodivmn iodids.
Byproduot matarie! | Sealed sourco or device | __ millicuries Any brachytherspy
rmined by (Manufacturos procedare pannined by
10 CFR 35400 N 10 CFR 35.400.
(Redienuclide ModelNo._______)
—_—
Byproduct matarial | Sealed source or device |__millicuriss Any brachythempy
pormitted by (Mamufacses procedure permitted by
10 CFR 38.400 9 10 CFR 35.400.
(Radlonuclide ModelNo_____ )
#)
Byproduct material | Sealed source or device |_._millicamics
permicied {Mamufacturar
. Mode! No. . _')
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Attachmant I-a

Radiation Menitnring instruments will be calibrated by a person qualified to perform
survey meter calibrations.

We have developed and will implement and maintain written survey me?er calibration
procedures {10 CFR 20.1501 and 10 CFR 35.61)

See Attacheﬁent I for equipment descrifrtion.

We reserve the r%ght to upgrade ocur survey instruments as needed and as Jong
as they are in compliance.

qui 0 ' d in accordance with
uipment used to measure dosages will be calibrate J
Egtigna1ly recognized standards or mfr, instructions.
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AFPENDIX C
Tabls G2 ftems B and 6 on NRC Form 313: Radloactive Matertal and Use |
(0 using this checkiist, check applicable roves and il in details, and .
aitach copy of checkiist to the application.) Lo )
¥orm of Munufactures/ Mazimum of Use
Radlonuclide -Md:lan'. Quastty Purgane o '
- Prepscimged kin __ millicuries
ﬂ e
12 CFR 31.11
Depleted amniom Metal —_kilogmms
Dopletad uranium Ma! e ilOgrRIS
radioouclide in | Sealsd soures ar device | millicuries
ﬂmrsu (Manufscturar B
milliciries for use in , Sk % Sep
' mmj.um,. i ng‘-—_"'J for eal{hration end Attachment 1
mm’-‘d . chocking of licenses's T oLt
, mnw: AttaChment I w ml
3 N - |
Americlum-741 Soaled oource or device | __millictiries por souree | Use as an stintomical
(Manufeoturer md : marker.
N o | __milticuries oo .
~ IModelNe,__—_ ) o : ,
Plurnajuze (prine Sesled soumes | millicurics psr source | As 2 component of.
radioonclide Pu-238) | . md Mamfactiror
_frams tolal .

TT/08 T
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APFPENDIX C

ble C.3 " Htoms 7 through 11 en NRG Form 313: Tralning & Experionce, Faelllllaa .
& Equipment, Radiation Protsction Program, and Wasts Disposal - |
(E‘h«ck all applicable rows and fill in detailr and anach a copy of the cmum to the applinariaﬂ or
. provide information upamtebu , g

at

m Titte * Suggested Resganse

fitem 7: Radiaslon | For an indtidual previwsly identified ax o RSO on am NRC or
iSaftcy Qificer __;WMMnrpmm

IName: ' Provicus liconse aumber (if issued by the NRL), or a copry of s licanse (if
0r. Apuri lseued by an Agroament Stne), o a copy of & pennk (it iswued by en NRC

) mﬂm mmhls licenace) on which the individusl was specifically named
»”

.M".’l‘&‘!ﬂ";@‘"g under 10 CRR 35.37(003): 1 4

Docunentation that the individual waa: = o Lahe

* the RSO for only the modical uses af scceleratsr-praduced radicsctive
material or discrets scurces of Ra-226 inchuded in the definition of PACEAK
byproduet material a3 a resuft of the EPAcr;

- the RSO for the madical uses of these materinls before or during the 0\(‘-’""_})
effactive peried of NRC's waiver of August 31, 2008,

For an individual qualifying under 16 CFR 33.50f0)

*xSan
Attachment B

Copy of certificaiion by o specialty board whose cortification process has o
been recognized™ by NRC or aa Agreotment Staw under 10 CPR 35.50(2).

AND
Desaription of the training sad experience spezified in 10 CFR 33.50(c) o

dmmhgﬂntﬂwprﬁpﬂudksmtqmlﬁedbymmm

safery, regulatary {ssmes, and emargenicy provedures o4 applicable to the
Wﬂgofurwhnh the spplicant sceks approval of an individosl
serve B3

AND

Written antoxation, signed hy o preceptor RSO, that the individual hes a
mmmymmmmmwmfu .
centification, as well 8 walning in mdistion safety, regulstory issies, and
mmedwufummofmﬁww-uhﬂwﬁmmmh
gpproval, acd has ackicved 8 loval of radiation safety knnwiedge sufficlent
10 funetion independently as an RSO,

AND

11 applicable, dcseription af recent telsced cantinuing sducation and o
expeciance as coquired by 10 CFR 35.55.

’“Thmmofhaudeﬂuﬁmﬁmm:Mwhmnmgﬂudbymmwatsmm
' NUREG - 1356, Vol 9, Rew.2

TI/58 v
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APPENDIX C

FROM-BALTES CARDIOLOGY

280-422-7860 T-4649

P.006/011  F-B02

able C.3 Iltems 7 through 11 on NRC Form 313 Traln!ng&ExpM-nu Faclities
:. .. & Equipment, Radistion Protection Pragram, and Wasts Disposal
(Check gll applicable rows and fill in details and atach a copy of the checklisi to the application or

pravide information saporately.)
Cheele hox
' b ta indicate
tem Number . ' materis)
;T “ M"m included I
tem 7: Authorized wmiMMdpremubHemMumdUmmMCarmm
wors for medical | Suwe license or permil; ) .
), (inc Previous linense number (I issued by the NRC), eunupyofmﬂwm a
lcma.nwwm (if iswued by an Agremmnent State), or & copy of  permit issued by an NRC
puthorizing practice | master materials lioenzes, ot a copy of a permit issued by an NRC oz’
fmudiulm. Agrecment State hroad-se0pe lisenses, of 4 copy of 8 permit ismed by an
dinzy, ar NRC Magter Mamcrials License brond-scope permitwe on which the
deptintry if not phyﬁdmdmmUpaﬂmnwipdﬁullymadunAUfwm
ed preva usureqmwd. .
in attarhment); .
uses for
{ndividual
Dr. Tom Ryan deUw:nﬁwwmﬁrme@mlm: - X e
- Destrigtion of the additional teining and experience ta demonstoate
.| AU is alko quaified far the new medica usos requested (e.g,, frzining and Attached

ﬁ

needed t0 meet the requiresaents in 10 CFR&S.ZOD (b), 35.396,
35.390(h)(1) () (), or 35.690(c))-

AND

A precegtor attgstation, if required (0.5, Sttawtation iy reqired to meet the

requiresents in 10 CFR, 35,396, 35,3901 )X0), ar 35.690(c))-

| Far an individual quallfying under 10 CFR 35.57(5)(3):

Dommenation that the physiciay, podiatrist, ar dentist:,

= ypaad only ageslétnor-produced radiosstive materisls, nrdi#m
seurees of Ru-226, o both, for medica) uses before ar during the
effecrive period of NRC's walver of August 31, 2005; end -

= ossd these maserials for the same medical uses raquested.

For an Individual qualifping under 10 CFR Part 35, Subparts D, E, F, G,
andior B, who is board-tertified:

of the certification( specinlty boand(s) wheae cerdfication
;Tmhnbmmm .}b;\:yummmcmmzs
Subpart D, E, F, G. or H, as applicsble 10 the use requantad.

AND

"lhenmofhardwﬁnommmwmmmdbymmﬂmmmm

pasead on the NRC's Web site hite-
NUREG -~ 1556, Vol. 9, Rev. 2
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AFPENDIX C
S Koms 7 throuph 11 on NRC Form 313; Training & Exporionce, Fa
. & Equipment, Radiation Prataction Program, and Waste Disposal
(Chack all applicable rows-and fill in detnlls and attach a copy of the checkilst fo the application-or

iTable C

‘ Pprovide informaticn separately,)
| o
' . h
' [item Number - gy
| ek Suggested Respanse mterial |
B | includeds
' spplication

Description of the taining and expecierioe specified in 10 CFR 35.51()
demomstrating that the proposed AMP s qualified by training in the typss
of use for which ha or sha is requeating AMP status, including hands.op
device aperation, safaty procsdures, clinical use, snd aperation of 8
Treaimont planniag system,

AND

Written awatation, signed by a preceptor AMP, that the required tmining
and experience have boen satisfactorily completed and that & level of
mmmmmﬁmm to function independently a8 en AMP bas besn

AND

tt wpplicable, description of revent rolated continuing sdaoarion and -
experience as required by 10 CFR 35.59.
Nota: Fox purposts of this section of the table, the term “suthorized naer™

{p used o mean indjvidualy sathorized for the nonmedicsl uses describod.
Boe Sectiona 8.11 apd 8.12. - -

For an individal previously aurharized for nanwedical use on an NRL or
_|Aigresmext State license or permil: .

Previous liconse numsber (If (sgued by the NRC), or a copy of the licanse
(If lesved by 2n Agroement Biaie), or a copy of & permit isssed by aa NRC
master marerials liceases, or 3 copy of & permit istaed by an NRC "hy
Agresment Snte brosd-deape licensee, or 8 of a permit issued by an
MMWLE:MBMM?:’WMMM
indlvidual was speificaily named sn ALT for the types, quaitios, ead

- \for indivigials qualifying under 10 CFR 30.33(0)(3):

Documseerion of the tadividual’s tralning and experisuce demonstrating
that the individual is qualified to usa the typos snd quantities of Licensad
macerialy for the requesed uses,
9: Faaifity A diagram it enolosed that describes the feeflitios and identifies sctivities
conducted i all coatiguous areas spemding the area(s) of use. The
following information is included:

» Guidance in Section 5.2 was reviewed and scourity-relared sensitive
“ information provided js markud sccordingly.

» " Drawings should be to sculs, indicating the scale uscd,

w See
Attached

C-17 NUREG - 1556, Vol 9, Rev. 2
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11 on NRC Form 313: Tralning & Experie

260~422-7880 T-484

nce, Fachities |

& Equipment, Radlation Protection Program, and Waste Dispasel
{Check oll applicable rows and fill in datalls and attach a copy. of the checklist to the application or |

P.008/011  F-g02

| provide Information separaiely,}
' m:m
]
! et Number
‘ Suppesicd Resposse matetial
‘ . inaluded in
. application
} ‘ anliun.momnumhm.mdpmdpllmurmhmu;imwhm - ** Sap
! byproduct wmarerial is propared, used or stored, locstion of direct
[ m-farddivor.vubas fram.a PET radionuclide/radioactive drug At:)achment F
production fucilly er production area of PET mdiosctive drugy under |
! 10 CFR 30.32(3), and areas wheze highsr energy gamms- emining ok { ="
| radionutlides (e.8., PET mdinmuclides) ace sed; . q uﬁ/
| * Location, sadm tiumbars, snd priveipal ues of each adjscent reom X {N’
(v.g., office, fiie, toiler, claser, hallway), including aroas sbove, beside,
and balow therapy treatment roop, indicaging whether the room s 2
restricted or unrestricred arca as defined in 10 CFR 20.1003; aod
« Provids shiclding calculations and include informmstion about the type, 2
thickness, and denaity of ey necersary shislding to engble
independent verification of shielding calculstions, including a
description of any portablc: shields ased (e.g., shislding of proposed
patiens rooms uped for impiam texapy, including the dimansions of
any portablo shigld, if one is used; sovrce stormge safd).
Tn addirion to the ahove, for wietherayy and GSR facilities, applicants w §

should provide the directions of primary beam usage far ksletherapy nnits
and, in the case of an lsocentric unir, the plans of beam ratation.

A statement thar: *Radlerion monitoring instruments widl be colibrated by
u porson qualified 1o perform survey metr calibrations."

ng
megty R

ﬂ ** bee
Attachment

A sttmment that: “We have devalopad 2nd will implemant sad sasintain
written survey metes calibrini on procedurss in accondance with the

requirements in 10 CFR 20. 1301 and that meet tha requiraments of
I0CFRISGLM

AND

A description of the instrameatation (c.g,, gawmma counter, solid smie
tetotar, portble or stationaty cound s menr, posteble or siAKONDYY

doat rate ar exposure ratk moter, singlo or pmbtichapnel anatyzet, lquid
scintillution counter, proportiens) conntar) that will be used to perform
required surveys,

AND

A smatement thet: “We rsserve the right to upgrade our survey instraments
a3 necessary as Jong as they ate adoguats to measurs the type and level of
radiation for which they are used.”

A statomant thet: “Rquipment uacd to mensue: doseges will be colibrated
in agcopdance with natianally recognized standards or the, manufacnurer's

5 oMy
- fonceg?
i
o |
o
a

NUREQG - 1856, Val. 8, Rev. 2 C-18
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APPENDIX C

“Ttems through 11 on NRC Form 343 Trnlnlng ) Experience, Facilities

& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicabls raws and fill in details and attach a copy of the checkiist to the application or |
provide information separately.)

Suggesied Response

When adminisrering dossges of alpha-emitting unsealed byproduct
material in other than unit dosages made by & manufhetarsr or proparer
lcensed wader 10 CFR 32,72 ar 10 CFR 30.3%()),

» A stizament that: “Dosages will be desermined by relying on the s
provider's dose labe! for measurement off the radioackivivy and &
combination of volumetric messuroment 2od mathematical
calculsdon”

OR

~ Wo tre providing s description of Gz dosege measurement X—
equiptrant, the oationally recognized calibmtion standard (or
manufacturer’s calibration ingtruetions), and dosags measurcaaent -

EQ: Thempy | W are praviding the procedires required by 10 CPR 35.642, o
n

t- Calibration | 10 CFR 35.643, and LD CFR 35,645, if applicable to the license
Use application.

1 9: Other ammmszwmmmdmmwmmm o
acilities

t and pravided is marked accondingly.

AMu-MmMﬁdnAmﬁmmﬂAdm N
facilities snd equipment, '
For manual brachytherspy facilities, we ate providing a description of the a
SMErEENtY respanse squipment.
Far PET redionuclide use, PET radioactive drug production, and m)

radicpharmaceutical thierapy programs, we are providing a description of
the additiona! fucilitios and equipment for thess necs.

Fot welatherapy, GSR, aud remate afterloador fiscilitios, we are providing a

!

dascription of the following!
+  Waming systams and restricted area controls (e.g., locks, signs, a]
waming lights and alarms, interlook systems) for each therapy -
reamoat room;
» Arne madiztion mondtering equipmens; D
* Viewing and intarcom systems (except for LOR units), ) o
"= Steps thas will be taken w ensure thel bo ™o unita can be operstad o

simultansously, if ather radiation-producing equipment (o.g., |inar
. acodierutor, X-rwy machine) in in the treatment roam;

‘|le  Methads o ensura that whenever the device is not In use or is B - |
't omapesded, %e console keys will ba inacoaysiblo to unautharized Co
porzans; and
=__Entergancy reapomsc oquipmient. a
c-19 NUREG - 1536, Vo, 9, kev. 2
TT/RA ot TSVl T p'Y|
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07:49 FROM=BALTES CARDIQLOGY 260-422-7850
APPENDIX C |
Tebla C.3. - Hems 7 through 11 on NRC Farm 313: Tralning & nce,

Experie
-+, + & Equipmant, Radiatien Protaction Program, and Waste Dispasai
| (Check all applisable raws and fill in details and atrach a copy of the checklist ro the application or

T-468  P.010/011

F-602

provide informaiion separctely.) 4
' Chock box
to \ndicats
Suggested Resposs materlal
, Included in
application
Agached are procadures roquired by 10 CFR 35.510. €4 Seg
' o ' Attachments
Chuidance i Section 5.2 was raviewed and socurity-relnatod scnsirive g
toformation provided is masked accordingly, - " .
‘A statement that: “Either wo will perform s prospective cvaluation -
dessionatrasing thes ynmenitored m%?;;‘m.m tikely to receivs, o'l )( Attachments
yaar, & radintion doss in excass of 10% of v allowablo Limiis in
10 CFR Part 20 or we will provide dosimetry that weets the requircmonts |
listed under *Criteria’ in NUREG- 1556, Vol. 5, Rev. 1, ‘Consolidated
WAWMWMI: Progeam-Specific Guidance About
Medical Use Licenses.”
OR _ '
"I A description of st alteruative miathod for demongmting camplience with o
the referenced regulatons.
A statement that, “We have developed and will implement and maintain i [‘
wriflen prosedures for anes survoys in apcordance whihb 10 CFR 20.1101
that mpet the reqitirements of 10 CFR 20,1503 and 10 CFR 35.70." o

A stmement that: *We have davelopad and will implesmcts and malnesin A
procedures for safe usa of dnsealed byproduct magerial ther meet the
ws of 10 CFR 20110} and 10 CFR 20.1301."

A smment thar; “We have developed and will implement and malisln
written progedures for sfb tesponss 1 spills of Yeonsed materipl In
accordance with 10 CFR 20.1101.”

Name of the proposed employee and types of setivitiea requested:

AND

Description of the raicing and exporience demontratiog thet the propesed o
mﬂwmhqmiﬁudwmmsmwmhmammu

AND
of the manufacturer’s training conification and an cutline of the c
ng Lo procedurss to be followed,
A responuse s 5ot roquired wades the Goliowing conditon: the NRC will WA

congider that the shove critttis bave been met If the informstion peovided
in applicant’s esponsss satiafy the criteria in Sections R.15, 816,821,
$25, 3.27, end 8.9, oo the topics: facilities sad equipnaent, fcility
diagram, Radiation Protoction Progrm, safety program, and wass

maragement

NUREQ - 1556, Vol. 9, Rev. 2 C-20
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APPENDIX C

toma 7 hrough 11 on NRG Form-313: Training & Experi erionce, Facilities |
. & Equipment, Radiation Protaction Program, and Waste Disposal
(Check all applicable rows and fill in details and atiach d copy of the checklist 10.the application or

pmidabgfomatbrgupmbu. .
: : ) Check box
N.mb ' to indieate
P 1] e m , . 'l .
$Tite  Suierind Responte intluded fu

application
it . " -

A statement that: “We have developed and will implescst and maintain ' i
mwmmupmmrwmmummm .

10 CFR 20.1103, that also mest the requitements of the spplicable section
of 10 CFR Part 20, Subpart K, and of 10 CFR 35.52."

Attached [s » dosoription of the adisactiye waste incinorator faciliry and o
vefazed portions of the Radistion Safoty Frogrom {10 CFR 20.2004).

Axtached I 8. request to roceive potentially contaminated mhmm .
transport shields from consortium metmbars receiving PET radidactive -
drags noacommercially tranglotte 7 2(7) suthorixation.

cal NURES - 1556, Vol. 9, Rev. 2
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