
)1 GREENBRIER VALLEY
- ME DICAL C EN TE R

1320MaplewoodAvenueRonceveric.WestVirgima24970
P/nme(3041647-441IFanmm/e(30416476010www.uune.com

July21,2020

LicensingAssistanceTeam

DivisionofNuclearMaterials Safety

U.S.NuclearRegulatoryCommission, Region 1
2100RenaissanceBoulevard,Suite 100

KingofPrussia,PA19406-2713

Re:LicenseNumber47-17199-01

ToWhomItMayConcern:

Pleaseamendourradioactivemateriallicenseasfollows:

l.Addtheauthorizationfor35.300(Oraladministration ofsodium iodide1-131inquantities
greaterthanorequalto33mCi)forColinRose,MD.

Dr.Rosehascompletedtheworkexperienceinconjunctionwith these administrations underthe
supervisionofanauthorizeduser.Acompletedandsigned313(AUT)preceptor formisenclosed.

Pleasecontactourconsultant,C.KellyStoneberg,at(888)456555orviaemail,

M, withanyquestionsorconcernsregardingthis matter.

Respectfully,

0

TimothyA.Bess
ChiefExecutiveOfficer



NRCFORM 313A (AUT) U.S.NUCLEARREGULATORYCOMMISSIONAPPROVEDBYOMB:No.31500120
(o12020) EXPiRES:01/31/2023
I /'""N AUTHORizED USERTRAINING,EXPERIENCE,AND

|! s PRECEPTORATTESTATION
! (forusesdefinedunder35.300)../ [10 CFR 35.57,35.390,35.392,35.394,and35.396)

' NameofProposedAuthorized User StateorTerritoryWhereLicensed
. ColinA.Rose,M.D.

RequestedAuthorization(s)(check all thatapply):
-- ----

,

IO35.300Useofunsealedbyproduct material forwhichawrittendirectiveisrequired
' OR

O35.300Oraladministrationofsodiumiodide I-131requiringawrittendirectiveinquantitieslessthanorequalto
1.22gigabecquerels(33millicuries)

8 35.300OraladministrationofsodiumiodideI-131 requiring awrittendirectiveinquantitiesgreaterthan1.22| gigabecquerels(33millicuries)
.

O35.300Parenteraladministrationofanyradioactivedrug thatcontainsaradionuclidethatisprimarilyusedforits
electronemission,betaradiationcharacteristics, alpha radiation characteristics,orphotonenergy
oflessthan150keV,forwhichawrittendirectiveis required. .

PARTI- TRAININGANDEXPERIENCE
'

(Selectoneofthethreemethods below)
* TrainingandExperience,includingboardcertification,musthavebeenobtained withinthe7yearsprecedingthe
dateofapplicationortheindividualmusthaverelatedcontinuingeducationand experience sincetherequiredl trainingandexperiencewascompleted.Providedates,duration,anddescription ofcontinuing educationand
experiencerelatedtotheusescheckedabove.

!Q 1.BoardCertification |I a.Provideacopyoftheboardcertification.

b.For35.390,providedocumentationonsupervisedcaseexperience.Thetableinsection 3.c. may beusedto
documentthisexperience.

! c.For35.396,providedocumentationonclassroomandlaboratorytraining,supervisedworkexperience, and
'

supervisedclinicalcaseexperience.Thetablesinsections3.a.,3.b.,and3.c.maybeusedtodocument this !

experience.SkiptoandcompletePartIIPreceptorAttestation.

d. ForaboardcertificationissuedonorbeforeOctober24,2005thatislistedin10CFR35.57(b)(2)(ii),provide the
.

following:

(i)DocumentationthattheindividualperformedeachusecheckedaboveonorbeforeOctober24,2005.

(ii)Dates,duration,anddescriptionofcontinuingeducationandexperiencewithinthepastsevenyearsfor
eachusecheckedabove.

| e.Stophere.

2 2.

a.AuthorizedUseronMaterialsLicense47-17199-01 undertherequirementsbelowor

equivalentAgreementStaterequirements(checkallthatapply):

O35.390 2 35.392 Q35.394 Q35.490 Q35.690

b.Ifcurrentlyauthorizedforasubsetofclinicalusesunder35.300,providedocumentationonadditionalrequired
supervisedcaseexperience.Thetableinsection3.c.maybeusedtodocumentthisexperience.ifboard
certified,provideacopyofthecertificateandstophere.ifnotboardcertifiedthenprovidecompletedPart11
PreceptorAttestation.

|
.
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NRC FORM 313A(AUT) U.S.NUCLEARREGULATORYCOMMISsION
mm

AUTHORizED USERTRAINING,EXPERIENCE,ANDPRECEPTORATTESTATION
(for usesdefinedunder35.300)[10CFR35.57,35.390,35.392,35.394,and35.396)(continued)

c.Ifcurrently authorized under35.490or35.690andrequestingauthorizationfor35.396,providedocumentationon
classroomand laboratory training,supervisedworkexperience,andsupervisedclinicalcaseexperience.Thetables
insections3a., 3.b., and3.c.maybeusedtodocumentthisexperience.AlsoprovidecompletedPartIIPreceptor
Attestation.

Q 3.
a.ClassroomandLaboratory Training O35.390 Q35.392 D35.394 Q35.396

. . Clock DatesofDescriptionofTraining LocationofTraining Hours Training*

Radiationphysicsand
instrumentation

Radiationprotection

Mathematicspertainingtothe
useandmeasurementof
radioactivity

Chemistryofbyproduct
materialformedicaluse

Radiationbiology

TotalHoursofTraining:

b.SupervisedWorkExperience Q35.390 Q35.392 Q35.394 Q35.396
(ifmorethanonesupervisingindividualisnecessarytodocumentsupervisedtraining,providemultiple copiesofthispage.)

SupervisedWorkExperience TotalHoursofExperience:

DescriptionofExperience LocationofExperience/Licenseor Confirm
atesM

,

Mustinclude: PermitNumberofFacility Experience

Ordering,receiving,and
unpackingradioactivematerials OYes
safetyandperformingthe g
relatedradiationsurveys
Performingqualitycontrol
proceduresoninstruments OYes
usedtodeterminetheactivity
ofdosagesandperforming QNo
checksforproperoperationof
surveymeters
Calculating,measuring,and QYessafelypreparingpatientor
humanresearchsubject QNo
dosages

Usingadministrativecontrolsto y yes
preventamedicalevent
involvingtheuseofunsealed ONo
byproductmaterial

Usingprocedurestocontain 9 ye3
spilledbyproductmaterial
safelyandusingproper QNo
decontaminationprocedures

NRCFORM313A(AUT)(01-2020) PAGE2



NRC FORM 313A(AUT) U.S.NUCLEARREGULATORYCOMMISSION
;i.I'.?:?')G

AUTHORIzED USERTRAINING,EXPERIENCE,ANDPRECEPTORATTESTATION
(for usesdefinedunder35.300)[10CFR35.57,35.390,35.392,35.394,and35.396)(continued)

3.T (continued)
b.Supervised Work Experience (continued)

License/PerrnitNumberI!stingsupervisingindividualasanSupervisingInd1v:dual authorizeduser

Supervisingindividualmeetsthe requirements below,orequivalentAgreementStaterequirements
(checkallthatapply)**
--------T''~^^''''~~~~^^^''''~^^^^^~'''~^-^~''----''''''~---~'''~^----~~----O35.390i Withexperienceadministering dosagesof:

O35.392jOOralNal-131requiring awritten directiveinquantitieslessthanorequalto1.22
| gigabecquerels(33millicuries)

O35.394|OOralNal-131inquantitiesgreater than1.22gigabecquerels(33millicuries)
O35.396OParenteraladministrationofany radioactive drugthatcontainsaradionuclidethatisprimarily

O3557 | usedforitselectronemission,beta radiation characteristics, alpharadiationcharacteristics,
~ j orphotonenergyoflessthan150keV, for which awrittendirectiveisrequired.

" SupervisingAuthorizedUsermusthaveexperienceinadministeringdosages inthesamedosagecategoryorcategoriesasthe
nd;vidualrequestingauthorizeduserstatus.

c.SupervisedClinicalCaseExperience
lfmorethanonesupervisingindividualisnecessarytodocumentsupervisedwork experience, providemultiplecopiesof
thispage.

NumberofCases LocationofExperience/License orPermit Datesof.

DescriptionofExperienceInvolvingPersonal NumberofFacility Experience*Participation

Oraladministrationofsodium
iodideI-131requiringawritten
directiveinquantitieslessthan
orequalto1.22gigabecquerels
(33millicuries)

5'I3/16-

Oraladministrationofsodium 77mCi
iodideI-131requiringawritten
directiveinquantitiesgreater 3 GreenbrierValleyMedicalCenter 10'17/l8-

than1.22gigabecquerels(33 LicenseNumber:47-I7l9901 49mC1

millicuries) 7/2/19-

101mCi

Parenteraladministrationof
anyradioactivedrugthat
containsaradionuclidethatis
primarilyusedforitselectron
emission,betaradiation
characteristics,alpharadiation
characteristics,orphoton
energyoflessthan150keV,
forwhichawrittendirectiveis
required.

NRCFORM313A(AUT)(012020) "AGE3



NRgORM 313A(AUT) U.S.NUCLEARREGULATORYCOMMISSION

AUTHORizED USERTRAINING,EXPERIENCE,ANDPRECEPTORATTESTATION
(for usesdefinedunder35.300)[10CFR35.57,35.390,35.392,35.394,and35.396)(continued)

3.T
c.SupervisedClinical CaseExperience(continued)

License/PermitNumberlistingsupervisingindividualasanSupervisingIndividual authorizeduser

Supervisingindividualmeetstherequirements below,orequivalentAgreementStaterequirements(checkallthatapply)**

3539~0Withexperiencea-(fminfsteringdosagesof:-------~^^----------------------~
-----

O35.392 d muMng 9wyenh@e inquanMesbssmana equalb m
| gigabecquerels(33millicunes)

Q35.394jOOralNal-131inquantitiesgreater than1.22gigabecquereis(33millicuries)
O35.396|CParenteraladministrationofany radioactive drugthatcontainsaradionuclidethatisprimarily

| usedforitselectronemission,beta radiation characteristics, alpharadiationcharacteristics,or
Q35.57j photonenergyoflessthan150keV, for which awrittendirectiveisrequired.
" SupervisingAuthorizedUsermusthaveexperienceinadministering dosages inthesamedosagecategoryorcategories
astheindividualrequestingauthorizeduserstatus.

d. ProvidecompletedPartIIPreceptorAttestation

PARTll-PRECEPTORATTESTATION

Note:Thispartmustbecompletedbytheindividual'spreceptor.Thepreceptor does nothavetobethesupervising
individualaslongasthepreceptorprovides,directs,orverifiestrainingand experience required.Ifmorethan
onepreceptorisnecessarytodocumentexperience,obtainaseparatepreceptor statement fromeach.

Bycheckingtheboxesbelow,thepreceptorisnotattestingtotheindividual's"general clinical competency."

FirstSection
Checkoneofthefollowingfortherequestedauthorization:

For35.390:

CIattestthat hassatisfactorilycompletedthe700hoursoftraining

NameofProposedAuthorizedUser

andexperience,includingaminimumof200hoursofclassroomandlaboratorytraining,asrequiredby
10CFR35.390(b)(1).

For35.392:

OIattestthat hassatisfactorilycompletedthe80hoursofclassroom
NameofProposedAuthorizedUser

andlaboratorytraining,asrequiredby10CFR35.392(c)(1),andthesupervisedworkandclinicalcase
experiencerequiredin35.392(c)(2).

For35.394:

8 IattestthatColinA.Rose,M.D. hassatisfactorilycompletedthe80hoursofclassroom
NameofProposedAuthorizeduser

andlaboratorytraining,asrequiredby10CFR35.394(c)(1),andthesupervisedworkandclinicalcase
experiencerequiredin35.394(c)(2).
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NR ORM 313A(AUT) U.S.NUCLEARREGULATORYCOMMISSION

AUTHORizED USERTRAINING,EXPERIENCE,ANDPRECEPTORATTESTATION
(for usesdefinedunder35.300)[10CFR35.57,35.390,35.392,35.394,and35.396)(continued)

SecondSection

E Iattestthat Colin A Rose,M.D. hassatisfactorilycompletedtherequiredclinicalcase
NameofPropusodAutharizedUser

experiencerequired in35.390(b)(1)(ii)G listedbelow.

OOralNal-131requiring awrittendirectiveinquantitieslessthanorequalto1.22
gigabecquerels(33 millicuries)

2 OralNal-131inquantities greater than1.22gigabecquerels(33millicuries)
OParenteraladministrationof any radioactive drugthatcontainsaradionuclidethatisprimarily
usedforitselectronemission,beta radiation characteristics, alpharadiationcharacteristics,or
photonenergyoflessthan150keV, forwhichawrittendirectiveisrequired.

-...

ThirdSection

OIattestthatColinA.Rose,M.D. isabletoindependently fulfilltheradiationsafety-related
NameofProposedA.thorizedJser

dutiesasanauthorizeduserforthemedicalusesauthorized under10CFR35.300for:

OOralNal-131requiringawrittendirectiveinquantitiesless than orequalto1.22
gigabecquerels(33millicuries)

2 OralNal-131inquantitiesgreaterthan1.22gigabecquerels(33 millicuries)

OParenteraladministrationofanyradioactivedrugthatcontainsaradionuclide thatisprimarily
usedforitselectronemission,betaradiationcharacteristics,alpharadiation characteristics, or
photonenergyoflessthan150keV,forwhichawrittendirectiveisrequired.

---------

FourthSection
For35.396:

Current35.490or35.690authorizeduser:

OIattestthat isanauthorizeduserunder10CFR35.490or 35.690

NameofProposedAuthorizeduser

orequivalentAgreementStaterequirements,hassatisfactorilycompletedthe80hoursofclassroomand

laboratorytraining,asrequiredby10CFR35.396(b)(1),andthesupervisedworkandclinicalcase
experiencerequiredby35.396(b)(2),andisabletoindependentlyfulfilltheradiationsafety-related
dutiesasanauthorizeduserunder10CFR35.300for:

OParenteraladministrationofanyradioactivedrugthatcontainsaradionuclidethatisprimarily
usedforitselectronemission,betaradiationcharacteristics,alpharadiationcharacteristics,or
photonenergyoflessthan150keV,forwhichawrittendirectiveisrequired.

OR
BoardCertification:

OIattestthat hassatisfactorilycompletedtheboardcertification
NameoH@sedAuthor!zedUser

requirementsof35.396(a)(3),hassatisfactorilycompletedthe80hoursofclassroomandlaboratory
trainingrequiredby10CFR35.396(b)(1)andthesupervisedworkandclinicalcaseexperiencerequiredby
35.396(b)(2),andisabletoindependentlyfulfilltheradiationsafety-relateddutiesasanauthorizeduser
under10CFR35.300for:
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NRC FORM 313A(AuT) U.S.NuCLEARREGuLATORYCOMM1SSION
anum

AUTHORizED USERTRAINING,EXPERIENCE,ANDPRECEPTORATTESTATION
(for usesdefinedunder35.300)[10CFR35.57,35.390,35.392,35.394,and35.396)(continued)

FifthSection

Completeoneof the following fortheattestationandsignature:

8 AuthorizedUser

B Imeettherequirements below, orequivalentAgreementStaterequirements,asanauthorizeduserfor:

O 35.390 Q35.392 8 35.394 Q35.396 Q35.57for35.300uses

@Ihaveexperienceadministering dosages inthefollowingcategoriesforwhichtheproposedAuthorizedUseris
requestingauthorization:

OOralNal-131requiringawrittendirective inquantities lessthanorequalto1.22gigabecquerels
(33millicuries)

QOralNal-131inquantitiesgreaterthan1.22 gigabecquerels (33millicuries)
DParenteraladministrationofanyradioactivedrug that contains aradionuclidethatisprimarily
usedforitselectronemission,betaradiationcharacteristics, alpharadiationcharacteristics,or
photonenergyoflessthan150keV,forwhichawritten directive isrequired.

OR

QResMengProgrg,Directog

D laffirmthattheattestationrepresentstheconsensusoftheresidencyprogram facultywhereatleastone
facultymemberisanauthorizeduserwhomeetstherequirementsbelow or equivalent AgreementState
requirements:

D 35.390 Q35.392 Q35.394 C35.396 Q35.57 for 35.300 uses

QIaffirmthatthisfacilitymemberhasexperienceinadministeringdosagesinthesame dosage categoryor
categoriesforwhichtheindividualisrequestingauthorizeduserstatusandconcurswith the attestation I
amprovidingasprogramdirector.

QIaffirmthattheresidencytrainingprogramisapprovedbythe:

O ResidencyReviewCommitteeoftheAccreditationCouncilforGraduateMedicalEducation

O RoyalCollegeofPhysiciansandSurgeonsofCanada

O CouncilonPost-GraduateTrainingoftheAmericanOsteopathicAssociation

QIaffirmthattheresidencytrainingprogramincludestrainingandexperiencespecifiedin:

Q 35.390 D35.392 Q35.394 Q35.396

NameofFacility: License/PermitNumber:

GreenbnerValleyMedicalCenter 47-17199-01

NameofPreceptororResidencyProgramDirector(TypedorPrinted) TelephoneNumber Date

HeatherRose,M.D. (304)647-441Ig p
Signature A
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