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• Charleston Area NUCLEAR PfiARMA(Y 

Medical Center 3200 M;'lcCorkle Ave. SE 
Charlesfon, WV 25304 
(304) 388-929.5 
Ph;:lrm;u:y (.~04)388-9701 
Fax: (04) 388-89220-) 

1217/2010 

u.s. NRC Region I 

475 Allendale Road 

King ofPrussia, PA 19406-1415 


Re: Amendment request License #47-15473-01 

Docket Number: 03009164 

Mail Control: 573837 


Robin, 

Per your request please find attached a completed NRC Form 3 I3A ~AUD). 

Per ourtelephone conversation the previously enclosed certificate fr.)m Health & Radiologica1 
Seminars, Inc. outlining the hours ofclassroom and laboratory traini ng will be accepted in place 
of a completed Section Ja. 

If there are any questions regarding this amendment please fee l free to contact me at the 
telephone numbers provided. below or you may e-mail ~ 'our questions to me at 
kim.lowe@camc.org . 

2' 
LJ----( 

'm Lowe, PharmD., BCNP, ~tRSO 

ChMleston Area. Medic:ol Center 

3200M~rkleAvenue,Sf 

Charleston, WV25304 

(304)388...9295 office 
(304) 549-0147111ohile 

mailto:kim.lowe@camc.org


-------
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NRC FOflM 313A (AUD) 	 U.S. NUCLEAR REGUI-ATORY COMMISSIoN 
~) 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMS: NO. 3160.0120
AND PRECEPTOR AlTESTATION eXPIRES: 3fJ1(2.012 

(for uses defined under 35.100t 35,200, and 35.500) 
[10 CFR 35.190, 35.290, and 35.590] 

Na~fProposed Authorized User _ 1f 
I------L--q~~ '*I S h.q lC:ILtt-~ 
Requested AU1h6rtzatton(s) (check all that aPi(!j;JJ 

D 35.100 Uptake. dilution, and excretion studies 

pst35.200 Imaging and localization studies 

o 35.500 Sealed sources for diagnosis (specify device 	 )---_.._-----­
PART I - TRAINING AND EXPERIENCE 

(Select one of the three methods below) 
• Training and Experience, including board certification, must have been obtained wi':hin the 7 years precediog 


the date of application or the individual must have obtained related continuing educ alian and experience since 

the required training and experience was completed. Provide dates, duration, aod 1escrlption of continuing 

education and experience related to the uses checked above. 


q 1. Board Certification 

a. 	 Provide a copy of the board certification. 

b. 	 If using only 35.500 materials, stop here. If using 35.100 and 35.200 materia s, skip to and complete Part " 
Preceptor Attestation. 

D 2. Current 35.390 Authorl~ed User Seeking Additional 35.290 Au!hQrJzatlon 

a. Authorized U$E!r on Materials license 	 meeting 10 CF~ 35.390 or equivalent Agreement 

State requirements seeking authorization for 35.290. 

b. 	 Supervised Work Experience. 
(ff more than one supervisIng individual is necessary to document supervisee t work. experience, provlde multjple 
copies otrhis soection.j 

r.--o-es-c-ript-io-n-O-f-Ex-;rI-e-n-oe--"'----L-oca-ti-'o-n-O-fEx-pe-ri-en-c-e/U--·ce-~----"-~C·-IO-ck--r--D-a-tes-o-f---,

I Permit Number of Facility HoulS Experience· 
r----------------------r---------.-------------------~------~,---------4
Eluting generator systems 

appropriate for the preparation of 

radioactive drugs for imaging and 

localization studies, measuring and ' 

testing the eluate for radionuclidic I 

purity, and processing the eluate 

with reagent kits to prepare labeled 

radioactive drugs 

--------------.---'-----~~---.,----------L---------------l 

To~1 Hours of ExperIence: 

Supervisina Individuill 	 ilk:ense/Permit Number isting supervising indMdual as an 
!authorized user 
i 

!
•••• u ..__...... __ ••_.______ ._., __ ••••• _~._____ •• __u ...._ •• __•• _ ......,.~,.~_ ..._._ ...... _ .._...... '''''.___~_• .!-._••• u ••••••__•••_____.. ' ________.... ___., •• ,-__ •• ___....____ ••••••______.......__ •• _ ....... -----._.__ 


Supervisor meets the requirements below, or equivalent Agreement State requl rements (che<:k all that apply). 

I [J 35.290 0 35.390 + generator experience In 32.290(c)(1)(ii)(G) 

~I~~~~~~~~~~~~~~==~~~I

~ R:iRM ~131\ (~D) (302DII9) I'I<INTEO ON RECYCt.1;D PAPER 	 MGE, 
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l.S. NUClEAR REGULATORY COMMISSJOHNRC FORM ll13A (AUD)~~~~~------------------------------
(~ AUTHORIZED USER TFWNING AND looaiRIENCE AND PRECEPTOR ,'TTESTATION (continued) 

... .­ ".,.,." 

3. 	training and Exp!riance for Proposed e.uthorized User 

8. 	Classroom and Laboratory Training. 

Clock Dates of 
Hours Training­~!~~~~_~L_ocati~'on Of Training - ! 

i Radiation physics and IIinstrumentation 

I---~---------i-------------"-- I I 
Radiation protec:tion I I! 

,_I------,.. ----- ­

Mathematics pertaining to the us& 

and measurement of radloaatlvlly 


I 

Chemistty of byproduct material 

Ibr mediceJ use (nat faqu/fed for 

35.590) 


I Radiation biology 

I ­
_.. ' i 1 

Total HaulS of Training: 

-
b. 	 Sllpervi~ed Work Experience (completion of this table 1$ not required for 3~ .590). 


(Ifmore than 01J(t supervising IndlvltJuat ), flfilCS8saty to doc;um8nt 8uplJIVis eel W01k experience, 

PfO'Iirk multiple copies of this section.) 


,- ... 

Supervised Work Experience iTotal Hours 
1.)1 

\EJcp.rtenoe:1 _ 

Description of EXperience Location of ExperieneelLieense c 	 Oates of:Must Include: Permit Number of Facility 	 Experience­; !";tOrdering. receiving, and unpacking t.;~~-.tt-~--·W~'+( ''''~p "lra Yes UI1.3/~'
radioactive matertal$ safely and 

perfomlfng the related radiation ~-fk T;;( DNo
1 - !';'jfasurveys 

PerfotTrllng q~arlty Qontrol 

procedures on instruments used to i I ~s 
ItJri'4 ,detennine tne activity of dosages 

and performing checks for proper DNo 

operation of survey meters 
 ;;/lj,1J I"L., 	 , 

~__________________--____fi__________--____----­



------
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-.i~·------------------~U·.~~~N~U~C~l~EAR~REG~~U~LA~T=O~R~Y~OO~M~~==$M~O=N~ 
NRC FORM SUA (~UD) 

:>:PERIENCE AND PFlECEPTOR J.TTESTAnON (continued)~, AUTHOR'ZED USER TRAINING AND E 

3. Tm1ni!!9 and Elte.erlence for,.eroDosed Au!b$prized User (continued) 

b. 	 SupeNised Work Experience. (continue 

, Description of Experience 

Must IncludGl~ 
,.­

Calculating. measuring, and ~feiV 

preparing patient or human research 

subject dosages 


- ~ ----------------
USing administrative c;gntrcls to 	 DYes 

I,prevent a medical event Involving the 

use of unsealed byprodUct material ONe 
.. 	 . ­" 

Using procedures to contain spilled 	 ~es 
\1 	 'IbYPfoduct materia' safet1 and "sing 


proper decontamination procedures DNO 

.,. 


IAdministering dosages of radioactive Yes 

IIIQNSI to patients or human researcl'l w.;subjects 	 ONe • 

~;,-., 	 -r-­
Eluting generator systems aQpropriate· ~es
for the preparation of radioactive IJ 
drugs for imaging and localizatiOn DNa 
studies. measuring and testing the 
eluate for rQQIOI\uc:lldfc PUrityl and 
prcx:essing the eluate with reagent 
kits to prepare labeled radioactive 
dlUg$ 

SUf)eNiaing InaividlJal 	 - ILloense/Pennit Numb; wlisting supervising Indillidu&la& an 

~~",e;~J rULn~:;3er3 / ~)44.$
.....,....... ~ ....-..__... __ ,..._'u~_~ ...'"" ..___..___ * •• ..-. ___•• n-.........._ ••••..-u_ ••••,,~ ....._ ••"'•••J••_ ...~..,..~.-__~__ .__•••~u......... , ... ~ ..._ ......_"'~......____•• _._~_____-.. ...................... _••__.._____•• 


Supervisor meets the requirements below, I)( equIvalent Ag(eement State re< luirements (check one). 

035.190 035.290 o 3E.:)90 0aS.390 .... generator••rlence in 3s.290(e)(1)(II)(G) 
__I 

"---- .. 

c. 	 For 35.590 only, provide documentation of training on use of the device. 

r 0' 

IDevice 'il'pe of Training 	 Location .nd DatesI . ,--~I 	 ----,------------+--------------.------------~ 

I 
---~---- -+---- .,---~-----; 

! 
~- ._--- "--~---------. 

d. 	 For S5.500 uses only. stop here. For 35.1 00 and 35.200 uses, skip to alld complete Pan II Preceptor 

Attestation. 
 ... • PAGe 3 

I 
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 

(3-2009) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOn ATTESTATION (continued) 

PART 11- PRECEPTOR ATTESTATION 
lote: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising 

individual as long as the preceptor provides, directs, or verifies training and experience required. If more than 
one preceptor is necessary to document experience, obtain a separate prE!ceptor statement from each. (Not 
required to meet training requirements in 35.590) 

By checking the boxes below. the preceptor is attesting that the indiVidual ias knowledge to fulfill the duties of the 
position sought and not attesting to the individual's "general clinical compelency." 

First Section 
Check one of the following for each use requ6sted: 

For 35.190 

BQ§lrd Certification 

o I attest that has satisfactorily completed the requirements in 

NBme of Propo$ed Aulhorized User 

10 CFR 35.190(a)(1) and has achieved a lelJel of competency sufficlen: to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100. 

OR 

Training and Experience 

o I attest that has satisfactorily completed the 60 hours of training and 

Name of Prof)O$ed AuthOl1zad User 

experience, including a minimum of 8 hours of classroom and laborator y training, required by 10 CFR 
35.190(c)(1), and has achieved a level of competency sufficient to func:ion independently as an 
authori~ed user for the medical uses authorized under 10 CFR 35.100. 

For 35.290 

Board Certification 

o I attest that has satisfactorily com~'leted the requirements in 

Name of Proposed AUlhot1led User 

10 CFR 35.290(a)(1) and has achieved a level of competency sufficienl to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100 lind 35.200. 

OR 

has satisfactorily com~ leted the 700 hours of training 

and experience, including a minimum of 80 hours of classroom and labllratory training, required by 10 
CFR 3S.290(c)(1). and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100 ,Ind 35.200 . 

•••........----...~............~.--.--........~------.~..................~~..-..-~..........•••.•••••....... 

Second Section 
Complete the following for preceptor attestation and signature: 

~meet the requirements below, or equivalent Agreement State requiren lents, as an authorized user for: 

<./35.190 035.290 D 35.p90 l'Y'35.390 + generatOI experience 

ISlgn.~~ !T'~~;._~~y_/~ D:;'O_b~ 

': .. l,.~c~.n~e/P8lmit Number./FacilityName 

ltJOl"31 Jejt?5 1~#' f/ltJfok /JI~/;;./ $y~(~~ 


