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_ Charleston Area NUCLEAR PHARMACY 

.. Medical Center 3100 MucCorklc Ave. S[ 
Charle~!on. WV 25304 
(304)388-9295 
I-'harrn<lCY (304) 388-9701 
Fax: (304) 388-8922 

511112011 

U.S. NRC Region 1 

475 Allendale Road 

King ofPrussia, PA 19406-1415 


Re: Amendment request License #47-15473-01 
Docket No. 030-09164 
Control No. 574915 

Dear Sirs, 

Please amend the above referenced license as follows: 

I. 	 Please add Sangeeta Mandapaka, M.D. a!~ authorized USt:rs to the above referenced 
license. Please find enclosed: 

• 	 NRC Form 313A. 
• 	 Training document dated 6/9/2009 
• 	 Certificate of Completion dated 10/13/2009 
• 	 Letter dated 1012212010 - Attestation ofTraining ,:md Experience. 

If there are any questions regarding this amendment please fee 1 free to contact me at the 
telephone numbers provided below or you may e-mail ),our questions to me at 
kim.lowe@.Gam,.c.org . 

KimLowe.~.,BCNP, Assistant RSO 
Charleston Az@aMedical Cente.. 
3200MacCorkle Avenu@,SE 
Cho.rleatoo, WV2X>04 
(304)j88~9295 ofhce 
(~) 549~0147 :mobile 

GeotgeAfu.m:.1Aa.0ci4teAdz.,io iai1'atot 
~l~tonAtea Medical Center 
3200Mo.eCo.r1de Avenue, Sf: 
CbClrlerion, VifY25304 
(04)3~'i61 

}7 'I-'1IS 
NMSSlRGN1 MATERIAJ.S.0C)2 

http:kim.lowe@.Gam,.c.org
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......____-___-___~~~~~~~~I_.....-___---..... 
NRC FORM 31SA (AUD) 	 U.S. NUCLEAR REGULATORY COMMI:.>SIOM 
~1XIt) 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY ()IjIe: NO. 3150.0120 
AND PRECEPTOR AnESTATION EXPIRES: 313112012 

(for uses defined under 35.100, 35.200, and 35.500) 
[10 CFR 35.190, 35.290, and 35.590] 

Name of Proposed Authorized User 	 !state or Territory V\lhereWcensed 

Saageeta MaDdapaka, MD 	 i Wt1It Vi"'aia 
1- .. " •. " ..•.----.. ..-.-.. _ .•.__....------... . -------.--....._._------1 
Requested Authorization(s) (check all that apply) 

U 	35.100 Uptake. dilution, and excretion studies 

l{i35.2oo Imaging and localization studies 

l 	I35.500 Sealed sources for diagnosis (specify device ) 

PART I - TRAINING AND EXPERIENCE 
(Select OIJe of the three methods belOw) 

" 	Training and Experience, including board certification. must have been obtained within the 7 years preceding 
the date of application or the individual must have obtained re~:lted continuing e(Iucation and experience since 
the required training and experience was completed. Provide dates, duration, a:ld description of continuing 
education and experience related to the uses Checked above. 

~ 1. Board CertificatktD 

a. 	 Provide a copy of the board certification. 

b. 	 If using only 35.500 materials. stop here. If using 35.100 and 35.200 materials, skip to and complete Part \I 
Prec:eptor Attestation. 

o 2. Current 35.390 Authorized User Seeking Additional 3S.JgG Authorizati :>n 

a. 	Authorized U5er on Materials Ucense meeting 10 CI':R 35.390 or equivalent Agreement ---_.__ .._---­ ~'" 

State requirements seeking authorization for 35.290. 

b. 	 Supel'Vised Work Experience. 
(If more than ooe supelVising individual is necessary to document SUpelViM,d WOlfe expenence, provide multiple 
copies ofthi.s section.) 

..... .__........-_. ....... Location dExP~~~ense ~.r 1 "'-Clo~k"" -: Dates of I 

i Description of Experience Permit Number of Facility . Hours Experience­

: Eluting generator systems 
appropriate for the preparation of 
radioactive drugs for imaging and 
. localization studies, measuring and 
i testing the eluate for radionuelidic 
• purity, and processing the eluate 
with reagent kits to prepare labeled 
radioadive drugs 

_____.. ... ______.. , •.Jh _____._." ...I 	 ... ._........ _.. ----- _._-..... __. ........ ..- ........_---1 


Total ~~urs.~.~rience:_. ....' ..._....__.~.--- ... ,"---_. ' '."... ­
Supervising Individual 	 1UcenseJPennit NumbE,r listing supervising individual as an 

iauttlorized user 

! 
.................._........................,...._.............................;....... . . ........................... ,--_................."...............-...................._...........j 


Supel'Visor meets the requirements below, or equivalent Agreement State 1'e<l':Jirements (check all that apply). 

[J 35.290 [l 35.390 + generator experience in 32.290(c)(1 )(ii)(G) 

NRC FORM 31~ (AUO) (302D09) 	 PAGE 1 

i 
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NRC FORI! 313A (AUD) .J.s. NUCLEAR REGULATORY COMMISSION 

~!I) AUTHORIZED USER TRAINING AND EXPERIENCE AIiID PRECEPTOR ATTESTAnON (continued) 

il 3. Training and Experience for Proposed ~ut.horized U~r 

a. 	 Classroom and laboratory Training. 

Clock I -Dat~s of 
Hours Training"

--+-- .-----.... .. ­

Radiation physics and 
Conc...... 80 hour ~lllISnIOIli lIftd laboratory tr.;lining instrumentation 

,program 
•---_...._-... • .i.. i ____• " .• ___ 	 --.-+---.... .-1'----.-

Prognam direct.,.... SteyeD 'Walter, MD 
RSO NC *091.1457-1 


Radiation protection 
 'l9-S61-lJ11 

......_-_....._-_ .. '-'---'-' ._-_._---. 

Mathematics pertaining to the use 
,and measurement of radioactivity 

~-	 j_......... _.­
I Chemistry of byproduct material 

'for medical use (not required for 

35.590) 


--_.--_. ..- -_....._-- ..._-_. -"'-'" ._--_._--... ----' 

c-n b~_g_y__...__._ .. 
... _---_....._---.. ----'-_...-----........ 

Total Hours of Training: 80 
__________ •. __----.Jil_ ... _---... _._-_ .. .._----­

b. 	 Supervised WOrk Experience (completion of this table is !'lot required for 33.590). 

(If more than one supervising individual is necessary to document superviHed wOlk experience, 


rSu=rv:::==~)----0'LE£I?~.·T~!-;~fLE~.~)_---- .. 

i Experfence:I1------,,··-----·· .... . .. ----- . 	 .. _.... 

r: ~Hon at E>q>erience I location at E,..,.....,calLicense ".. ! Conti.. ~ at 

: pedorming the related radiation . [l No • 

1~~El~=~ ,. -.. ----..----.....---- ..... .. D..~es .. ------ ­

and performing checks for proper 	 No 
io~ration of survey meters.. i • _ _-___.. __ ... 

PAGE 2 
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NRC FORIIl 313A CAUDI U.s. MUCLEAR REGULATORY COMMISSION 

(3-2009) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR' A TTESTA nON (continued) 

3. 	Training and Experience for Propgs~ Authorized User (continued) 

b. 	 Supervised Work Experience. (continued)
r-' - .. 	 "... .... ,. .----~------~--------~ 

Oe$Cription of Experience Location of Experience/license nr 	 Dates ofConfirmMust Include: Permit Number of Facility 	 Experience­
, ."."._------._-_.... " 

Calculating, measuring, and safely I I Yes 

preparing patient or human research 

subject dosages NO 


--- . 

Using administrative controls to Yes 

prevent a medical event involving the 

use of unsealed byproduct material No 


"._-- ... , ..,-----------,...,., "... ,., 


Using procedures to contain spilled 

byproduct material safely and using 

proper decontamination procedures No 

-,-_.---.. -.----..... ,..-.---1---------_._" .. 


Administering dosages of radioactive Yes 

drugs to patients or human research 

subjects No 


",...,,---f--------...... , , ,.,._.._-_. ----+-----/-------- ­
! Eluting generator systems appropriate Yes
for the preparation of radioactive 

drugs for imaging and localization NO 

studies, measuring and testing the 

eluate for radlonuclidic purity, and 

processing the eluate with reagent 

kits to prepare labeled radioactive 

drugs 

~-~--:-.,. ,.,.-----------'-----------;---------- "" ,,.---------""""
Supervising Individual 	 !UcenseIPe:rmil Number listing supervising individual as anIauthorized user 

,................................_ ..................".", .........................................................!............ ,................................................................. 


Supervisor meets the requirements below, or equivalent Agreement State req Jirements (check one). 

35.190 [J 35.290 0 35.390 .=-:135.390 + generator el::perience in 35.290(c)(1)(ii)(G) 
._-----,. ,,------_. 

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

-- ' .""._ .. _------","-------_.,., . .. _._-_. --------'~..-------, 
Device Type of Training Location and Dates 

....L_____... 

~------".',------.-- .." ,,,.-------._..,,' ,...,..,.---f----- ---~.~,~'..,.....,,---------__I 

I ,.,..._--_..... ....,,.,.......,, .. """"'"--'-''' ..-- .._..._ ...__......, ....._-_-1 

d. 	 For 35.500 uses only. stop here. For 35.100 and 35.200 uses, skip to and complete Part II Preceptor 

Attestation. 
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NRC FORM 313A (AUD) :U.8. NUCLEAR REGULATORY COMMISSION 

(3-lOOI) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTO~: ATTeSTAnON (continued) 

PART 11- PRECEPTOR ArreSTATION 
Note: This part must be completed by the individual's preceptor. The prec.eptor c;ces not have to be the supervising 

individual as long as the preceptor provides, directs, or VE!rifies training anc! experience required. If more than 
one preceptor is necessary to document experience, obtalin a separate prec:eptor statement from each. (Not 
required to meet training requirements in 35.590) 

By checking the boxes below, the preceptor is attesting that the individualll,as knowtedge to fulfill the duties of the 
position sought and not attesting to the individual's "genel'al clinical compellmcy." 

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

For 35.190 

Board Certifjcation 

I attest that has satisfactorily coml~lleted the requirements in 
Name of Pm~ AIltnOtiteCI User 

10 CFR 35.190(a)(1 ) and has achieved a level of competency suffICient! to function independently as an 
authorb::ed user for the medical uses authorized under 10 CFR 35.100. 

OR 

Training and Experience 

LJ I attest thai has satisfactorily comJ,leted the 60 hours of training and 
._--------­
Name d p~ At.tIhOttr.ecr \hIet 

experience, including a minimum of 8 hours of classroom and labOrator'f training, required by 10 CFR 
35.190(c)(1), and has achieved a level of competency sufficient to function independently as an 
authorized user fOf the medical uses authorized under 10 CFR 35.100. 

FOf35.290 

Board Certification 

I . '1 I attest that has satisfactorily conwlleted the requirements in 
Nama d PmpcmOO Authorizll<ll.bor 

10 CFR 35.290(a)(1) and has achieved a level of competency sufficienti to function independently as an 
author~ed user for the medical uses authorized under 10 CFR 30.100 ::2nd 35.200. 

OR 

Training and Experience 


[J I abest that has satisfactorily comt)leted the 700 hours of training 
Name d Pmpoaed Authorizel:l User 

and experience, including a minimum of 80 hours of classroom and labi)ratory training, required by 10 
CFR 3S.29O(c)(1), and has achieved a level of competency sufficient Ie:! function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200 . .._....................................._.--.........._.._........................,..............................- .... 


Second Section 
Complete the following for preceptor attestation and signature: 

IJ I meet the requirements below, Ot equivalent Agreement State requirer'''Ients, as an authorized user for. 

035.190 35.290 '-.J 35.390 35.390 + generate! experience 
f---- ... 

Name of Preceptor 
 I~~~_tu_re___ 
UcenselPermit Number/Facility Name 

PAGE 4 
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Corscan'n4 

The N~ lma.gias CoaIpany 

WWW-92'l',D\!!h.,cRgl 
ISlDJ 511-&251 

Quality Control Proeedurt8 Works!tleet 

135.290 Training for imaging and 10000izatlon ftJdte& 

PIcue compIeta uo.. following dvitles and have thtln ...r.1ed by the nuctear 
medicine tecbnaloglst In 1tIe IaDoratDry and fax: tit 703-88S-41133. 

(O} PerfOrming qualll'1 t;;Of1trol procedUr-. on iotslni'nan'CS used til) de1en'nina .... activity 
ofdosage5 and per'fomling ch*:ks for proper operation of SUM)I metenJ! 

-
At'DIRer: ( mUit be certified nudCiar mNicine tcchnol\JIbt authotjl@d l,SM. 

Radia\:icm Saf~ty Offlcoer. or certified medical physicist) 


Name: ~\-\U\-\-h.eJa- ~\ \\0 


TIlle: tlJ~:n:z:. ~"b~ 

T"ephonlil Nutnb$t: ;it~~ - e'i1- '-' f') r')D 




o 
(.II 

" ­
I-' 
(.$ 

"­
N 
o 
I-' 
I-' 

to 

o 
(.$Certificafe.of::CoirJpJetiob': •... 
o 

. ' :AuthorizedU~t,r. .... ..... '. .' . ".. ,< . ~ 
o ....Classroom a"nilLsbotBtoLy·Trtlinin8Progr~nJ.: ,1 
c:.> 

c:.> 
. .'. .. ..- . . . ".' . .' .' ~ . - '.' '.' '.. - . . Qt> 

.~ 

:Corscan··.······ 
:Tbe N.u:kuII,> inllllll_i Comp••y 
........... :""~: .... , .. , .... _.. '''cj< .... : ' ....- .•:..... ..".... .......

i WwW·C0I..ilClID.p~uB.com .' . . . 

QO 

Qt> 
to 

N

,Sangeeta Marid-,pllka,M!> . 
N 

. - ~ ." ~!' 

'. hassuc:ces8fully completed 10 hours.ofciil!JSSfoQtn andlaboratofy .c 

training that included:· . . .... . ...' . 
. ." . -. . '-. 

\ 
~ar11ation phys/os fliId InBlrumentatlon; 

. 
. 

.. Radl"~: .. , 

. U,lhfnfa"t?" pMelnlng to tile use elld me8Sfll8lrJM, 0' r.adroacllv/ty; . I:!:I 
l;:? 

.. H 
n 

Ctl,irJ/6try cl b:iP~'materli1llbr medtoal UBI;' . >
t"" 

Is:·lRadletionbiol/ifiy,"'GenfJfBfDnJlu~.foF~~;ra·29iJ(HJ(G),Blld c 

H 

·. 
f":- ~~-.:-...~ -""...:.....--...._"- ..- .~-'--'":.-.~ ...:,.-.-..:..--~~.,....... '4_._"",'" :~'"":~-':-~'--'-'--' ___"-t-_ - , ... ~ ~,-.,."."'- > 


HiRelIfew ofreguj9tJon.s tBgardIng fl. m9cNr;sJ use oftRdIoIsotcqJes~' Z 

~ 

~ ... ._-,"7'_'_-;-'-==-.::~=~ ";~;-":"":',,:,"'.':"""_'-':-:-::::::":7'.-_-=-=-:-~-_::'7', ;_-"-:-:--_::-.~=---:-7:::'7::=;-":-

n 
>
Is: n 

'.' ~ 
Is: 

Is: 

~ )/ 'J/J/;-111fJ 
!SttVen.W.. Walter, MO 

ol~Ogftm l)'JreCfOr . 
~gtO 528 661 . . 

~~II~~~~q~~.~~ ~!~"1~?:.l. 

October 13, 2009 

Da" 
January 19. 2009 

'" '; .. 

I!§;J 
o 
o 
Qt> 
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EaST C<I(olll'l<l dGI.I!·t Institute at East Carolina university 
Department of ( 'ilrdiovii!$cul.ar Sciences 
Srody School of "1edic;ineECU PHYSICIANS 
115 Heart Drive 

cardlottloraclc surgery 
252·744-4.:100 office 
252'74'H539 ;:il)( 

VMcular surgery 
252-744-4400 office 
252·144-3794 rax 

card1elegy Medlelne 
252-744-4400 office 
252· 744-3987 fox 

Smart medicine 	 East Carolina Uroverslty 252-'744-4400Inl'ormarion 
GrGGIWllle. NC 2: 934·4354 '·866·401·3244 tOll free 

October 22. 2010 

To Whom It May Concern: 

Dr. Sangeeta Mandapaka has completed a nuchae cardiology training 

program that meets the requirements for Level 2 as mtilined in the ACCFIASNC 

COCATS Guidelines for Training in Nuclear Cardiolo'{)'. revised 2006 within an 

accredited program. 

Dr. Sangeeta Mandapaka completed Level 2 1l:1c1ear cardiology training 

between the dates ofJuly 1, 2006 through June 30,20(>9. 

I attest that Dr. Sangeeta Mandapaka is competent to independently 

function as an authorized user under NRC 10 CFR 35.:!OO uses. 

The above-named applicant completed a minillum of 80 hours of 
classroom and laboratory training that meets the NRC-equirements external to 
hislher fellowship program. 

Sincerely. 

Assad Movahed, MD. FACP, FACC 
Director ofCardiovascular Imaging 
Professor ofMedicine. Radiology and Cardiovascular)ciences 
East Carolina University Brody School ofMedicine 
Nuclear Lieense Number of Facility: 074-0296-3 

!\.tlff CII11:IIirllj Urf,,~'jlj' Ii If t'l1Iiitllljlftt 

!1lr(J(.uf(llP ~~f thr UItI'~(1)' 1 N~ftb 
Ctn"linp. Jill "'lfjJ/lIl'tn)"'lIIl'!1 Imftlrof!lry. 

http:ilrdiovii!$cul.ar

