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Charleston Area NUCLEAR PHARMACY

Medlcal Center 3200 MacCorkle Ave. SE

Charleston, WV 25304
(304) 388-9295
Pharmacy (304) 388-9701
Fax: (304) 368-8922

5/11/2011 J-9

U.S. NRC Region [
475 Allendale Road
King of Prussia, 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:

1. Please add Sangeeta Mandapaka, M.D. as authorized users 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 10/22/2010 - Attestation of Training and Experience.

If there are any questions regarding this amendment please fee! free to contact me at the
telephone numbers provided below or you may e-mail your questions to me at

kim.lowe@camc org .

LD deAF =

Kim Lowe, Pharm D, BCNP, Assistant RSO George A.Fu iy, Associate Administrator
Charleston Area Medical Center Charleston A rea Medical Center
3200MacCorkle Avenue, SE 3200 MacCockle Avenue, SE
Charleston, WV 25504 Chaorleston, V7V 20504
(504) 588-9295 office (504) 588-4.567
(504) 5490147 mobile

ST¢915
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FRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMI:3SION
(3-2009)

AUTHORIZED USER TRAINING AND EXPERIENCE o

AND PRECEPTOR ATTESTATION A By NO- 21800120

(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 Where Licensed
Sangeeta Mandupaka, MD West Virginia

Requested Authorization(s) (check all that apply)
|| 35.100 Uptake, dilution, and excretion studies
[¥] 35.200 Imaging and localization studies

| | 35.500 Sealed sources for diagnosis (specify device . )

PART | — TRAINING AND EXPERIENCE
(Select one of the three methods below)

* Training ang Experience, including board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing et:ucation and experience since
the required training and experience was completed. Provide dates, duration, and description of continuing

heducation and experience related to the uses checked above.

| 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 mate-ials, skip to and complete Part il
Preceptor Attestation.

wm 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorizati>n
a. Authorized user on Materials License meeting 10 CI-R 35.390 or equivalent Agresment

State requirements seeking authorization for 35.290.

b. Supervised Work Experience.

(If more than one supervising individual is necessary to document supervited work expenence, provide muitiple
copies of this section.)

Location of'Exp;fiénce/License cr Clock Dates of

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
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs

Total Hours of Experience:

Supervising Individual o " ILicensefPermit Numb:r listing supervising individual as an
iauthorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

[ ] 36.290 ] 35.390 + generator experience in $2.290(c)(1)(i)(G)

NRC FORM 312A (AUD) (3-2008) PRINTED ON RECYCLED PAPER PAGE 1
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NRC FORM 313A (AUD) J.S. NUCLEAR REGULATORY COMMISSION
@%  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

|¥/] 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratofy Training.

"Clack Dates of

Description of Training Location of Training Hours Training”

see attached signed certificate

Radiation physics and )
instrumentation Corscan- 30 hour classroomn and laboratory training

program

Progrum director- Steven Walter, MD

. RSO NC #092-1457-1
Radiation protection 919-561-2111

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
35.590)

Radiation biology

I

Total Hours of Training: 80

b. Supervised Work Experience (completion of this table is not required for 3.5.590).
(if more than one supervising individual is necessary to document supervi::ed work experience,

provide multiple copies of this section.) : o) LEASE SEE LE = &3

Supervised Work Experience "~ Trotat Hours of
o Experience: ‘
Description of Experience Location of Experience/License «r Confirm Dates of
Must Include: Permmit Number of Facility Experience*
Ordering, receiving, and unpacking ] Yes
radioactive materials safely and
performing the related radiation |—‘1 No
survays -
Perfar;ning quélity control -
procedures on instruments used to D Yes
detemmine the acfivity of dosages
and performing checks for proper [_|No
operation of survey meters

PAGE 2
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@ o005

NRC FORM 313A (AUD)
(3-2009)

1.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR: ATTESTATION (continued)

Déscription of Experience
Must Include:

b. Supervised Work Experience. (continued)

subject dosages

Calculating, measuring, and safely
preparing patient or human research

Using administrative controls to
prevent a medical event involving the
use of unsealed byproduct material

Using procedures o contain spilled
byproduct material safely and using
proper decontamination procedures

3. Training and Experience for Proposed Authorized User (continued)

Lécation of ExperiénceJLicense or
Permit Nurmber of Facility

Confirm

Dates of
Experience*

| |Yes

_INo

subjects

drugs

Administering dosages of radioactive
drugs to patients or human research

Eluting generator systems appropriate
for the preparation of radioactive
drugs for imaging and localization
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive

[ ] Yes
S
| I'yes

[ INo

D Yes
[ No

] Yes
[ No

Supervising Individual

| 35190 [ |35.290

| License/Permit Numbe.rmlisﬁng supervising individual as an

iauthorized user

| ] 35.390

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

[ ] 35.390 + generator e::perience in 35.290(c)(1)(ii)(G)

Device

—_—— O

Type of Training

Location and Dates

Attestation.

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

PAGE S
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@2 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART (1 - PRECEPTOR ATTESTATION
WNote: This part must be completed by the individual's preceptor. The preceptor cjoes not have to be the supervising
individual as long as the preceptor provides, directs, or verifies fraining anc experience required. If more than

one preceptar is necessary o document experience, abtain a separate preseptor statement from each. (Not
required to meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual l:as knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general ¢linical compelency.”

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

For 35.190
Boa i ion
[ 11 attest that has satisfactorily comy:leted the requirements in
Name of Proposcd Authonized User

10 CFR 35.190(a)(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.

OR

Training and Experience
|| 1attest that has satisfactorily comypleted the 60 hours of training and
" Name of Proposed Authorized User

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

For 35290
Board Certification

|| 1 attest that has satisfactorily comj:leted the requirements in
""" "Name of Proposed Authorized User

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

OR
Training and Experience

[ | t attest that has satisfactorily comjleted the 700 hours of training
Name :';;mposed Authorized User '

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(c)(1). and has achieved a level of competency sufficient tc: function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Second Section
IComplete the following for preceptor attestation and signature:

| | | meet the requirements below, or equivalent Agreement State requirerients, as an authorized user for:

[J3s1s0 [ ]35200 [ ]35390 [ ] 35.390 + generatcr experience

Name of F;fééébto} ’ Signature ' Telephone Number Date

HLicensE/_F;erinit Nil‘rﬁ'b'erlFaSi‘lty Name

PAGE 4
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Corscan™
The Nud.au Imaging Compuny

Wirwgorsmnnlug com
{920} 528-6251

Quality Cantrol Precedures Worksaeet

Name m N\AMWAM , ™MD

§ 38.290 Training for imaging and localization studies

Please complete the follewing activiles and have tham atte:ted by the nuctear
medicine technologist in the laboratory and fax to 703-0954‘,ua.by

(B} Perfarming quailty control proceduraes an instruments used 1o determine the activity
of dosages and performing chacks for proper operation of survey meters;

(1) Ordering, recelving, and unpacking radioactive materigls safely end perfo
related radiation surveys; P & y end ming the

Date Complated JQ,'&_‘.(ZCI Atmstation s-mfA_M ONWWY T

{2) Calibrating Ingtruments and pesforming quatity control pmcedures Jsed to determine the

Activity of dosages sn_d performing checks for praper cperation ay

Date Complatad M&Lﬁ Artestation Slqnatui f\‘-@ﬁ; Q—'U MY ‘E:
(3) Caleuiating, meaguring, and safely pregaring patisnt of huma subjechydasages;

Date Compietad LD_\ﬁjQz Attestation snonatur M CN T ‘W
{4) Using adminiatrative controls to prevent a medical avant involving the

byproduct material;

Date Completed _&_\ﬁ_l.Q‘:l AtzeSTation Sianamru;ﬁi, M Cuner T2

(5) Using procedures ta safely contaln spilied radicactive matenal and wsin
decontamination procedurgs; d proper

pate complesea . © 15110 Attestation Signature ‘é&_ﬂid C A AT
(6) Adrainistering dosages of radicactive drugs to patients or humS[

QU T

Date Completed 6o Attestation Signati

Attaster: [ must be certified nuclgur medicine technologist, authorized L ser,
Radiation Safety Offlcar, of certified medical physicist }

e HERYhER. G alo
e COMTIZ, [ead ek

Telephong Number; &Sa - g“l’) -y a qD

p6L3-LPB-25C pe:ET 6@8Z2/T1/01
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o Ceraf” Acate of C. omp]etmn
> " Authorized User R
C]assraom and Labora tory Tmzmng Progmm

Sangeeta Maﬁdapa S

N "has successﬂmy comp!eted 80 houm of c!assmom and Iaboratory

trammg that mc!uded

Rad!affon phys!cs end inslrumen!aﬂon

C orscan Pt ot

Tbe Nuch_-gt Imag:ng Cmnpagv E : Mamematlcspsda!nrnp tntha use andmaaswamenl of mdfoacﬂv!m co

W 1 oy T
"’W"’ -Corecamplus.com 1 Ghem!stryo!bypmduelmtsrla“brmadwalusz

;Weﬂmb-‘o!m. uenemtoraluﬂon ﬁ;rfGGFR,?&zsa{ﬂ G):B‘,,'d;:_ -

QOctober 13, 2009

StevenW Waltet MD T s o
lP:eg:amDuec:m R ; o o
1910 528 6251 A AR January|9. 2009
;xadm:zons:aﬁenyosﬁaecncosz-1457-a R R
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ECU

. East Carollma Huurt Institute at East Carolina University
I 3? Departrnent of ¢ ardiovascular Scinnces
) L SICIANS Brody School af Medicine
115 Heart Drive

Smart medicine East Carolina Un-versity 252-744-4400 information
Greenville. NC 27 834-4354 1-866-401-3244 toll free

Cardiothoracic Surgery
252-744-4400 offlce
252-744-5539 Fax

Vascular Surgery
252-744-4400 office
262-744-2794 fax

Cardlelagy Medielne
252-744-4400 offlce
252-744-3987 fox

St Cormoli Uenversity g a ronsotuent
mstreanon of the Lnivereity af North
Curofing. An ’7""’ appOvIHNT LY.

October 22, 2010

To Whom It May Concern:

Dr. Sangeeta Mandapaka has completed a nucl:ar cardiology training
program that meets the requirements for Level 2 as ousilined in the ACCF/ASNC
COCATS Guidelimes for Training in Nuclear Cardiology, revised 2006 within an

accredited program.

Dr. Sangeeta Mandapaka completed Level 2 n:clear cardiology training
between the dates of July 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 35.200 uses.

The above-named applicant completed a minin.um of 80 hours of
classroom and laboratory training that meets the NRC -equirements external to
his/her fellowship program,

Sincerely,

-

Assad Movahed, MD, FACP, FACC

Director of Cardiovascular Imaging

Professor of Medicine, Radiology and Cardiovascular 3ciences
East Carolina University Brody School of Medicine

Nuclear License Number of Facility: 074-0296-3
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