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Charleston Area NUCLEAR PHARMACY

Medical Center 3200 MacCorkle Ave. SE

Charleston, WV 25304
(304) 388-9295

Pharmacy (304) 388-9701
2 Fax: (304) 388-8922

12/7/2010

U.S. NRC Region I
475 Allendale Road
King of Prussia, 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 313A 'AUD).

Per our telephone conversation the previously enclosed certificate from Health & Radiological
Seminars, Inc. outlining the hours of classroom and laboratory training will be accepted in place

of a completed Section 3a.

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

kim lowe(@camc.org .
QPD

?,

iro Lowe, Pharm D, BCNP, Assistant RSO
Charleston Area Medical Center

3200 MacCorkle Avenue, SE

Clm:leston, WV 25504

(304) 388-9205 office

(304) 5490147 mobile

413837

NMSS/RGN1 MATERIALS-002
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HNRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE o O N
AND PRECEPTOR ATTESTATION EXPRES: 2ovzz

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

Nam@f Proposed Authorized User State or Temitory Whare Liciinsed

%_&AQ_ \AeS)r_J[L%, LA
Requested Auth rization(s) (check all that a

[ ] 35.100 Uptake, dilution, and excretion studies
35.200 Imaging and localization studies
[ 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 preceding
the date of application or the individual must have obtained related continuing education and experience since
the required training and experience was completed. Provide dates, duration, and Jlescription of continuing
education 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 materia s, skip to and complete Part Il

Preceptor Attestation.
F[[ 2. Cugrent 35.390 Authorized User Seeking Additional 35.290 Authorization
a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement

State requirements seeking authorization for 35.290.

b. Supertvised Work Experience,
(if more than one supervising individual is necessary to document supervisec! work experisnce, provide multiple

copies of this section.)
- Location of Experience/License or Clock Dates of
Description of Experience Permit Number of Facilty Mours | 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 Experlence:
| Supervising Individual ~ jLicense/Permit Number isting supervising individual as an
;authorized usar
|
Supervisor meets the reguirements below, or equivalent Agreement State requirements (check all that apply).
[ ]35200 [ ] 35.390 + generator experience in 32.290(c)(1)(ii}G)

NRC FORM 213A (AUD) (3-2008) PRINTED ON RECYCLED PAPER PAGE 1
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(29 AUTHORIZED USER TRAINING AND IZXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experiepce for Proposed Authorized User

a. Classroom and Laboratory Training.

. . . . Clock Dates of
Description of Training Location of Training Hours Training®

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radloaativity

Chemistry of byproduct material
for medical use (nat raquired for
35.590)

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 3:..580).
(f more than cne supervising individue! is necessary to document supervis ed work experiencs,
provide multiple copies of this section.)

Supervised Work Experience Total Hours of
Exparienoe:
Description of Expefience Location of ExperiencefLicense cr Confirm Dates of
Must Include: Permit Number of Facility ) Experienca®

Ordering, recaiving, and unpacking ‘, u#’ 4 wh '{’C Ho‘sp -"‘i M @K/ s 10/13 /01
radioactive materals safely and —_—
performing the related radiation |“‘~f’t¢ TX [ INe -5
surveys "ﬁ 16
Performing quality control m'(
pracedures on instruments used to i es 10/23/ 9
determine the activity of dosages
and performing checks for proper [INo -
operation of survey meters _ L / 3 / OJ
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NRC FORM 313A (AUD) U.5. NUCLEAR REGULATORY COMMISSION
®20%) A THORIZED USER TRAINING AND EXFERIENCE AND PRECEPTOR £TTESTATION (continued)

n—— U
3. Training and Experience for Proposed Authgrized User (continued)
b. Supervised Work Experience. (continuesd)

L of Experi /License o - Dates of
Description of Experience ocation xperience nse o1 T 2

ziust include: Permit Number of Facility Canfirm Experlencg;
Calculating, measuring, and safely 500* & What *_C \ESQ(*&\ [E’( Yes 77 [02
preparing patient or human research _

subject dosages [ INo = bf359/1p

Using administrative controls to [ ] Yes
prevent a medical event involving the /\%4 t
use of unsealed byproduct material BLE

[ Ve

Using procedures ta aontaln spilled

byproduct materia! safely and using \ ‘1
proper decontamination procedures . [INo
Administering dosages of radicactive ]ia‘ Yes

drugs to patients or human research \ /"
subjects [ INo

b .

Eluting generator systems appropriate E‘K«es

for the preparation of radioactive . 1)
drugs for imaging and localization & " CINe

studies, measuring and tasting the
eluate for radionudiidic purity, and
processing the eluate with reagent
Kkits to prepare labeled radicactive

drugs ‘[

Supervising Individual i Lloense/Permit Numb r listing supervising Individual 85 an

i 1au‘d‘.orized uael
b Tl we 10033/ Texas

Supervisor meets the requirements below, or equivalent Agreement State rex|uirements (check one).
[J3s190  [|35290 [ ]3£.380 35.390 + generator ¢xperience in 35.280(c)(1)(I)(G)

o SRS

e. For 35.590 only, provide docurmentation of training on use of the davice.

F Device fvpe of Training Location and Daté

d. For 35.500 uses only, stop here. For 35.100 and 35,200 uses, skip to aind complete Pan H Preceptor
Attestation.
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NRC FORM 313A (AUD) ‘ U.S. NUCLEAR REGULATORY COMMISSION
209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOI: ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

lote:  This part must be completed by the individual's preceptor. The preceptor joes not have to be the supervising
individual as long as the preceptor providss, directs, or verifies training anii experience required. If more than
one preceplor is necessary to document experience, obtain a separate pre:ceptor statement from each. (Not
required {0 meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual vas 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 requested:

For 35.190

Board Certification

E] | attest that has satisfactorily completed the requirements in
Name of Praposed Authorizad User

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

OR

Training and Experience
D | attest that has satisfactorily completed the 80 hours of training and
Name of Proposed Authorized User

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

For 35.290
Board Certification

D | attest that has satisfactorily compileted 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 1ind 35.200.

OR

Trzini d Experience
é- | attest that c ASe éé & has satisfactorily comf leted the 700 hours of training

Name roposed Authofized User

and experience, including a minimum of 80 hours of ¢lassroom and labiratory training, required by 10
CFR 35.290(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:

B’-'I meet the requirements below, or equivalent Agreement State requiren:ents, as an authorized user for:
135190  []35200 []35.390  [L}%5390 + generatol experience
IName of Preceptor Signatyr . C T zlephone Number Date
Phhe pof e SV s B J 25 9-72873%) /0~
.. Jlicense/Parmit Number/Facility Name

LODZ3/ Togs . Seott Tt Moo/ /;M{/f,,a/ 77
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