1270472006 09:37 FAX 717 735 8152 PAL Diagnostic and cwe - doo1
| J-6

&Red Rose S L

: 4 7-308%54-01
Cardielogy /7’7,

ELLEN K. SMITH, M.D., F A.C.C.

FACSIMILE TRANSMITTAL SHEET

T FROM:
Dennis Tawyer Bethany Porter, Site Manager
COMPANY DALE:
NRC v 12/4/06
FAX NUMBER: TOTAL NO. OF PAGLS INCLUDING GOVIR
610-337-5269 6
PHONE NUMBER: FAXED FroM: 717-735-8152
RE : ACCOUNT NUMBEE,
Lllen Smith, M.D.

Durgent  [DOrorrrview - O prezase coMMent O pLoasy rurLy O PLEASE RECYCLK

MR LAWYER - HERE IS THE DOCUMEN'TATION YOU HAVE
BEEN WAITING ON.

2135 NOLL UDRIVE, SUITE D, LANCASTHR, PA 17603
FHONF: 717-735.8150 FAX: 717 735-8152

\ 24419

NMES/RGN! MATCRIALS-02



1270472006 09:37 FAX 717 735 8152 PAL Dilagnostic and CWC doo2

NRC FORM 313A U.S§ NUCLEAR REGULATORY COMMISSION

-2008
R MEDICAL USE TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 31500120
AND PRECEPTOR ATTESTATION '

PART | -- TRAINING AND EXPERIENCE
Note: Descriptions of training and experience must contain sufficient detail to match the training and experience
criteria in the applicable regulation (10 CFR Part 35)

1. Name of Individual, Proposed Authorization {e.g.. Radiation Safety Officer), and Applicable Training Requirements
(eg., 10 CFR 35.50)

Ellen Smith, M.O, Authorized user 10 CFR 35,190, 10 CFR 35.280

For Physicians, Fadiztiists, Dentists, Pharmacists -- Stare or Territory Where L'censed

S ]

Pennsylvania

3. CERTIFICATION

Provide a copy of the board certification. (Stop here if applying under 10 FR Part 35, Subpart J or 35.590(a);

continue if applying under other subparts.)

b. Provide documentation in apg:nroprnate items 4 throuigh 10 of training or clinical case work required by 35.50(e);
35.61(c), 35.290(c)(1 )(iIN(G) for AU seeking 35.200 authorization, 35.380{B){1){(i{G), 3£.396(d){1) and 35.396(d)(2);
3£.590(c); or 35.690:¢c}.

c. Provide completed Part It Preceptor Attestation, Items 11a through 11d.

Stop here after completing items 3a, 3b, and 3¢ when using board certification to meet 10 CFR Part 35 training and
experience requiremants.
4. INDIVIDUALS IDENTHFIED ON A LICENSE OR PERMIT AS RADIATION SAFETY OFFICERS (RSO),

AUTHORIZED USERS (AU}, AUTHORIZED MEDICAL PHYSICISTS (AMP), CR
AUTHORIZED NUCIL.EAR PHARMACISTS (ANP) SEEKING ADDITIONAL AUTHORIZATIONS

a. Provide a copy of the license or broadscope permit fisting the current aut!-onzatlon and (b} or (c)
b. .Complete items B¢ (and 10 when training is provided by an RSO, AMP, AP, or AU) and preceptor items 11b through

11d to meet requirements for: RSO in 35.50(c)(2) or 35.50(e); or AU in 35.280(c)(1)(ii)(G) or 35 390(b)(1)(ii)(G) or
35690(c) or 35.690(c:); or AMP under 35.51(c). :

i}

c. Complete items 5, 6z, 6b, 10, and Preceptor items 11a through 11d to meet AU requirements in 35.396(a).

5. DIDACTIC OR CLA SROOM AND LABORATORY TRAINING (optional for Medicat Physicists)

De—;;;l_p-t.:;n of Training . | Location | Clock Hours ! Dates of Training

Radiation Physics and
Instrumentation

Radiation ”rotection

Mathematics Pertaining o the Usg
and Measurement of Radioactivity

Radiation Biology

Chemistry of Byproduct Material for :
Medical Use :

OTHER

NRO FORM 3134 (10-20051 PRINTEC ON REQYCLED PAPER PAGE *
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F;Eguzom 3134 U.S. NUCLEAR REGULATORY COMMISSION

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

6a. WORK OR PRACTICAL EXPERIENCE WITH RADIATION
' ‘ Dates and/or

Name of ‘ Location and
Description of Experience | Supervising Corresponding l Clock
Individual(s) Materials License Hours of
: ‘ Number | Experience
Zluting generatars, measuring and festing the CLidton verdrie R .06*'/" i35t et Aes 12—/°//° ¢
elLate, and processing the sluate with reagent kits l VL A% |
1o prepare labeled radioactive drugs. l l3 9-3C72y ¢t = /) | 4/4-5
|
6b. SUPE RVISED CLINICAL CASE EXPERIENCE (describe experience elements in §a)
]No of Cases Name of "Location and Dat%s andlor
: Involving ' Ay Corresponding lock
Radionuclide Type of Use * Personal sl?\%?:ilc;il:lg Materials License Hours of
Participation ' ‘Number Experience

PAGE 2
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NRC FORM 313A U.S. NUCLEAR REGULATORY COMMISSION

e MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

- hc TRAINING FOR SECTIONS 35.50(e), 35. 51lc), 35 530(c), or 35. 690(c)
Trammg Element l Typa of Training ~ Location and Dates

| |
. | |

" Types of trammg may include supervised (complete item 10 for 35.50(e), 35 51(c), and 35.630(c)). didactic, or
vendor training. .

7. FORMAL TRAINING  Physicians (for uses under 35.400 and 35.600) and Medical Physicists
o ! : Name of Organization that

tame of Program and;j
Degree, Area of Study Location wn_th
or Corresponding Dates for Graduate Medical Education)

i
! ’ Approved the Program
Residency Program ‘ Materials ' and the Applicable Regulation

{e.9., Accreditation Council

License Number : (e.g., 10 CFR 35.490)

' | |

|

8. RADIATION SAFETY OFFICER {RSO) -- ONE-YEAR FULL-TIME EXPERIENCE

D YES Completed 1 year of fuli-time radiation safety experience (in areas identified in item 6a) under supervison.
NIA - of the RSO for License No.

9. MEDICAL PHYSICIST -- ONE-YEAR FULL-TIME TRAININGWORK EXPERIENCE

E] YES Completed 1 year of full-time training (for areas identified in item Ga) in therapeutic radiological physics
N/A (35.961) or medical physics {35.51) under the supervision of N
who is a medical physicist {35.961) or meets requirements for Authorized Medical Physicists (35.51);

and

D YES Completed 1 year of full-time work experience (at location providing radiaticn therapy services described
] A and for topics identified in item 6a) for {specify use or device)

under the supervisior: of who is @ medical physicist (35.961) or meets

requirements for Authonzed Med;cal Physicists {35.51) (specify use or device)

PAGE 2
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ajﬁgp;onm 3M3A U.S. NUCLEAR REGULATORY COMMISSION
o MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

10. SUPERVISING INDIVIDUAL - IDENTIFICATION AND QUALIFICATIONS

The training and experience indicated above was obtained under the supervision of (if more than one supervising
individual is needed to meet requirements in 10 CFR Part 35, provide the foliowing information for each) :

A. Name of Supervisor B. Supervisor is:
Paul T. Collura, MD Authorized User D Authorized Medical Physicist
Radiation Safety Officer D Authorized Nuclear Pharmacist

C. Supervisor meets requirements of Part 35, Section(s) 35.290
for medical uses in Part 35, Section(s)  35.100 and 35.200

D. Address

Lancaster Regional Medice! Center
250 Columbia Avenue Py
Lancaster, PA 17604-350¢ 37-01580-04 .

_w
PART li .- PRECEPTOR ATTESTATION ‘

This part must e complated oy the individual's precepfor. If mare than one preceptor is ngcessary to document

experience, obtain a separate preceptor statement from each. This part is not required fo meef training

requirements in 35.590 cr Part 35, Subpart J {except 35.980).

| attest the individual named in Item 1;

t1a,
has satisfactorily completed the requiremerts in Part 35, Section(s) and Paragraph(s)

2s documentead in section(s) 62 of this form.

ST R
] meets the requirements in [_] 35.50(e) [_|38.51(c) [_] 35.390(e1(1)6iG) [_] 35 630(c; for

E. Materials Licerse Number

Note:

35.290,(1)(i))(G)

. n/A  types of use, as docurnented in section(s) ~ of this form,
R
D has achieved a level of competency sufficient to independently operate a nuclear pharmacy (for 35.980); OT
D has achieved a level of competency sufficient to function independently as an authorized

for uses (or units), OF
D has achieved a level of radiation safety knowledge sufficient to function independently as a Radiation Safety

Officer for a medical use licensee ; OT

N/A

114d. .
D I am an Authorized Nuclear Pharmacist; OF I am a Radiation Safety Officer; OT

section(s) of 10 CFR Part 35

D | meet the requirements of

or equivalent Agreement State requirements to be a preceptor D AU or D AMP

for the following byproduct material uses (or units):

.........................................................................................................................

A Address B Materials License Number

Lancaster Regional Madical Center

250 Columbia Avenue
Lancaster, PA 17604-3509 7 .01580-04
C. NAME OF PRECEPTOR (print clearly) |D. SIGNATURE PRECEPXOR - ﬁ ' IE. DATE .
/ :
Pau! T. Coliura, MD ! 3 m / ot /- /&

-

(ﬁ VT PAGE ¢
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. | ,.Red Rose
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Dennis Lawver

2006 Nuclear Materials Safety Section
Division of Safety & Safeguards
U.S.N.R.C. --Region I

475 Allendale Road

King of Prussia, PA 19406

December 1, 2006

License No: 37-30854-01
Docket No. 03036446
Control No. 139419

Dear Mr. Lawyer,

As referenced in CEFR Part 35, Section 290 (¢)(1)(3i)(G), I attest that Ellen Smuth, M.D.
has completed practical experience 1n eluting generator appropriate for preparation of
radioactive drugs for imaging and Jocalization studies, measuring and testing the eluate
for radionuclide purity and processing the eluate with reagent kits to prepare labeled
radioactive drugs.

Sincerely,

vy
T T o

Authorized User

Ny

xS

Name: /., Fteen €3 r%e7

Address: /3 & Y N AR - Y B N L R W T
S A 7

License No.: X7-3072¢ -0/~ )

Ellen XK. Smith, M.D., FACC
2135 Noll Drive, Suite D., Lancaster, "A 17603
Phone: 717-735-8150  Fax: 717-715-8152



