OSTEOPATHIC CARDIOLOGY ASSOCIATES
William A. Esper, D.O., F.A.C.0.1 Kevin J. Mikielski, D.O.
4002 Schaper Avenue
Erie, PA 16508

(814) 866-2311

May 25, 2007 NATSL

Licensing Assistance Team
Division of Nuclear Materials Safety
U.S. Nuclear Regulatory Commission, Region I

475 Allendale Road o
King of Prussia, PA 19406-1415 712
39 E

Re. License No. 37-31143-01

To whom it may concern,
Please amend our license to name James V. Talano, M.D. as an authorized user.
Documentation of his training and experience is enclosed.

If you have any questions, please contact us or our consultant, David Close at 440-350-

1242.

Sin6j7, M

William A. Esper, D.O.
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- O Banyan Medical Center

) . - ."' . .
>y : 1350 Tamlami Trail N,
cZAmerican =i
R - ax "
” Radl(’logy SGMCQS, mc. [J 9500 Bonita Beach Road, Sulte 110

Centralized Scheduling Bonita Springs, Florida 34135
(239) 947-9329 + 1-888-AMERRAD Fax 239-444.1926

May 4, 2007

Dear Colleague, .

I am an Authorized User listed on the Radioactive Materials License of: A mfr;z, AN K&\Cl;o’ v GS \/
License # ‘737 f7’ !

This communication is to confirm that James V. Talano, MD has successfully completed all
training requirements set forth by the Nuclear Regulatory Commission section §35.290,
paragraph ¢ (1) from Janvary 12005 to May 1% 2007, T atiest he has achieved a level of
competency sufficient to fanction independently as an authorized user for the medical uses
authorized under the. NRC guidelines 35.200,

Dr.Talano has completed 700 hours of training and experience in basic radionuclide handling
techniques applicable to the medical use of unsealed byproduct material for imaging and
localization studies. This training and experience included a mihimum of the following:

1) 80 hours of classroom and laboratory training in the folldwing areas:
a) Radiation physics and instrumentation,
b) Radiation protection;
¢) Mathematics pertaining to the use and measurement of radioactivity;
d) Chemistry of byproduct material for medical use;
€) Radiatioﬂ biology
f) Generator Elution ‘

2) Work experience, under the supervision of authorized user(s) (Mark Marzano, MD)
which meet the requirements in §§ 35.290, involving:

g) Performing quality control procedures on instruments used to determine the activity

of dosages and performing checks for proper operation of survey meters;

b) Ordering, receiving, and unpacking radioactive materials safely and performing the
related radiation surveys,

~_c) Calibrating instruments used to determine the activity of dosages and performing
checks for proper operation of survey mefers;



d) Calculating, meamnng, and safely preparing patient or human research sub] ect
dosages; .

e) Using administrative controls to prevent a medical event involving the use of
unseated byproduct material;

f) Using procedures to safely contain spilled radioactive material and using proper
decontamination procedures;

g) Administering dosages of radioactive drugs to patxents or human research subjects;
and

h). Elutmg generator systems appropriate for preparation of radioactive drugs for
imaging and localization studies, measuring and testing the eluate for radiomiclidic
purity, and processing the eluate with reagent Kits to prepare labeled radioactive drugs

T am pleased to attest that Dr James V. Talano has achieved a level of competency sufficient to .
- function independently as an authorized user for the medical uses authorized under the NRC
regulations CFR. 35.290.

A '

. Mark M o, MD
Director
American Radiology
Naples, Fi



i RADIOACTIVE MATERIALS LICENSE

3 Pursuant io Chapter 404, Floride Statutes, and Chapter 64E-5, Florida Administrative Code (F.A.C.); and in reliance on statements ar

representations heretufors maos by the ficenses designated below, a lisense is hereby issued authorizing such licensee to recehy
| acquire, possess and transfer the radioactive material(s) designated below and to use sugh radicactive matesial(s) for the putpose(
 and at the place(s) designated below. This license is subject to all applicable rules, regulations and orgers of the state of Florid
§ Department of Health now or hereafter in effect and to any conditions specified below.

L)

Licensoe

- — 3. License Number: ~ 3374-1 .
g vme  AMERICAN RADIOLOGY SPEWILE SRS 2, L is hereby amended in its entirety, §
' ; o vl j reference to corresponderice §

53 W, November 23, 2004 and
1) 1 7, 2005.

5/31/2007

2. Address:

Any radioactive
material descrifyeh
section 64E-5.6 4o e
F.AG. '

3 B. Any radigactive A8 necessary : '

- material described in !

- section 64E-5.627, 1

b F.AC. L 5 ,!

g aarosols and |

5 generators ![
Technetium 99m C.  Aerosoi C.

A

Any medical use described in section 64E-6.626, F.AC.

Any medical use described in section 64E-6.827, F.A.C., except gases, aerosols and




et
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The authorized place of use is the licensee's facllity located at the address in ftem 2.

19. Fallure o comply thh the prowsnons of thl Hcense is a felony of the third degree pursuant Yo
] eyt Uney warrant an administrative fine of up to-
J@2, Florida Statutes,
Z, iy

"
13. aged, prepared for

ral Regulations and

shipment, and transpey
Chapter 64E-5, F.A.C."

14.  Sealed sources containing lica

18.  The licensee shall not authorize release from conﬂnement for medical care any patient .
administered-a radiopharmaceutical until: : : '

A.  The dose rate is less than 5 millirem (50 microsieverts) per hour at a distance of ;
1 meter; or i

B. Tha amount of radicactive material in the patient is less than 30 mitlicuries.

16.  The licensee shall implement the quality ménagement program (QMP) as stated in Condition
17 and section 64E-5.611, F. AC.
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A
:
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17 A Exceptas speciically provided otherwise by this license, the licensee shall possess and

ECCOrmgnid by fIlinG Jexs Jisad by

use licensed material described in items 6, 7, 8, and 8 of this license in accordance with
statements, representations and procedures contained in the licensee's application

dated February 16, 2002, signed by Mark J. Marzano, M.D., President, and
correspondence dated: 3

May 13, 2002 (revised facility diagram), and B

January 17, 2005 (delegation of authority — Mark Smith, Radiation Safety Officer) and {8
(new use location), all signet-SEYAKd-Marzanc, M.D., Presidert. :

o

B.  The licensee shall oomoim %

Administrative Cede Sari) Entoug st e

applications grlarrespoRing Mgkttt
¥ L) A

regulations. A

Radlation Control; *

Issuance Date: JANZ 6 2003 - ,[%,/ M

iltie R, Burgess [ ,
Environmental Speciealist
‘4052 Bald Cyprese Way — 8in €21
Tallahassee, FL. 32399-1741

(880) 245-4545
A paity whose substsnikal Iogarest Is affected by this orer mayi pettion for an administslive Boaring (MeSiant to esotions 420,009 ard 120.57, Floride Stebtes, Such praceadings are}
governad by Rule 22-108, Fionda Adminkirgivg Code. A peifion for administrative hagving must Ba In wiiting and must be rsasivea by the Agency Glark far the Deparimant, within
wamy-one (21) days for the receipt of this ordaer, Tha addreas o the Agercy Clark la: Agenay Glerk, 4052 Bald Cypress Yay, BIN & A0, Tallahasaes, Flonda 323931703, The
Agency Ciark's fasimile numbar 13 B80-410.%448. A copy of the putiiion should aleo be sont to: Bureau Chief, Burasu of Ra%aunn Control, 4DS2 Baid Oypress Way, BIN # C21,
Tallahassea, FL 823901744, Tha Bureat Chief'3 facwimlie number is 850-487-0438, Medation & mot svallabie as an alternative remedy, Your (Gllune 1 Submit & peiilon for hoaring
WIRPHD 21 deaye TYom /BCRIPE aF this order wik constiule a walver of your right te 2n aominiatrative haaring, snd this ordar ahall basome "kl order.” Shoutd this ander bocoms @ Snat
cnder, 3 paiy w0 (3 sdversaly affectsd by 1t ik entitiad to judicial review purevant fo Section 120,88, Florids Statutes. Review proteadings sre governed by the Fiorga Rules of
Apvoligte Proceduce. Such proceadings may ba commancad by fliing one copy of a Notice of ADEEa! With e Agency Cierk (T (e Depanmert of Aealth and @ second copy,
i whh the Court of Appeal (p within 30 daye of rendion o the final ordar.




This is to acknowledge the receipt of your letter/application dated

5/7/5/*7—4 o7 , and to inform you that the initial processing which
includes an administrative review has been performed.

Arteard. T 7-20¢3—0f
There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

D Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number /%5 %
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (R]) Sincerely,
(6-96) Licensing Assistance Team Leader



