2/11/09

RE: License No. 06-01060-01  »7p ol U7/
Subject: License Amendment

Dear Sir/Madam:
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Bridgeport Hospital requests the following change in authorized users for medical

use on our license:

1. Addition of Michael D Meszaros, M.D. for parts 35.100; 35.200 and 35.300

including thyroid carcinoma

Enclosed is forms 313A (AUD) and 313A (AUT) for Dr. Meszaros. He is AU Eligible as

noted on his Board of Radiology certificate.

If there is any other material required, please contact me at (203)384-3168 or

xdwish/wbpthosp.orse.

Sincerely,

Qe A Wt

David S. Wishko, Ph.D.
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Iﬁc FORM 313A {(AUD) U.S. NUCLEAR REGULATORY COMMISSION

(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 3150-0120§
AND PRECEPTOR ATTESTATION EXPIRES: 10/31/2008

(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
Michael D Meszaros, MD - @ Connecticut
Requested Authorization(s) (check all that apply)
| v 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 and 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 education and experience since
the required training and experience was completed. Provide dates, duration, and description 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 materials, skip to and complete Part II
Preceptor Attestation.

lii! 2. Current 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 35.280.

b. Supervised Work Experience.
{If more than one supervising individual is necessary to document supervised work experience, provide multiple

copies of this section.)
e . . ‘
i - . Location of Experience/License or Ciock | Dates of
i Description of Experience Permit Number of Facility " Hours | Experience*
fEIuting generator systems i ‘ ‘
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:
_éﬁ-;_)-e_r-v_-ié-ind Individual - o ‘License/Permit Number listing supervising individual as an

‘authorized user

iSupervisor meets the requirements below, or equivalent Agreement State requirements {check all that apply). 1

35.290 | i 35.390 + generatar experience in 32.290(c)(1)(i}G)

NRC FORM 313A (AUD) {10-2007) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUD)
{10-2007)

U.5. NUCLEAR REGUILATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Description of Training

‘Radiation physics and
sinstrumentation

| Radiation protection

Mathematics pertaining to the use

[ SN

and measurement of radioactivity

Chemistry of byproduct material
for medical use (nof required for
135.590)

Radiation biology

|l | 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.

Location of Training

Détes of
Training*

Clock
Hours

Total Hours of Training:

" Supemsed Work E;(perience
|

| Experience:

éTotaI Hours of

b. Supervised Work Expenience {completion of this table is not required for 35.590).
{(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

Description of Experience
Must Include:

Location of Experience/License or

Permit Number of Facility

Dates of
Experience*

Confirm

|Ordering, receiving, and unpacking
radioactive materials safely and
performing the related radiation
Isurveys

Performing quality control
.procedures on instruments used to
‘determine the activity of dosages
.and performing checks for proper

operation of survey meters

i ] Yes

L1 Yes

| No
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NRC FORM 313A (AUD) 1.S. NUCLEAR REGULATORY COMMISSION
(192000 UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

Déscription of Experience ) Location of Experience/License or Confirm Datgs of

Must Include: Permit Number of Facility a | Experience” ;
Calculating, measuring, and safely | | Yes
preparing patient or human research —
subject dosages . _iNo
| Using administrative controls to | | Yes
prevent a medical event involving the i
use of unsealed byproduct material i iNo
‘Using procedures to contain spilled | Yes
byproduct material safely and using )
proper decontamination procedures .. No
-Administering dosages of radioactive .+ | Yes
idrugs to patients or human research P
subjects L No
EEIuting generator systems appropriate ' Yes
‘for the preparation of radioactive
drugs for imaging and localization | | No
.studies, measuring and testing the | o
eluate for radionuclidic purity, and !
processing the eluate with reagent
'kits to prepare labeled radioactive
:drugs
Supervising Individual i License/Permit Number listing supervisihg individual as an

~authorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
135190 | | 35.290 | | 35.390 | 35.390 + generator experience in 35.290(c)(1){ii)}(G)

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

Device Type of Training i Location and Dates

| |

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part il Preceptor
Attestation.
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(102007} A UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION
Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. if more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. ( Not
required to meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency.”

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

For 35.190
Board Certification
/| | attest that Michael D. Meszaros has satisfactorily completed the requirements in

Narrié of F’ropose]Auﬂworized Uséf
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
|, 1 attest that has satisfactorily completed the 60 hours of training and
" Name of Proposed Aiftﬁoﬁzed User

experience, including a minimum of B hours of classroom and laboratory training, required by 10 CFR
35.190(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.

For 35.290
Board Certification
/| | attest that  Michael D. Meszaros has satisfactorily completed the requirements in

Name of Proposed Authorized User
10 CFR 35.290(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 and 35.200.

OR
Training and Experience

g | attest that has satisfactorily completed the 700 hours of training
Name of Proposed 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 to function independently as an
authorized user for the medical uses authorized under 1¢ CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

},/ } | meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:
v 35190 || 35.290 |1 35.390 | v/ 35.390 + generator experience

Name of Preceptor

Scott C Williams, M.D.

License/Permit Number/Facility Name

06-01060-01 Bridgeport Hospital

1Telephone Number iDate
\ i
(203) 384-3177 101/14/2009
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* JNRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE N
AND PRECEPTOR ATTESTATION EXPIRES: 100412008

(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User | State or Territory Where Licensed
Michael D Meszaros, M.D. Connecticut

Requested Authorization(s) (check all that apply):

V135300 Use of unsealed byproduct material for which a written directive is required

OR

i | 35.300 Oral administration of sodium iodide I-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

| |35.300 Oral administration of sodium iodide I-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

|_| 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuciide with a photon energy less
than 150 keV for which a written directive is required

' | 35.300 Parenteral administration of any other radionuclide for which a written directive is required

PART I -- TRAINING AND EXPERIENCE
{Select one 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 related continuing education and experience since the required training and
experience was completed. Provide dates, duration, and description of continuing education and experience related
to the uses checked above.

!I/I 1. Board Certification

a. Provide a copy of the board certification.

b. For 35.390, provide documentation on supervised clinicai case experience. Thetable in section 3.c. may
be used to document this experience.

c. For 35.396, provide documentation on classroom and iaboratory training, supervised work experience,
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to
document this experience.

d. Skip to and complete Part il Preceptor Attestation.

| | 2. Current 35.300, 35.400. or 35.600 Authorized User Seeking Additional Authorization
a. Authorized User on Materials License

—_— under the requirements below or
equivalent Agreement State requirements (check all that apply):

- 35.390 - 35.392 . 35.394 || 35.490 ] 35890

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part Il Preceptor Attestation.

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supetvised clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Also provide completed Part |l Preceptor Attestation.

NRC FORM 313A (AUT) {10-2007) PRINTED ON RECYCLED PAPER PAGE 1




NRC FORM 313A (AUT) U.5. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contihued)

| | 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training | 35.390 I 353092 | 35.304 | 35396
Description of Training 1 Location of Training ! IgnI)cLCrI; ‘ ‘I[‘)r ?iﬁ?ngt

i
|

|

!Radiation physics and

instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Chemistry of byproduct ‘ ‘
material for medical use

Radiation biology

Total Hours of Training:
| .

b. Supervised Work Experience | | 35.390 135392 | 35.394 . 35.396
If more than one supervising individual is necessary to document supervised training, provide multiple copies
of this page.

‘Supervised Work Experience | Total Hours of
iExperienv::e:

Description of Experience | L ocation of Experience/License or

Must Include: Permit Number of Facility

"~ Dates of
_ Experience*

-+

Confirm

— e [

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

| | Yes

I

Performing quality control ' Yes
procedures on instruments S
used to determine the activity TN
of dosages and performing P °

'checks for proper operation of

“survey meters ;

Calculating, measuring, and 1 Yes
safely preparing patient or Lo -

‘human research subject ‘ "No
‘dosages i

Using administrative controls to " Yes
prevent a medical event ; -

involving the use of unsealed ' 1 No
byproduct material ‘

. e e S e e 1 e | R -
Using procedures to contain || Yes

spilled byproduct material
safely and using proper L INo g
decontamination procedures o :

PAGE 2



NRC FORM 3134 (AUT)
{10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

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

'Supervising Individual

apply)“"

| | 35.204 i
. 35396

! requesting authorized user status.

multiple copies of this page.

IOral administration of sodium
.lodide |-131 requiring a written
‘directive in quantities less than
-or equal to 1.22 gngabecquerels
(33 millicuries)

Oral administration of sodium |
iodide 1-131 requiring a written |
directive in quantities greater
'than 1.22 gigabecquerels (33
millicuries)

i Parenteral administration of
any beta-emitter, or
photon-emitting radionuciide
‘with a photon energy less than .
1150 keV for which a written
{directive is required
'Parenteral administration of
any other radionuclide for
swhich a written directive is
rrequired

[
|
|
|
|
|
i

i {List radionudédééi o

b. Supervised Work Experience (continued)

c. Supervised Clinical Case Experience
If more than one supervising individual is necessary to document supervised work experience, provide

Participation

' 35.390 With experience administering dosages of;

i 135392 | | Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
"7 gigabecquerels (33 millicuries)

o | Oral Nat-131in quantities greater than 1.22 gigabecquerels {33 millicuries)

| Parenteral administration of beta-emitter, or photon-emitting radionuciide with a photon
" energy less than 150 keV requiring a written directive is required

i Parenteral administration of any other radionuclide requiring a written directive

|"" Supervising Authorized User must have experience in administering dosages in the same dosage category or categones as the individual

| Number of Cases ]
Description of Experience { Involving Personal :

License/Permit Number Iisting' shper#iéing individual as an
‘authorized user

Location of Experience/License or Permit Dates of
Number of Facility i Experience*




NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
{16-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

c. Supervised Clinical Case Experience (continued)

S_upervisinarﬁi\}i'aual " License/Permit Number Iiéting superviéing individual as an
-authorized user

| | 35.390 With experience administering dosages of;

[[]135.392 : | Oral Nal-131 requiring a written directive in quantities less than o equal fo 1.22
| | 35304 | gigabecquerels (33 milicuries) |
135396 [,1 Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) :

© | | Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
"~ energy less than 150 keV requiring a written directive is required
o

. 7 Parenteral administration of any other radionuclide requiring a written directive

*  Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual
requesting authorized user status.

d. Provide completed Part Il Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and expenience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency.”

First Section
Check one of the following for each requested authorization:
For 35.390C:
Board Certification

‘v 1lattestthat Michael D Meszaros, M.D. has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a}(1).

OR

Training and Experience
- |1 attest that has satisfactorily completed the 700 hours of training

Name of Prc;pésed Authdrized .User

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 {b)(1).

PAGE 4



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

{10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)
First Section (continued}
For 35.392 (identical Attestation Statement Regardiess of Training and Experience Pathway):

'/ | | attestthat Michael D Meszaros, M.D. has satisfactorily completed the 80 hours of classroom

Namero'frl;’rlrobéséd Authorized User

and laboratory training, as required by 10 CFR 35.392(c}{(1}, and the supervised work and clinical case
experience required in 35.392(c)(2).

For 35.394 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

|/ | attest that Michael D Meszaros, M.D. has satisfactorily completed the 80 hours of classroom
. ' Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.394 (c}{1), and the supervised work and clinical case
experience required in 35.394(c)(2).

Second Section

v ! lattestthat Michael D Meszaros, M.D. has satisfactorily completed the required clinical case
T 77 Name of Proposed Authorized User

experience required in 35.390{b)(1)(ii)G listed below:

gigabecquerels (33 millicuries)

Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

5____5 Parenteral administration of any other radionuclide requiring a written directive

Third Section

W | attest that Michael D Meszaros, M.D. has satisfactorily achieved a level of competency to
Name of Proposed Authorized User

function independently as an authorized user for:

| | Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

¢! Oral Nai-131 in guantities greater than 1.22 gigabecquerels (33 millicuries)

_] Parenteral administration of beta-emitter, or photen-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

" Parenteral administration of any other radionuclide requiring a written directive

PAGE &




NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

Fourth Section
For 35.396:
Current 35.490 or 35.690 authorized user:

/] 1attest that Michael D Meszaros, M.D. is an authorized user under 10 CFR 35.490 or 35.690
- Name of I-';;'ro_po_sedmAumorized User

or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised wark and clinical case
experience required by 35.396(d)(2), and has achieved a level of competency sufficient to function
independently as an authorized user for:

\ /‘ Parenteral administration of any beta-emitter, or photon-emitting radionuctide with a photon energy less
> than 150 keV for which a written directive is required

v Parenteral administration of any other radionuclide for which a written directive is required

OR

Board Certification:

| 1 attest that has satisfactorily completed the board certification

requirements of 35.396(c), has satisfactorily completed the 80 hours of classrcom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case expefience required by
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an
authorized user for:

{ ! Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
"~ than 150 keV for which a written directive is required

| Parenteral adminstration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

|7i 1 meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

v 35390 v 35392 IV 35.394 /| 35.396

| 1 have experience administering dosages in the following categories for which the proposed Authorized User is
" requesting authorization.

[ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
" millicuries)

i | Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

| | Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
" 150 keV requiring a written directive is required

. | Parenteral administration of any other radionuclide requiring a written directive

Name of Preceptor \Signature ' ‘Telephone Number ‘Date
| ‘ i

see enclosed documentation \ ’

License/Permit Number/Facility Name
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Form A

American Board of Radiology — Program Director Attestation
COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS

More information can be found at the following link:

http://www.nrc.govireading-rm /doc-collections/cfr/part035/part035-0290.html

Hichael D-fleszates Dw&mﬂu [udlys B0-01-01- 2.

Resident Name Proftam Program #

By the time of the ABR oral examination, this applicant will have successfully completed the hours of
training and experience as outlined in 10 CFR 35.290 and 35.392........oviiiiiiiiniiiniiin e

This applicant has taken part in > 3 cases of oral administration of I-131 therapy (< 33mCi)..............

The resident’s logbook of these therapy experiences (date, dose, and preceptor) is attached...............

The work and experience cited above for § 35.290 was obtained under the supervision of an
Authorized User (AU) who meets the requirements under relevant sections of § 35.290 or equivalent
Apgreement State FEQUITBIMEITS. ... ..o vuiiiitiit st ssse s ersen s s s s

The work and experience cited above for § 35.392 was obtained under the supervision of an
Authorized User (AU) who meets the requirements under § 35.390, 35.392 or 35.3%4 or
equivalent Agreement State reqUIrEMENts. ... .....oiiiiiiiiiiiiiiii i e

YES NO
e
V4
5~y7ok

Tacelun D Cheuhff V|7
Residency Prpgram Director Program Director v N

(Print Name) (Signature)

Date



Form B

1-131 Therapy Experience

H:‘Fhaﬁ{ 0fﬂ£524/59 Dtmr\oﬁ‘ K‘*C( 0[0‘1"\ 30-0{-0(

Resident Name U Program & Numbgt
Date Dose Administered Preceptor (AU) Print & Sign Name

IQZLQ/@_W 7.6 et P,Mcm f:@qe,/ ML
e /ﬁgwx

Sign Name -

/2/)7/0‘:{ Q?Q/‘?Cc Alan S/eq@/ M.
S e

Sign Name

I%/QZ/W 939000 Alan . ecef M. .

Print Name

MW
Sign Name /

GM 2‘7'?/‘0&' Alon §r'(e// /’/ ﬂ
Prmtgame ﬁ%&

Sign Name /

[
.

L

w

=




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

Z’/(( /Z-oo? . and to inform you that the initial processing which
includes an administrative review has been performed.

APleps). €~ 010 e -
There were no administrative omissions. Your application was assigned 1o a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

|:| Please provide 1o 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 /4‘2 F‘?{f‘
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 (RI} Sincerely,
(6-96) Licensing Assistance Team Leader



