Simmons, Toye

From: Jacqueline P, Katz <Jacqueline.P.Katz@comhs.org>

Sent: Wednesday, February 05, 2014 9:21 AM

To: Simmons, Toye

Subject: Updated attestations

Attachments: Dr. Thomas Shin 313A AUD form.pdf; Dr. Spackey AUD 313A NRC form 2.pdf
Ms. Simmons:

Dr. Lee reviewed the attestation form for Dr. Spackey and Dr. Shin and has updated them to include a request to be an
authorized user for 35.200.

Please let me know if you have any questions.
Thank you,

Jackie Katz

Director Radiation Oncology and Medical Physics
Community Hospital

Munster, IN

Office: 219-836-7351

Fax: 219-852-6476

This message and attachment(s), if any, is intended for the sole use of the individual and/or entity of
which it is addressed, and may contain information that is privileged,confidential and prohibited from
disclosure under applicable law. If you are not the addressee, or authorized to receive this on behalf of
the addressee, you are hereby notified that you may not use, copy, disclose or distribute to anyone this
message or any part thereof. If you have received this in error, please immediately advise the sender by e-
mail and delete this information and all attachments from your computer and network. Thank you.




NRC ;om 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION s toars s 00
(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
nom as g‘ " ZN

Reguested Autharization(s) (check all that apply)

2\’35.100 Uptake, dilution, and excretion studies
35.200 Imaging and localization studies

D 356.500 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.

[X 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 compiete Part il
Preceptor Attestation.

e

a. Authorized user on Materials Licerise
State requirements seeking authorization for 35.290.

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

copies of thig section.)

- Lodation of Experiencé/License or C!dck Dates of
Description of Experience Permit Number of Facility Hours Experience*

Eluting generatar 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 License/Permit Number listing supervising individual as an
authorized user

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

[] 35290 [} 35.390 + generator experience in 32.290(c)(1)(ii)(G)

NRC FORM 313A (AUD) {05-2012) PAGE 1




FRC FORM 313A (AUD)
I

05-2012)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Description of Training

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

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

Radiation biology

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

Supervised Work Experience

Description of Experience
Must Inciude:

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

Performing quality control
procedures on instruments used to
determine the activity of dosages
and performing checks for proper
operation of survey meters

(] 3. Iraining and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.

Location of Training

Total Hours of Training:

Total Hours ‘of-
Experience:

Location of Experience/license or
Permit Number of Facility

Clock
Hours

Confirm
[ ]ves
D No
[] Yes
[ 1No

Dates of
Training*

Dates of
Experience

*

NRC FORM 3134 (AUD) (05-2012)

PAGE 2




I:?:HEORH 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
¢ ' AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {(continued)

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

Descripti‘dn' of E.a—q:;e—rie'nce~ Locétion /of “Eﬂxbe.rievn-éeleicehse or o Co nﬁrm ‘ Dates of
Must Include: Permit Number of Facility 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
use of unsealed byproduct material [JNo
Using procedures to contain spilled [] Yes
byproduct material safely and using
proper decontamination procedures []No
'Administering dosages of radioactive [] Yes
drugs to patients or human research
subjects [JNo
Eluting generator systems appropriate D Yes
for the preparation of radioactive
drugs for imaging and localization D No

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

License/Permit Number listing suﬁé&iﬁ]ﬁa- individual as an

Superviéi'n"é individual
authorized user

Supervisor meets the requirements beiow, or equivalent Agreement State requirements (check one).
[]3s5.190 [] 3s.290 []35.390 [] 35.390 + generator experience in 35.290(c){1)(ii}(G)

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

Device Type of Tralning 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.

NRC FORM 313A (AUD) (05-2012) PRoe?




NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
©*201%  AUTHORIZED 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 documant 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
B(l attest that ’ﬂ;o Ma s 5{‘ in_ has satisfactorily completed the requirements in
Name of Proposed Authorized User
10 CFR 35.180(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medicat uses authorized under 10 CFR 35.100.
OR

Training and Experience
D | attest that 7‘{;‘ oma S 5 b has satisfactorily completed 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 function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.280

Board Certification
Eéi | attest that ﬁ't@ynas S ;VW? has satisfactorily completed the requirements in

Name of Proposed Authorized User

10 CFR 35.280(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
«*@Tanmhat : :
" "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 10 CFR 35.100 and 35.200.

has satisfactorily completed the 700 hours of training

Second Section
Complete the following for preceptor attestation and signature:

E]'l meet the requiremen 3 low, or equivalent Agreement State requirements, as an authorized user for:
35.290

[135.190 (135380  [] 35.390 + generator experience
Name of Preoeptor T o M'Signaft‘;rre o ' ' Telephone Number Date
v (g O/ : -
dowscrod Lec g 5 /M fw@ A-681
License/Permit Number/Facility Name iy 4 o L/w

NRC FORM 313A (AUD) (05-2012) PAGE 4
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
{05.2012)
AUTHORIZED USER TRAINING AND EXPERIENCE ,
AND PRECEPTOR ATTESTATION EPiRaS: Joasr0ygy o120

(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
Justin S\?AQKE‘\/ | [NDIANA

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

E 35.100 Uptake, dilution, and excretion studies

1] 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.

911. 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 camplete Part (I
Preceptor Attestation.

D 2. Current 35.390 Authorized User Seeking _Adgitional 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 Expetience.
(If more than one supervising individual is necessary to document supervised work experience, provide multiple

copies of this section.)

T
!

Clock | Datesof |

L.ocation of Experience/lLicense or
Experience”

‘ Description of Experience l Permit Number of Facility

1EEIuting generator systems 4
‘appropriate for the preparation of |
.radioactive drugs for imaging and
‘{ocalization 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:

License/Parmit Number ﬁéting sup“éﬂi}s:iﬁg individual as an i
autharized user

"Supervising Individual
!

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

i

[] 35290 (] 35.390 + generator experience in 32.290(c)(1)(ii)(G)

NRC FORM 313A (8UD) (05-2012) PAGE 1




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
©*37'%  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

(] 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.
- i o » | Clock | Datesof |

Description of Training , Location of Training ' Hours . Training®

i N s

{
H
i

|
| ? |
‘Radiation physics and !
Jinstrumentation ; !

!

! i
i

i

i
i ;
| !

fRadiation protection

1
!
;
|
i
i
i
j
1
|
i
|
i
|
i
i

LY

?Mathematics pertaining to the use
land measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
135.590)

|

; s

Radiation biology

:
{
|
|
i
|
I
|
!
i
|
|
Total Hours of Training: I

§b~ Supervised Work Experience (completion of this table is not required for 35.590). ;
(/f more than one supervising individual is necessary to document supervised work experience, i,
provide multiple copies of this section.) |
P . i

e et i ]

: Total Hours of
55upemsed Work Experience Experience:

| Description of Experience | Location of Experience/License or | o | Datesof
* Must Include: ; Permit Number of Facility « | Experience” |

e

[Ordering, receiving, and unpacking | ’ [ Yes ; !
radioactive materials safely and ; f

iperforming the related radiation ! D No ; j
surveys ? : 5 ‘

|

i

‘Performing quality control ? ]
iprocedures on instruments used to | ;] Yes
'determine the activity of dosages | "

‘and performing checks for proper [ No
'operation of survey meters ‘

!

i
ek
'
f

~REC FORM 3134 (AUD) 106-2012)




NRC FORM 313A {AUD) U.S. NUCLEAR REGULATORY COMMISSION
#3203 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience. (continued)

| Description of Experience Location of‘ExperiencelLicense of I Confirm | Dates of j
j Must Include: g Permit Number of Facility ,; i Experience” |
i . PP r et et s Rp— R P Y p———— H
;Calculating, measuring, and safely | 5 [] Yes

! preparing patient or human research | ! ‘

{subject dosages ; NRL !

[] Yes t
[]No

}

;Using administrative controls to
Iprevent a medical event involving the
juse of unsealed byproduct material

{
:
S S

Using procedures to contain spilled | D Yes
{byproduct material safely and using | !
.proper decontamination procedures [JNo |

S s ..‘y
jAdministering dosages of radioactive ,! [] Yes
idrugs to patients or human research | ,
'subjects ! I No E
o {- — e
,Eluting generator systems appropriate D Yes

‘for the preparation of radioactive
\drugs for imaging and localization [] No
istudies, measuring and testing the ;
eluate for radionuclidic purity, and !
processing the eluate with reagent | !
}kits to prepare labeled radioactive ]

.drugs

‘License/Permit Number listing supervising individual as an

Supervising Individual
‘authorized user

i Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
j []35.190 [} 35.290 []35.380 [T] 35.390 + generator experience in 35.280(c)(1)(ii){(G)

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

Davice Type of Training Location and Dates
| | |
| |

O I
d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part I Preceptor
Attestation.
PAGE 3
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NRC F_ORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
820%% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART It - 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 35.1390
Board Certification .
E | attest that _ Jugﬂ N \/ ?A(,KJ,\f has satisfactorily completed the requirements in

Namae of Proposed Autherized 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 . /gp

[:[ | attest that \Sqﬂ‘rm‘%-‘fﬁ\gxzfg has satisfactorily completed 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 function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.290
Board Certification )
m | attest that L) q gﬁ}/} 5 /) a.< A’ e”a/ has satisfactorily completed the requirements in

Name of Proposed Autforized 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
[:] | 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 10 CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

D I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

35.190 35.290 [] 35.390 (] 35.390 + generator experience

[Telephone Number iDate

@) -vs¢ g 2081

'§é’ﬁw"é'67§receplor ISignature
' ) H
Jeo JaTieoq) L&é AT | 9 A«—/

License/Permit (Qumbe(/Facility Name

NRC FORM 3134 (AUD) [05-2012)




