cere—-—s Bayhealth Medical Center Kent Genera! Haspital Milford Memarial Hospital

640 S. State Street, Dover, DE 19901 21 W. Clarke Avenue, Milford, DE 19963
{302) 674-4700 (302) 422-3311

December 2, 2010
Janice Nguyen

Health Physicist Msk

Nuclear Materials Safety Section

Division of Safety & Safeguards G-¥

U.S. N.R.C. - Region | S o7§ 65
475 Allendale Rd. 03®

King of Prussia, PA 19406
RE: Mail Control # 573485

Dear Ms. Nguyen,

An application for license amendment, dated September 1, 2010, was submitted to the
U.5.N.R.C. to add four physicians to our license as authorized users (AU) of 35.100 and 35.200
materials. In response to this amendment, you sent an email to the attention of our Health
Physicist, dated November 9, 2010, outlining a request for additional documentation on each of
the AU’s requested for addition to our license. Enclosed please find a completed NRC313a
(AUD) form for each of the physicians listed below.

Kathleen M. Hughes, M.D.  ABR 2008 — AU Eligible

Amit Newatia, M.D. ABR 2008 — AU Eligible

Yogi Trivedi, M.D. ABR 2008 — AU Eligible

Vijay Viswanathan, M.D. ABR 2007 — AU Eligible
ABNM 2006

If you have any questions, please contact our consultant radiation physicist, Jay Yoder, MS, of
Walter L. Robinson and Associates at 717-475-6782, or contact us at 302-744-7057.

Our N.R.C. license no. is # 07-14850-01 (Bayhealth Medical Center — Kent General Hospital).

§7 3435
NMSS/RGN1 MATERIALS-002

‘ Bayhealth

Medical Center

Enclosures: (4 — NRC313 AUD)



NRC FORM 313A (AUD) : U.S. NUCLEAR REGULATORY COMMISSION
{32008)

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OME: NO. 3150-0120

AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012

(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
Vijay Viswanathan, M.D. Delaware

Requested Authorization(s) (check all that apply)

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 obtalned 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 Il
Preceptor Attestation.

ﬂD 2. Current 36.390 Authorized User Seeking Additional 35,290 Authotjzation

a. Authorized user on Materials License - meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experience,

(If more than one supervising individual Is necessary to document supervised work experience, provide multiple
copies of this section.)

. , Location of Experiencel/License or Clock Dates of
Description of Experience Permit Number of Facllity Hours Experience*

Eluting generator systems
appropriate for the preparation of
radloactive 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:

Supenvising Individual i License/Permit Number listing supervising individual as an

{authorized user

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

[]35200 [ ] 35.390 + generator experience in 32.280(c)(1)(ii)(G)

NRC FORM 3134 (AUD) (3.2009) PRINTED ON RECYCLER PAPER PAGE 1



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(2009 4 THORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

] 3. Training and Experlence for Proposed Authorized User
a. Classroom and Laboratory Training.

. - Clock | Dates of
Description of Training Location of Training Hours Training”

Radiation physics and
ingtrumentation

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

-
L Total Hours of Training:

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 multiple copies of this section. )

Supervised Work Exberience ' Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience”
Ordering, receiving, and unpacking ] Yes
radioactive materials safely and
performing the related radiation D No
surveys
Performing quality control . ]
procedures on instruments used to []Yes
determine the activity of dosages
and performing checks for proper L No

operation of survey meters

PAGE 2



NRC FORM 343A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@208 AL I THORIZED 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 Experience/License or Confirm | Datgs of .
Must Include: Permit Number of Facility Experience
. —
Calculating, measuring, and safely [ ]Yes
preparing patient or human research ‘ N
subject dosages [ ]No
Using administrative controis to | ] Yes
prevent a medical event involving the N
use of unsealed byproduct material U No
Using procedures to contaln spilled [ ] Yes
byproduct material safely and using
proper decontamination procedures [] No
Administering dosages of radioactive ] Yes
drugs to patients or human research
subjects [ ] No
Eluting generator systems appropriate D Yes
for the preparation of radicactive -
drugs for imaging and localization []No
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radicactive
drugs
Supervising Individual ELiecense/Permit Number listing supervising indlvidual as an
‘authorlzed user
!'
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
D 35.190 D 35.290 D 35.390 [] 35.390 + generator experience in 35.290(c)(1)(IXG)

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

Device Type of Training Location and Dates

d. For 35.500 uses only, stop here, For 35.100 and 35.200 uses, skip to and complete Part 1| Preceptor
Attestation,

PAGE 3




NRC FORM 313A (AUD) ! U.S. NUCLEAR REGULATORY COMMISSION
@200 A UTHORIZED USER TRAINING JI\ND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by thé 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 lo document experience, obtain a separate preceptor statement from each. (Not
required to meet training requireménts in 35.590)

{

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

First Section i
Check one of the following for each usé, requested:
For 35.190 |
Board Ceqllfication !
[ ] 1attest that J has satisfactorily completed the requirements in

Name of Praposeq Authorizad User
10 CFR 35.190(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medica) uses authorized under 10 CFR 35.100.
| OR
Training and Experience |
[ ] 1 attest that } _ has satisfactorily completed the 60 hours of training and
Nams of Propase#l Authorized Uszer

experience, including 2 minimum of 8 hours of classroom and laboratofy training, required by 10 CFR
35.190(c)(1), and has achievet a level of competency sufficient to function independently as an
authorized user for the medicafl uses authorized under 10 CFR 35.100.

For 35.290 i

'

Board Certification 5

\
(V] | attest that ~ Vijay Viswanathah, M.D. 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 medich uses authorized under 10 CFR 35.100 and 35.200.
i OR
Training and Experience (
[ ]l attest that has satisfactorily completed the 700 hours of training

Name of Praposdd Authorizod Uszer

and experience, including a rrJinimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(¢)(1), and has achleved a level of competency sufficient to function independently as an
authorized user for the medic{al uses authorized under 10 CFR 35.100 and 35.200.

Second Section i
Complete the following for preceptor a\ttestatlon and signature:

| meet the requirements below, or equivalent Agreernent State requirements, as an authorized user for:

|

135180  [y] 35290 ‘ I m 35.390 (1 '@ 35.390 + generator experience
) g 1

Name of Preceptor Sknbturd) / B / Telephone Number Date
Martin Begley, M.D, (302) 744-7062 12/01/2010

/ e
/ \ )
Lleense/Permit Number/Facllity Name ‘y V\) \](/ “ -
07-14850-01 / Bayhealth Medical Center - Ketd General Hospita
\ e
- /
- ~

|
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NRC FORM 312A (AUD) LL.S. NUCLEAR REGULATORY COMMISSION
{3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OME: NO. 3500120
AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012
(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
Yogi Trivedi, M.D. Delaware

Requested Authorization(s) (check all that apply)

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 desctiption of continuing
education and experience related to the uses checked above.

V] 1. Board Certification

a, Provide a copy of the board centification.

b. If using only 35.500 materials, stop here. if using 35.100 and 35.200 materials, skip to and complete Part I
Preceptor Attestation.

] 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 35.290.

b. Supervised Work Experience,

(If more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this section.)

Location of Experience/License or Clock Dates of

Description of Experience Permit Number of Facility Hours Experience*®

Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
locallzation studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare |abeled
radioactive drugs

Total Hours of Experience:

Supervising Individual o i License/Permit Number listing supervising individual as an
{authorized user
i

(135200 [ 35.390 + generator experience In 32.290(c)(1)(/I)(G)

NRC FORM 313A (AUD) (3.2008) PRINTED ON RECYCLED PAPER PAGE 1




NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
P20 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[] 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

o . 1 ) - 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 radioactivity
—
Chemistry of byproduct material
for medical use (not required for
35.590)
Radiation biology
Tatal Hours of Tralning:
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,
provide multiple copies of this section.)
Supervised Work Experience Total Hours of
L ) Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility

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

[7] Yes
(] Ne

Experience*

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

[]Yes
[ ] No

PAGE 2




NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
(2099 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 Experience/License or i Confirm Dates of .
Must Include; Permit Number of Facility Experience
Calculating, measuring, and safely [ Yes
preparing patient or human research N
subject dosages I No
Using administrative controls to [] Yes
prevent a medical event involving the
use of unsealed byproduct material [ INo
Using procedures to contain spilied [] Yes
byproduct material safely and using -
proper decontamination procedures [ No
Administering dosages of radioactive [ ] Yes
drugs to patients or human research
subjects [ ] No
Eluting generator systems appropriate ] Yes
for the preparation of radioactive
drugs for imaging and localization ] Ne
studies, measuring and testing the
eluate for radionuclidi¢ purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising Individual !License/Permit Number listing supervising individual as an
‘Eauthorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[]35.190 []35.290 [135.300 [ ] 35.390 + generator experience in 35.290(c)(1)(i))(G)

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

[ Device Type of Training { ocation and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part Il Praceptor
Aftestation,

FAQGE 3




NRC FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION
@2% " 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 precep{or 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 comnpetency."

First Section

Check one of the following for each use requested:

For 35190
Board Certification
[ ] 1 attest that has satisfactorily ¢ompleted the requirements in

Name of Proposed Autharized Usor

10 CFR 35.190(a)(1) and has achieved a level of competency sufficient 1o function independently as an

authorized user for the medical uses authorized under 10 CFR 35.100.
OR
Training and Experience
]t attest that has satisfactorily completed the 80 hours of training and

Name of Proponed Authorized User.

experience, ineluding a minimum of 8 hours of classroom and (abo
35.180(c)(1), and has achleved a level of competency sufficient to
authorized user for the medical uses authorized under 10 CFR 35,

For 35.290
Board Certification

ratory training, required by 10 CFR
function independently as an
100.

(V] I attest that ~ Yogi Trivedi, M.D. has satisfactorily completed the requirements in

Name of Propased Authorized User

10 CFR 35.290(a)(1) and has achleved a level of competency suff
authorized user for the medical uses authorized under 10 CFR 35,

cient to function independently as an
100 and 35.200.

OR
Training and Experience
u | attest that has satisfactorily Lompleted the 700 hourrs of training

Name of Propoaed Authorized User

and experience, including a minimum of 80 hours of clagsroom and laboratory training, reqwred by 10

CFR 35.290(c)(1), and has achieved a level of compatency sufficie

nt to function independently as an

authorized user for the medical uses authorized under 10 CFR 35J100 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:

[]35.190 35.290 B 35 380 i
. A i

| | 35.390 + generator experience
{

Name of Praceptor
Martin Begley, M.D.

i,

Telephone Number Data

(302) 744-7062 . 12/01/2010

S——

License/Permit Number/Facility Name i
07-14850-01 / Bayhealth Medical Center - Ken} egeral Hospital
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NRC FORM 3134 (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE ) APPROVED BY OMB: NO. 3160-0120
AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012
(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 Jsmte or Territory WHere Licensed

&nit Newatia, M.D. Delaware

Requested Authorization(s) (check al that apply)
|/ 35.100 Uptake, dilution, and excretion studies
[/] 35.200 Imaging and localization studies

[ ] 35.500 Sealed sources for diagnasis (specify device )
J

PART | -- TRAINING AND EXPERIENCE

(Select one of the three methods below)

* Training and Experience, Including board certification, must have peen obtalned within the 7 years preceding

the date of application or the individual must have obtained related continuirg education and experience since
the required training and experience was completed. Provide dates, duratidn, and description of continuing
education and experience related to the uses checked above.

ﬂ?\ 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 (!
Preceptor Attestation,

. Current 35.390 Authorized User Seeking Additional 35.290 Author)zation

a. Authorized user on Materials License meeting 40 CFR 35.390 or equivalent Agreement
State requiraments seeking authorization for 35,290.

b. Supervised Work Experience.
(If more than one supeérvising individusl is necessary to document sugervised work experience, provide multiple
capies of this section.)

. , Location of Experlence/Licefise or Clock Dates of
| Description of Experience Permit Number of Facilll Hours 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 Individua! ' ELiéense/Permlt Number listing supewisihg individual as an
iauthorized user
E
....................................... et b 5 et bttt aee oo eees e e eeeeere st et e e e e et e ee e eeeeeee oo
Supervisor meets the requirements below, or equivalent Agreement StatL requirements (check all that apply).
_]35.290 [_] 35.390 + generator experience in 32.280(c)(1)(i)(G)

M

NRC FORM 313A (AUD) (3.2000) PRINTED ON RECYCLED PARER PAGE 1




(3-2008)

NRC FORM 313A (AUD}
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEP

U.S. NUCLEAR REGULATORY COMMISSION
|OR ATTESTATION (continued)

[) 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.

Description of Training

Location of Training

Clock
Hours

Dates of
Training®

Radiation physics and
instrumentation

Radiation pratection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
35.550)

Radiation biology

Total Hours of Training:

I
b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising individual is necessary (o document su;:ferw‘sed work experience,
provide multiple copies of this section.)

Supervised Work Experience

Total Hkurs of
Experience:

determine the activity of dosages
and performing checks for proper
operation of survey meters

Description of Experience Location of Experience/Licehse or Confirm Dates of
Must Include: Permit Number of Facility Experience”
Ordering, receiving, and unpacking D Yes
radioactive materials safely and
performing the related radiation ] No
surveys
Performing qua!ity control ,
procedures on Inatruments used to [ Yes

[ ] No

PAGE 2
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@20 A\ 'THORIZED 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 Experience/Licerlse or Confirm Datgs of .
Must Include: Permit Number of Facility Experience i
— .
Calculating, measuring, and safely [ ]Yes
preparing patient or human research N
subject dosages [Ne
Using administrative controls to [ ] Yes
prevent a medical event involving the
use of unsealed byproduct material []No
Using procedures to contain spilled ] Yes
byproduct materlal safely and using ,
proper decontamination procedures 1N
Administering dosages of radioactive ] Yes
drugs 1o patients or human research .
subjects (] No
Eluting generator systems appropriate D Yes
for the preparation of radioactive
drugs for imaging and localization [ I Ne
studies, measuring and testing the
eluate for radionuclidic purity. and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising Individual i License/Permit Number listing supervisin‘g individual as an
gauthorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
L 135190 [ ]35.290 [ ] 35.390 []35.390 + genera}or experience in 35.290(c)(1)(ii)(G)

¢. For 35.590 enly, provide documentation of training on use of the devil:e.

( Device Type of Training Location and Dates

d. For 35,500 uses only, stop here. For 35.100 and 35.200 uses, skip QL and complete Part || Preceptor
Attestation,
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NRC FORM 313A (AUD)

U.S. NUGLEAR REGULATORY COMMISSION
(3-2008)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Board Centification

11 attest that has satisfactorily

Name of Propos;ad Authorized User

authorized user for the medica! uses authorized under 10 CFR 35.

OR
Training and_Experience

[ ] 1 attest that

Nams of Proposed Authorized User

experience, including 2 minimum of 8 hours of ¢lassroom and labo
35.190(c)(1), and has achieved a level of competency sufficient to
authorized user for the medical uses authorized under 10 CFR 35.

Eor 35.290
Board Certification

Note: This part must be completed by the individual's preceptor. The precepéor does nqt have to pe 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 experlence, 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

Cheack one of the following for each use requested:

For 35.190

10 CFR 35.180(a)(1) and has achieved a level of cornpetency suffi

has satisfactorily J:ompleted the 60 hours of training and

Jompleted the requirements in

cient to function independently as an
100.

ratory training, required by 10 CFR
function independently as an
100.

(/] 1 attest that ~ Amit Newstia, M.D. has satisfactorily

Name of Proposed Autharized User

OR
Iraining_and Experience

[ ] 1 attest that has satisfactorily

Name of Propoaed Authorized Usar

and experience, including a minimum of 80 hours of classroom an
CFR 35.290(c)(1), and has achieved a level of competency suffic)
authorized user for the medical uses authorized under 10 CFR 35

=)
=3

completed the requirements in

10 CFR 35.290(a)(1) and has achieved a level of competency suflcient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35/100 and 35.200.

completed the 700 hours of training

d laboratory training, required by 10

100 and 35.200.

nt to function independently as an

Second Section
Complete the following for preceptor attestation and signature:

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

(135190  [v] 352680 35.39(’) {1 [] 35.390 + generator experience
. - ) "
Name of Preceptor lafature! Talephone Number Date
Martin Begley, M.D. (302) 744-7062 12/01/2010

License/Permit Number/Facility Name
07-14850-01 / Ruyhealth Medleal Center - K
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO, 3150-0120
AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012
(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

Kathleen M. Hughes, M.D. Delaware

Rengéted Authorization(s) ?;heck all that apply)'

35,100 Uptake, dilution, and excretion studies

[/] 35.200 Imaging and localization studies

D 35.500 Sealed sources for diagnosis (speclfy 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,

V] 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 !
Preceptor Attestation.

[ ] 2. Current 35.390 Authorized User Seeking Additional 36.290 Authorization

a. Authorized user on Materialg License ’ meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.

(If more than one supervising Individual is necessary to document supervised work experience, provide multiple
copies of this section.)

Location of Experience/License of Clock Dates of

Description of Experience Permit Number of Facility Hours | 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 procesging the eluate
with reagent kits to prepare labeled
radioactive drugs

-

Total Hours of Experience:

i e

Supervising Individual i License/Permit Number listing supervising individual as an
;authofized user

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

[]3s.290 [ ] 35.390 + generator experience in 32.290(c)(1)(il)(G)

NRC FORM 313A (AUD) (3-2000) PRINTED ON RECYCLED PAPER
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(32009 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

| 3. Training and Experlence for Proposed Authorized User

a. Classroom and Laboratory Training.

. - Clock Dates of
Description of Training Location of Training Hours Training®
Radiation physics and
ingtrumentation
Radiation protection
Mathematics pertaining to the use
and measurement of radioactivity
Chemistry of byproduct material
for medical use (not requirad for
35.590)
Radiation bioclogy
Total Hours of Training:
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,
pravide multiple copies of this section.)
Supervised Work Experience “ Total Hours of
Experience: )
Description of Experience Location of Experience/License or Confirm Dates of
Must Include; Permit Number of Facility Experience”

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

[ ] Yes
D No

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

[ ]Yes
[ ]No
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
®209%  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience. (continued)

Description of Experience Location of Experiencellicense or Confirm Date_s of .
Must Include: Permit Number of Facility Experience
Calculating, measuring, and safely ] Yes
preparing patient or human research N
subject dosages [ INo
Using administrative controls to ] Yes
prevent a medical event involving the
use of unsealed byproduct material [ ] No
Using procedures to contain spilled (] Yes
byproduct material safely and using
proper decontamination procedures D No
Administering dosages of radioactive ] Yes
drugs to patients or human research
subjects [ ] No
Eluting 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 iLicense/Permit Number listing supervising individual as an
{authorized user
|
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
] a5.190 ] 35.200 [ ]35.390 || 35.390 + generator experience in 35.290(c)(1)(ii)(G)

c. For 35.590 only, provide documentation of training 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,
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@209 A THORIZED 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 nqt have to pe the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necassary 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 Centification

] attest that has satisfactorlly completed the requirements in
Nams of Propt;eed Authorized User

10 CFR 35.190(a)(1) and has achieved a level of cornpetency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35,100.

OR
Training and Experience
|:| | attest that has satisfactorily completed the 80 hours of training and

Name of Proposad 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

@ | attest that Kathleen M Hughes, M.D. has satisfactorily completed the requirements in
Name of Proposed Authorized User

10 CFR 35.290(a)(1) and has achieved a level of cornpetency 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
D | aftest that has satisfactorily completed the 700 hours of training

Name of Praposed Authorized User

and axperience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(c)(1). and has achleved 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:

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

[]35.1%0 35.290 |'_]J35.3s;oJ np 35.390 + generator experience

Name of Preceptor
Martin Begley, M.D,

Sigriatite

Telephone Number Date
AN2) 744-7062 12/01/2010

\
N

License/Permit Number/Facility Name Jw )
07-14850-01 / Bayhealth Medieal Center - Kenti@encrtl Hogpital
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