SAINTS@JOSEPH

HEALTH SYSTEM

August 13, 2018

United Slates Nucdlear Regulatory Commission
Regior i, Materials Licensing
2443 Warrenvilie Road, Suite 210

Lisle, i 60532-4352

RE: Amentment to NRC License No. 13-02650-02
control Number 605063
Saint Joseph Regional Medical Center

Dear Sir/tdadam:

We recenlly requested the addition of the following physicians as authorized users 1o
our NRC license for 10 CFR 35.100 and 35.200 material and use. We would ltike to
request the following additionat material and use for each of these physidians:

Angela S, Gonda, M.D,
Matthew R. Gillott. M.D.
Burke R. Morin, D.O.

Benjamin .. Rase, M.D.

10 CFR 35.300 (limited to oral administration of
sodium iodide 1-131)
10 CFR 35,300 (imited to oral administration of
sodium iodide 1-131)
10 CFR 35.300 (limited to oral adminisiration of
sodium lodide 1-131)
10 CFR 35.300 (limited to orat administration of
sodiumiodide |-131)

We have enclosed Form 313A {AUT). The ABR certificates for each physician were -
submitted with the previous amendment request {Control Number 609063}

Thank you for your cooperation.

If you have any questions or require additional

information, please contact cur Radiation Safety Officer, Sharon Updike at 734-862-

3197 or by email at supdike@mpephysics com.

Sincergly, f &)\}v
: /}\ § I

Christopher Karam, Chief Operating Officer

Executive Management

Saint Joseph Regional Medical Center

tMadical Centers

Mishawaka Medical Center
5215 Holy Cross Pkwy.
Mishawaka, IN 46545
574.335.5000

Rehabilitation institute
60205 Bodnar Bivd.
Mishawaka, IN 46544
574.335.8800

Plymouth Medical Center
1915 Lake Ave.

Plymouth, IN 46563
574.948.4000

Senjor Services
Holy Cross

. 17475 Dugdale Dr:

South Bend, IN 46635
574.247.7500

St Paul’s

3602 S. tronwood Dr.
South:Bend, IN 46614
574.284.9000

Trinity Tower

316 5. Saint Joseph St.
South-Bend, IN 46601
574.232.8111

VNA Home Care Mishawaka
3838 N. Main'St, Ste. 100
Mishawaka, IN 46530
574.335.8600

VNA Home Care Plymouth
510 W. Adams St., Ste. GL-50
Plymouth, IN 45563
574.335.75%0

Community-Based Programs

The Foundation

707 E; Cedar St,, Ste. 175
Sauth Bend, iN 46617
574.335.4540

Health insurance Services
5215 Holy Cross Pkwy.
Mishawaka, IN 46545
855.88.5JMED {855.887.5633)

Outreach Services
215W, 4th St, Ste. LL201
Mishawaka, IN 46544
574.335.3898

Physician Network
707 E. Cedar St, Ste. 200
South Bend, IN 46617
574.335.8758

www.simed.com
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
06-2015)
&7, AUTHORIZED USER TRAINING AND EXPERIENCE :
fRnd 3 AND PRECEPTOR ATTESTATION PRPROVED BY OMS: NG 1600120
SRS § (for uses defined under 35.300) i
“..o®  [10CFR35.390, 35.392, 35.394, and 35.396]
Name of Proposed Authorized User State of Territory Whers Licensed
Burke R. Morin, D.O. i

Requested Authorization(s) {check all that apply):
D 35300 Use of unsealed byproduct material for which a wrilten directive is required

OR
35300 Oral administration of sodium iodide 1-131 requiring a wiitten directive in quantities less than or squal to
1.22 gigabecquerels (33 millicuries)

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

D 35.300: Parenteral administration of any beta-emitter, or photon-emiiting radionuclide with a photon energy less
than 150 keV for which a written directive is required

D 35.300 Parenteral administration of any other radionuchide|for which a written directive is requlmd

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 related continuiﬁg education and experience since the required
training and experience was completed. Provide dates, durati
experience related to the uses checked above.

1. Board Certification

a. Provide a copy of the board certification.

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

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

n, and description of continuing education and

d. . Skip to and complete Part I Preceptor Attestation.

I[] 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 aiply):

[] 25390 [} 3s.302 [Jss304 [ 35.490 [] 35690

b. if currently authorized for a subset of clinical uses under 35,300, provide documentation op additional
required supervised case experience. The tabile in section 3.c)may be used to document this
experience. Also provide completed Part If Preceptor Attestation.

¢. 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 supervised clinical
case experience. The fables in sections 3.a., 3.b., and 3.c. may be used to document this experience,
Also provide completed Part It Preceptor Aﬁestanon

NRC FORM 3134 (AUT) (06-2016) PAGE 1
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NRC !;';)ORM 313A (AUT) i U.5. NUCLEAR REGULATORY COMMISSION
201
* AUTHORIZED USER TRAINING AND EXPERIENCE ANP PRECEPTOR ATTESTATION {continued)

[] 3. Iraining and Experience for Proposed Authorized UserL
a. Classroom and Laboratory Training [ ] 35.390 []B5.392 []35.394 [] 35.398

Description of Training ' Location of Training ﬁgﬁé .?':tlg;;{

Radiation physics and
instrumentiation

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 [ 35390 [[1ns.392 135304 135306
It mare than one supervising individual is necessary to docurment supervised fraining, provide mulfiple copies
of this page.

Supervised Work Experience Total Hours of Experience:

Description of Experience Lacation of Experience/license or Confirm Dates of
Must include: Permit Number of Facilily Experience™

Ordering, receiving, and :
unpacking radioactive materials []Yes
safely and performing the ‘ D No
related radiation surveys ‘

Performing quality condrol
procedures on instruments [1Yes
used to determine the activity
of dosages and.-performing [INo
checks for proper operation of
survey meters

Calculating, measuring, and

{safe!y preparing patient or D Yes
human research subject [INe
dosages

Using administrative confrols to Y
prevent a medical event D es
involving the use of unsealed [JNo
byproduct material v

Using procedures to contain

spilled byproduct material [1Yes
safely and using proper D No
decontamingtion procedures

NRC FORM 313A (AUT) {082018) PAGE2




?32%1 SORM IBAAUT) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AN*) PRECEPTOR ATTESTATION {continued)

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

Bupervising individual éLicense/Permit Number listing supervising individual as an
-authorized user

apply)™:

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

[]35.390 @ With experience administering dosages of:
[135:392 : [] Oral Nal-131 requiring a written directive in quantities less than or equal o 1.22
D 35.304 : gigabecquerels (33 millicuries) ;
D i : D Oral Nal-131 in quantities greater than 1.22|gigabecquerels (33 millicuries)
35.396 E] Parenteral administration of beta-emitter, orjphoton-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required
: I:] Parenteral administration of any other radio?uciide requiring a written directive

B R O N Ny N X

requesting authorized user slatus.

¢. Supervised Clinical Case Experience ‘ .
It more than one supervising individual is necessary to document supervised work experience, provide
multiple copies of this page.

Number of Cases . . ) . '

- . p Lacation of Experience/l.icense or Permit Dates of
Description of Experience involving Personal e . -
) Participation Number of Facility Experience

Oral administration of sodium
iodide 1F131 requiring a written
directive in quantities less than
or equal to 1.22 gigabecquerels
{33 millicuries)

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

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

(List radionuclides)

NRC FORM 318A (AUT) (052016) PAGE 3




NRC FORM 313A (AUT)
{06216}

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

3. Training and Experience for Proposed Authorized User {c(
c. Supervised Clinical Case Experience (continued)

ontinued)

Supervising Individual -Licen

autho

?’,’?ﬁ’%’?f’f ....................................................
[Ja5.300 : With experience administering dosages of:
[J3s.302 ; []Oral Nal-131 requiring a written directive in
D : gigabecquerels (33 millicuries)

353%4 . ToriNa-131in quantiies greater than 1.22
[(1as.306 :

huantities less than or equal o 1.22

ermit Number lisling supervising individual as an
rized user

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

gigabecquersls (33 millicuries)

[:l Parenteral administration of beta-emitter, o,
energy less than 150 keV requiring a wmter!

i [[] Parenteral administration of any other

h Supervnsng Authorized User must have experience in administering
requesting authorized user status:

d. Provide completed Part Il Preceptor Attestation.

tadlogudxde requiring a wntten directive

photon-em:ﬂmg radionuclide with a photon
directive is required

inthe same dosage &tegoty of categories as the individual

Note:  This part must be completed by the individual's preceptor.
individual as long as the preceptor provides, directs, or ver

one preceptor is necessary to document experience, obtain
3

the position sought and not attesting to the individual's "gen

First Section
Check one of the following for each requested authorization:
For 35.390:
Board Certification
[[] 1 attest that has

HName of Proposed Authorized User

requirements in 35.390¢@)(1).

OR

Training and Experience

[] 1 attest that has

Name of Proposed Authorized User

10 CFR 35.390 (b)(1).

PART I ~PRECEPTOR ATTESTATION
The preceptor does not have to be the supervising

By checking the baxes below, the preceptor is attesling that the individual has knowledge to fulfill the duties of

satisfactorily completed the training and experience

satisfactorily completed the 700 hours of training

and experience, including 2 minimum of 200 hours of classroom and laboratory training, as required by

training and experience required. 1f more than
a separate preceptor statement from each.

ral clinical competency.”

NRG FORM 313A (AUT) (06-2016)

PAGE 4




NRC FORM 343A {AUT)
{06-2015)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

Preceptor Attestation (continued)
First Section (continued)
For 35.392  {ldentical Attestation Statement Regardless of T

| aftestthat Butke R. Morin, D.O. has
Neme of Proposed Authorized Uger

and laboratory training, as required by 10 CFR 35.392(¢)
experience required in 35.392(c)(2).

} attest that Burke R. Morin, D.O. has

Natne of Proposed Authorized User

experience required in 35.394(¢)(2).
s o o A S BN DG RS WD SN EW TR ME GH DI WD NE M RN WSS MR RR JR RS N NN CNE WY MR

Second Section

[ attestthat Burke R Morin, D.O.
Name of Proposed Authodzed User

experience required in 35.390(b)(1)(iHG listed below:

Oral Nai-131 requiring 2 writien directive in quantities
gigabecquereis (33 millicuries)

Oral Nai-131 in quantities greater than 1.22 gigabecq

For 35.2394 (ldentical Attestation Statement Regardless of '_r;raining and gmﬁem:e Patbwax}:

and laborsatory training, as required by 10-CFR 35,394 (c)(1), and the supervised work and clinical case

has satisfactorily comple#ed the required clinical case

raining and Experience Pathway):

atisfactorily completed the 80 hours of classroom

(1), and the supervised work and clinical case

atisfactorily completed the 80 hours of classroom

I
|

iess than or equal to 1.22

herels (33 millicuries)

[ 1 Parenteral administration of beta-emitter, or photon-¢|
energy less than 150 keV requiring a writien directive

[} Parenteral administration of any other radionudiide r
Third Section

| attest that Burke R. Morin, D.O.
Nama of Proposed Authorized User

function independently as an authorized vser for:

Oral Nal-131 requiring a written directive in quantities
gigabecquerels (33 millicuries)

has satisfactorily achieved a level of competency to

fiting radionuciide with a photon
is required

uiring a written directive

—---------‘T-H-I----—-h-----l

less than or equal {0 1.22

Oral Nal-131 in quantities greater than 1.22 gigabecq

[ ] Parenteral administration of beta-emitter, or photon-e
energy less than 150 keV requiring a written directive

I:l Parenteral administration of any other radionuclide requiring a written directive

uerels (33 millicuries)y

itting radionuclide with a photon
s required

NRC FORM 313A (AUT) (05:2016)
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NRC FORM 313A (AUT)
08.2015)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

4.5, NUCLEAR REGULATORY COMMISSION

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

[]1 attest that is an

Mame of Propoted Autherized User

or equivalent Agreement State requirements, has satisfa
laboratory training, as required by 10 CFR 35.396 (d)(1
experience required by 35.396(d)(2), and has achieved
independently as an authorized user for:

than 150 keV forwhich a written directive is required

[] Parenteral administration of any other radionuclide fot

OR
Board Certification:

(11 attest that

Name of Proposed Authorized User
requirements of 35.396(c), has satisfactorily completed

35,396(d)}(2). and has achieved a.level of competency s
authorized user for

than 150 keV for which a written directive is required

o 43 G SP KA CHN WECME M M S5 KN RGN BE BB MY S G D RS ME BN W NN B W0 N O I I N
Fifth Section
Complete the following for preceptor attestation and signatu

35.390 35.392 35.394

requesting authorization,

millicuries)

150 keV requiring-a written directive Is required

Parenteral administration of any other radionuclide requi

£

Parenteral administration of any beta-emitter, or photon-emitting rad:onucl\de with a photon energy less

has satisfactorily completed the board certification

e
required by 10 CFR 35.396 (d)(1).and the supervised wé?m?(

D Parenteral administration of any beta-emitter, or photen-emitling radionuclide with a photon energyless

[[] Parenteral administration of any other radionudide for

j
I meet the requirements below, or equivalent Agreement S

35.

| have experence administering dosages in the following categories for which the proposed Authorized User is
. [v] Oral Nal-131 requiring a written directive in quantities less than or equal to 1,22 gigabecquerels (33

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

Parenteral administration of beta-emitter, or photon-emitt

i

authorized user under 10 CFR 35.490 or 35.690

Storily completed the 80 hours of classroom and
and the supervised work and clinical case
level of competency sufficient to function

which a written dii;'ectlve is required

80 hours of classroom and laboratory training
and clinical case experience required by
cient to function independently as an

which a written directive is required

e N P N MR M m  GR RO DN ER RZ W RZ PR RR R W NS

& requirements, a# an authorized user for;

396 1

ng radionuclide with a photon energy less than

g a wiitten directive

Date

Name of Preceptor Signsture Telephone Number ;
Linda Tuthill, MD. ln. GV ) | 579 - 300 50| S )12 )6
License/Permit Number/Facifity Name )
13-02650-02

PAGE &

NRC FORM 313A (AUT) (05-2016)




Angela 8. Gonda, M.D.

&Rg' ;ORM J13A (AUTY U.5. NUCLEAR REGULATORY COMMISSION
(w‘ i
.,af’”' '”"'«» AUTHORIZED USER TRAINING AND EXPERIENCEi iAPP v oS 180.0120
AND PRECEPTOR ATTESTATION | JapPROVED :NO.
(for uses defined under 35.300) B il
[10 CFR 35.390, 35.392, 35.394, and 35.396]
Name of Proposed Authorized User Territory Where Licensed

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

D 35.300 Use of unsealed byproduct material for which a written directive Is reqdired

@ wiitten directive in quantities less than or equal to

ja writlen directive in quantities greater than 1.22

n-emitting radionuclide with a photon energy less

¢ which:a written directive is required

OR
35.300 Oral administration of sodium iedide 1-131 requiring
1.22 gigabecquerels (33 millicuries)
35.300 Oral administration of sodium iodide 1131 requiring
gigabecquerels (33 millicuries)
[[]35.300 Parenteral administration of any beta-emitter, or ph
than 150 keV for which a written directive is requi
[]35.300 Parenteral administration of any other radionuclide
PART | - TRAINING Al
(Select one of the th

* Training and Experience, including board certification, must hav

D EXPERIENCE |
methods below)

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, duratio
experience related 1o the uses checked above.

1. Board Certification
a. Provide a copy. of the board cedtification.

. and description of continuing education and

b. For35.390, provide documentation on supervised dlinical case experience, The {able in section 3.¢. may

be used to document this experience.

c. For 35,396, provide documentation on classroom and laboratory training, supervised work experience,

and supervised clinical case experience. The tables in sections
document this experience.

d. Skip to and complete Part [l Preceptor Aftestation.

a. Authorized User on Materials License

3.a.,3.b;, and 3.¢. may be used to

2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

under the requirements below or

equivalent Agreement State requirements (check all that apply):

[] 35.390 [] 35392 [] 35304

[] 28

490 [] 35690

b. if currently authorized for a subset of clinical uses under 35.300, provide documentation on additional

required supervised case experience. The tdble in section 3.c.
experience. Also provide completed Part Il Preceptor Attestatio

may be used fo document this

n.

¢. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide

documentation on classroom and faboratory training, supervis
case experience. The tables in sections 3.a., 3.b., and 3.c. ma)
Also provide compieted Part Il Preceptor Attestation.

work experience, and supervised clinicai
be used to document this experience.

NRG FORM 3134 (AUT) (06-2016)

PAGE 1




NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
2016)
o AUTHORIZED USER TRAINING AND EXPERIENCE AND|PRECEPTOR ATTESTATION (continued)

[] 3. Iraining and Experience for Proposed Authorized User
a. Classroom and Laboratory Training [ ] 35.390 [[] 35.302 [[] 35304 [[]35.386

Description of Training Location of Trailﬂng g(l)%crg “il?rituei?n;‘f'

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 [Jas.392 135304 [135:398
If more than one supervising individual is necessary to document supervised training, provide multiple copies
of this page.

[
Supervised Work Experience Total Hours of Experience:

Description of Experience Location of Experience/License or 1 confim Dates of
Must Include: Permit Niimber of Facility : Experience*

Ordering, receiving, and

unpacking radioactive materials [ Yes
safely and performing the [INo
related radiation surveys .
Performing quality control ,
procedures on instruments []Yes
used to determine the activity
of dosages and performing [INe
checks for proper operation of
survey meters

Calculating, measuring, and Yes
safely preparing patient or | D ©
hurnan research subject L O No
dosages |

Using administrative controls to : D Yes
prevent a medical event
involving the use of unsealed [JNe
byproduct material

Using procedures to contain

spilled byproduct material D Yes
safely and using proper [JNo
decontamination procedures

NRC FORM 3134 (AUT) [06-2016) PAGE 2




NRC FORM 313A {AUT)
(06-2016)

AUTHORIZED USER TRAINING AND EXPERIENCE AND

U.S. NUCLEAR REGULATORY COMMISSION
PRECEPTOR ATTESTATION {continued)

b. Supervised Work Experience (continted)

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

Supervising Individual ‘Licens

energy less than 150 keV requiring a written
: [] Parenteral administration of any other radion

/Permit Number fisting supervising individual as an
autho et user

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

aPP’Y)'*

[[}35:390 : Wiih experience administering dosages of .
135202 [] Orat Nal-131 requiring a written directive in quantities less than or equal to 1.22
[]35.304 : gigabecquerels (33 millicuries)

] 35,305 | | Ol Nal131 in quantifes greater than 1.22 gigabecquerels (33 milliuries)

irective is required
clide requiring a written directive

[} Parenteral administration of beta-emitter, or %hotomemitting radionuclide with-a photon

requesting authorized user status.

. Supervised Clinical Case Experience

multiple coples of this page.

e e R SN ks ¥ N

™ Supervieing Authorized User must have experience in administering dosages in the same dosage category or categories as the individual

#f more than one supervising individual is necessary fo docunent supervised wad( experience, provide

Number of Cases
involving Personal
Participation

Description of Experience Lacatioy

of Experienoell.icénse or Permit
Number of Facility

Dates of
Experience*

Oral adminisiration of sodium
iodide -131 requiring a written
directive in quantities less than
or equal to 1.22 gigabecquerels
(33 millicuries)

Orat administration of sodium

iodide 1-131 requiring-a written

directive in quantities greater

than 1.22 gigabecquerels (33
ifficuries)

Parenteral administration of
any beta-emitter, or
photon-emitting radionuclide

a photon energy less than
150 keV for which a wiitten
directive is required

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

(List radionuclides)

NRC FORM 3134 (ALT) (08-2018)
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NRC FORM 313A (AUT)
@s2m)

AUTHORIZED USER TRAINING AND EXPERIENCE AND

U.5. NUCLEAR REGULATORY COMMISSION
PRECEPTCR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User {co
c. Supervised Clinical Case Experience (continued)

ntinued) |

Supervising individual

’
s

requesting authorized user status.

d. Provide completed Part I Preceptor Aftestation.

sLicense/Permit Number listing supervising individual s an
:authorized user :

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

Supervising individual meets the requirements below, or equivalent Agreement State requirements (check alf that

e AU OO |

[Jas.390 With experience administering dosages of:

[1ss.392 [0 Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
: gigabecquerels (33 millicuries)

[Dj}ﬁ::: ] Oral Nal-131 in quantities greater than 1.22 igabecquerels (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 radion)xclide requiring a wi

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

ritten directive

1

St

Note: ‘This part must be completed by the individual's preceptor;

individual as long as the preceptor provides, directs, orveri

the position sought and not atlesting to the individual's "gen
First Section
Check one of the following for each requested authorization:
For 35.390:

Board Certification

[ 11 attest that has

Name of Proposad Authorized User

requirements in 35.390(z)(1).

OR

Training and Experience

[]1 attest that has

Name of Propoged Authorized User

10 CFR 35.390 (b)(1).

PART Il - PRECEPTOR ATTESTATION

one preceptor is necessary to document experience, obtain p separate preceptor statement from each.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of
ral clinical competency.”

satisfactorily completed the training and experience

satisfactorily completed the 700 hours of training

and experience, including a minimum of 200 hours of ¢igssroom and laboratory training, as required by

e preceptor does not have to be the supervising
{raining-and expérience required. If more than

BRC FORM 3134 (AUT) (06-2016)

PAGE 4




NRC FORM 313A (AUT)
weame)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTA'HON (continued)

U.8. NUCLEAR REGULATORY COMMISSION

Preceptor Attestation (continued)

First Section (continued)

| attest that Angela S. Gonda, MD.

Name of Proposed Authorized User

experience required in 35.392(c)(2).

iattestthat Angela S. Gonda, MD.

Name of Proposed Authorized User
experience required in 35.394(c)(2).

Second Section
{ attestthat Angela S. Gonda, M.D.

X B S N3 ¥ S 8 N8 BRI S FWEESENENNESNY RN SN §

Nams of Proposed Authorized User

gigabecquerels (33 millicuries)

Third Section
lattestthat Angela S, Gonda, MD.

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

|
|
\

For 35.392 {identical Attestation Statement Reqardiess of Training and g__xggpg ienice Pathway):

has satisfactorily comp{feted the 80 hours of classroom

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

For 35.394 (identical Attestation Statement Regardless of Training and Exggggi’ nee Pathway):

!
has émisfactomy completed the 80 hours of classroom

ang laboratory training, as required by 10 CFR 35,394 (cm), and the supernvised work and clinical case

has satisfactorily completed the required dlinical case

Orat Nal-131 requiring a written directive in quantities lless than or equal to 1.22

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

[[] Parenterat administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiting a written direclive is required

[:I Parenteral administration of any other radionuclide requiring 3 written di@cﬁve

has satisfactorily achieved a level of competency to
|

Narie of Proposed Authorized User

function independently as an authorized user for:

gigabecquerels (33 millicuries)

Oral Nal-131 requiring a written directive in quantities less than or equal ta 1.22

Oral Nai-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 fs required

D Parenteral administration of any other radionuclide reé;uiﬁng a written directive
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Inrc FORM 3134 (aUT)
 05-201
%9 AUTHORZED USER TRAINING AND EXPERIENCE AN

|
Il) PRECEPTO

U.S. NUCLEAR REGULATORY COMMISSION
R ATTESTATION {(continued)

Fourth Section
For 35.396:

Current 35.490 or 35.690 authorized user:

[]1 attest that

isan

Name of Proposed Authorized User

experience required by 35.396(d)(2), and has achieved a
independently as an authorized user for;

than 150 keV for which-a written directive is required

. [[] Parenteral administration of any other radionucide for

OR
Board Certification:

[] 1 attest that

Name of Proposed Acthorized User
requirements of 35.396(c), has-satisfactorily completed
required by 10.-CFR 35.386 (d)}(1) and the supervised wo

authorized user for

than 150 keV for which a written directive is required

[ Parenteral administration of any other radionuclide fon

Fifth Section
Complete the following for preceptor attestation and signature

35.390 35,392 35.304 35.

requesting authorization.

millicuries)

150 keV requiring a written directive is required

authorized user under 10 CFR 35.490 or 35.690

or equivaient 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 work and dinical case
level of competencY sufficient to function

\
D Parenteral administration of any beta-emitter, or photon-emitting radionudlkie with a photon energy less

has satisfactorily compieted the board certification

& 80 hours of class

35.396(d)(2), and has achieved a level of competency sufficient to function independently as an

[[] Parenteral administration of any beta-emitler, or photan-emitting radionuclide with a photon energy less

| meet the requirements below, or equivalent Agreement State requirements, as

| have experience administering dosages in the following categories for which the proposed Authorized Useris
Oral Nal-131 requiring a written directive in quantities less than or equal o 1.22 gigabecquerels (33

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

Parenteral administration of beta-emitter, or photon-emitti

Parerteral administration of any other radionuclide requiring a written directive

which a written diractive is required

|

m and {aboratory training
and clinical case experience reqguired by

which a writlen directive is required

<o R R N NN NN N NN R S N R N NN N N R R

T authorized user for:

386

ng radionuciide with a photon energy less than

Name of Preceptor Signature Telephone Number Date :
Linda Tothil, MD. L. Sl MO | 574-306 25 | 113 /I8
License/Permit Number/Facility Name ‘
13-02650-02

PAGEE
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NRC FORM 313A (AUTY U.S. NUCLEAR REGULIATORY COMM&SS!OM
062016)

AUTHORIZED USER TRAINING AND EXPERIENCE | |
AND PRECEPTOR ATTESTATION ‘ Exm;‘;f”ofgo?zﬁ; NO. 3150-0120

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

i
|
\
|
|
i
L

Name of Proposed Authorized User State or Territory Where Licensed
Matthew R. Gillott, MD. Indiana

Requested Authorization(s) (check aff that apply):
[]35.300 Use of unsealed byproduct material for which a written directive is required

OR
35.300 Oral administration of sodium iodide 1-131 requiring a written directive i in quantmes less than or equal to
1.22 gigabecquerels (33 millicuries)

35.300 Oral administration of sodiumn jodide 1-131 requiring @ written directive i m‘ quantities greater than 1.22
gigabecquerels (33 millicuries)

[]35.300 Parenteral administration of any beta-emiitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is requir ‘

[:] 35300 Parenteral administration of any other radionuclikle:for which a written difedive is required

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: 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. For 35:390, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to-document this experience. ‘

¢. For 35.396, provide documentation on classroom and laboratory 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 compilete Part Il Preceptor Attestation.

[] 2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License undeé the requirements below or
equivalent Agreement State requirements (check all that apply): !

[] 35390 [] 35.392 [ 35304 [[] 35.490 [} 35.890

b. If currently authorized for s subset of clinical uses under 35.300, provide documentaﬁon on additional
required supervised case experience. The table in section 3.¢.imay be used 1o document this
experience. Also provide completed Part Il Preceptor Attestation.

¢. if curvently authorized under 35.490 or 35.690 and requesting authorization for 35386, provide
documentation on classroom and laboratory training, supervised work experience, and supervised clinical
case experienice. The tables in sections 3.a.,, 3.b,, and 3.c. may be used to document this experience.
Also provide completed Part it Preceptor Aﬂestat;on

NRC FORM 3134 (AUT) {08-2018) PAGE 1




(l:)l?g‘ FORM 313A (AUT) U.S, NUCLEAR REGULATORY COMMISSION
K AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[T] 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training [_] 35.390 []35.392 []353%4 []35.398

Clock Dates of
Hours Training*

Description of Training Location of Traiging

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radicactivity

Chemistry of byproduct
material for medical use

Radiation biology

Total Hours of Training:

b. Supervised Work Experience [(J3s300  []3s.392 [13s394 . [Jas:308
if more than one supesvising individual is necessary to document supervised training, provide multiple copies
of this page. !

Supervised Work Experience Total Hours of Experience:

Description of Experience Location of Experience/License or | confim Dates of
Must Include: Permit Number of Facility | Experience*

Ordering, receiving, and

unpacking radioactive materials [ Yes
safely and performing the D No
related radiation surveys
|Performing quality control
procedures on instruments D Yes
jused to determine the activity
of dosages and performing E] No
checks for proper operation of
survey meters

Caleulating, measuring, and Y

safely preparing patient or o ,‘es
human research subject L
dosages

Using administrative controls to []Yes
prevent a medical event
involving the use of unsealed [INo
byproduct materiai

Using procedures to contain '
spilled byproduct material [ ]Yes

safely and using proper [INo
decontamination procedures

NRC FORM 313A (AUT) (08-2016) PAGER2




NRC FORM 313A {AUT)
62015}

AUTHORIZED USER TRAINING AND EXPERIENCE AND

U.S. NUCLEAR REGULATORY COMMISSION
PRECEPTOR ATTESTA‘I‘(ON {continued)

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

b. Supervised Work Experience (continued)

Supervising Individual ‘Licen

Supervising individual meets the requirements below, or equival
apply)*™:
[]35.300 : With experience administering dosages of:
[135392 i []Oral Nak131 requiring a written directive in q
D 35.304 : gigabecquerels (33 millicuries)

) ¢ [ 1 oral Nal-131 in quantities greater than 1.22 g
[]35.306 : [[] Parenteral administration of beta-emitter, or

.
.

-authotized user

lfantities less than

energy less than 150 keV requiring a written directive is required
; D Parenteral administration of any other radion Eclide requiring a written directive

ermit Number listing supervising individual as an

pnt Agreement State requirements (check all that

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

Tr equal to 1.22

gabecquerels (33 millicuries)
oton-emitting radionuclide with a photon

requesting authorized user status.

c. Supervised Clinical Case Experience

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

If more than one supervising individual is necessary fo document Supervised wa

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

rk experience, provide

multiple copies of this page.
Number of Cases .
Description of Experience | Involving Personal | -0¢20r
Participation

Dates of

of Experience/Li
Experience™

nse or Permit
Number of Fa:%w

Oral administration of sodium
jodide 1-131 requiring a written
directive in quantities Jessthan
or equal to 1.22 gigabecquerels
(33 millicuries)

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

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

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

(List radionuciiles)

NRC FORM 313A (ALT) (05-2016)
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&R;FORM 313A (AUT)
L]
AUTHORIZED USER TRAINING AND EXPERIENCE AND

U.S, NUCLEAR REGULATORY COMMISSION
PRECEPTOR ATTESTATION {continued)

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

¢. Supervised Clinica) Case Experience (continued)

Supervising individual :Licens

autho

ermit Number hs’artg supervising individual as an
ed user \

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

requesting agthorized user status.

d. Provide completed Part il Preseptor Attestation.

‘i'f’!%’%’?f‘f ....................................................

[l3s.390 Wwith experiencé ‘adminsténng dosages of:

[Js5392 : [[]Oral Nal-131 requiring a written directive in quantities less than or equal to 122
: gigabecquerels (33 millicuries)

gz:"z:’ ¢ [[J orat Nal-131 in quantities greater than 1.22 g

: EI Parenteral administration of beta-emitter, or photon-emiiting radionucﬁde with.a photon
energy less than 150 keV requiring a written directive is requi

[:[ Parenteral administration of any other radionuclide requiring a wntten directive

.................................................................................. ;.--...-...........-.-H»..,.--.....-

" Supervising Authorized User must have experience in administering dosages inthe same dosage category or categories as the Individual

gabecquerels (33 inimcurfes)

I

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor.
individual as long as the preceptor provides, directs, or veri

one preceptor is necessary to document experience, obtain
By checking the boxes below, the preceptor is attesting that

the individual has

& preceplor does not have to be the supervising
training and experience required. if more than
separate preceptq:r statement from each.

owtedge 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 35.390:

Board Certification
[] t attest that

Name of Proposad Authorzed User

requirements in 35.390(a)(1}.

OR

Training and Experience

[] 1 attest that has

Nama of Proposed Authorized User

has Eatisfactoﬁly compieted the training and experience

satisfactorily compigted the 700 hours of training

and experience, including a minimurm of 200 hours of classroom and laboratory training, as required by

10 GFR 35.390 (b)(1).

NRC FORM 3134 [AUT) (05-2016)
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NRC f;ORM 313A (AUT)
AUTHORIZED USER TRAINING AND EXPERIENCE AND

U.S. NUCLEAR REGULATORY COMMISSION
PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)
First Section {continued)

Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.392(c)(1
experience required in 35.392(c)(2).

Name of Proposed Authorized User

and Iaboratory fraining, as required by 10 CFR 35.394 (c)(
experience required in 35.394(c)(2).

Second Section

Name of Proposed Authorized User
experience required in 35.390(b)(1)(IDG listed below:

gigabecquerels (33 millicuries)
! Oral Nal-131 in quantities greaterthan 1.22 gigabecqu

For 35.382 (ldentical Aftestation Statement Regardiess of Training and Experience Pathway):

lattestthat Matthew R. Gillott, M.D, has salisfactorily completed the 80 hours of classroom

For 35.394 (identical Attestation Statement Reqardless of Training and Experience Pathwav):

I attestthat Matthew R. Gillott M.D. has saLisfactorily completed the 80 hours of classroom

jattestthat Marthew R. Gillott, MD. has satisfactorily completed the required dlinical case

[¢] Oral Nak131 requiring a written directive in quantities iess than or equal to 122

), and the supervised work and clinical case

i), and the supervised work and clinical case

LR B N B N B 8 N B N X N ¥ B 5 BB M 3 3 B B B N &

erels (33 millicuries)

energy less than 150 keV requiring a written directive i
[} Parenteral administration of any other radionuclide req
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Third Section

Name of Proposed Authorized User

function independently as an authorized user for:

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

D Parenteral administration of beta-emitter; or photon-emitting radionuclide wpm a photon

| attestthat Matthew R Gillott, M.D. has satisfactorily achieved a level of competency to

Oral Nal-131 requiring a written direcfive in quantities less than or equal to 1.22

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

l:l Parenteral administration of any other radionuclide rea#uiring a written directive

reguired
iring a written directjve

TH R TN PR SN WS W s B OSE AN BB MK AN NGB A DN od WA N st 5B SR )

erels (33 millicuries)

NRC FORM 313A [AUT) (05-2016}
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Inre ForRM 3124 (AUT)
AUTHORIZED USER TRAINING AND EXPERIENCE AND

U.S. NUCLEAR REGULATORY COMMISSION
PRECEPTOR AT‘IESTAHON {continued)

Fourth Section
For 35.396:

Current 35490 or 35.690 authorized user:

[ 1attest that

Name of Proposed Authorized User

laboratory training, as required by 10 CFR 35.396 (d)(1), a
independently as an authorized user for:

Parenieral administration of any beta-emitter, or photon
than 150 keV for which a written directive is required

[] Parenteral administration of any other radionuclide for

OR
Board Certification:

[] 1 attest that

Name of Proposed Authorized User
requirements of 35.396(c), has satisfactorily completed

85.386(d)(2); and has achieved a fevel of competency su
authorized user for.

[[] Parenteral administration of any beta-emitter, or photon
than 150 keV for which a written directive is required

ikt N B N 8 B & ¥ B B N B N W N E N & N FR S E I EEE N N
Fifth Section
Complete the following for preceptor attestation and signature:

35.390 35.392 35,394

requesting authorization.

millicuries)

Parenteral administration of beta-emitter, or photon-emitti
150 keV requiring a written directive is required

is an authorized user under 10 CFR 35.490 or 35,690

or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and

experience required by 35.386(d)(2), and has achieved a level of competency sufficient to function

has siﬁsfactoﬁly compiet‘ the board certification

th
required by 10 CFR 35,396 (d)(1) and the supervised wo;%

[] Parenteral administration of any other radionuclide for \vhich & written dired

| meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:
35.396

1 have experience administering dosages in the following catégories for which the
Oral Nal-131 requiring a written directive in quantities less than or equal to 1,22 gigabecquerels (33

Oral Nal-131 in'quantities greater than 1.22 gigabecquersls {33 millicuries)

d the supervised work and dlinical case

-emitting radionuclide with a photon energy less

vhich a written diredj:tive is required

80 hours of classraom and laboratory training
and- clinical case experiencs required by
cient to function independently as an

-emitting radionuclide with a photon energy less

tive is required

PR B N N o8 B B B R Gt B W N N & B B B N W E S B & ¥ S

proposed Authorized User is

ng radionuclide with a‘ phicton energy less than

Parenteral administration of any other radionuclide requiring a written directive |
Name of Preceptor Signature Te!ephqne Number Date | ;
Linda Tuthill, MD. s AtlD §74+ 360250 ¢ [13 / i
License/Permit Number/Facility Name 1
13-02650-02
PAGES
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Pavon, Sandy i

From: Forster, Sara

Sent: Tuesday, October 29, 2019 5:53 AM

To: Song, Taehoon; Pavon, Sandy

Cc: Tomczak, Tammy

Subject: FW: Amendment request re NRC license No. 13-02650-02
Attachments: AddGondaGillottMorinRasel-131therapy8-18.pdf

Good morning, Tae and Sandy:

Could you please scan this in and forward to Tammy/Patty for processing in as an amendment request?

Thank you,
Sara Forster
From: Sharon Updike <supdike @mpcphysics.com>

Sent: Monday, October 28, 2019 3:05 PM
To: Forster, Sara <Sara.Forster@nrc.gov>

Cc: David Hofstra <hofstrad@sjrmc.com>; Gryglak, Magdalena <Magdalena.Gryglak@nrc.gov>

Subject: [External_Sender] Re: Your inquiry concerning NRC license No. 13-02650-02

Hi Sara - | am attaching the original request. You did say that you had located these documents and would send us a
corrected copy of the license ~6 months ago. Please let me know if additional information is needed.

Regards,

Sharon Updike, MHP, DABR
Nuclear Medical Physicist
Medical Physics Consultants, Inc.

(Office) 734-662-3197

(Cell) 517-795-8786
(Fax) 734-662-9224

On Fri, Oct 25, 2019 at 3:05 PM Forster, Sara <Sara.Forster@nrc.gov> wrote:

Hi Sharon,

Thank you for your inquiry. | spoke with my colleague, Magdalena Gryglak, who was working on the most
recent amendment. She didn’t see anything in the file requesting the 10 CFR 35.300 uses for the referenced
physicians. She also was unable to identify a board certification or other training and experience

documentation in the license file that would be adequate to support adding th
an authorization for 10 CFR 35.300 (oral iodine-131, oral iodine-131 in quant

1

ose uses. Accordingly, to add
ties of 33 millicuries or less,




and/or intravenous beta and low energy gamma emitters), the licensee should submit an amendment request
stating the authorizations requested. Documentation of the training and experience needed to support the
change should be attached to the request. The request should be submitted via signed and dated

letter. Such a letter may be submitted as a pdf file attached to an email, as a facsimile to the number below,
or as hard copies via regular mail. Once the request and information has bqen received and reviewed, the
NRC may issue the amendment to the license. l

If the request has been submitted previously — including all applicable Training & Experience documentation —

please provide the date of the letter or application that was submitted, and the date you understand that it was
“received at NRC. In this case, it may be possible for us to issue the corrected copy as referenced

below. However, at this point our staff has not identified documents needed to proceed in this manner.

| apologize for any inconvenience in my delay in responding to you, and any|confusion that my previous
communications may have caused. Hopefully we will be able to help to resalve this soon, in order to meet the
licensee’s needs.

Sincerely yours,

Sara A. Forster, Health Physicist Licensing Reviewer
U.S. Nuclear Regulatory Commission - Region III
Division of Nuclear Materials Safety

2443 Warrenville Rd. - Ste. 210

Lisle, IL 60532-4352

sara.forster@nrc.gov

Direct: (630) 829-9892
Facsimile: (630) 515-1078

Listeed Bos sy ©obani bl

Pratecting People and the Ewrivonsent

From: Sharon Updike <supdike @mpcphysics.com>
Sent: Friday, October 25, 2019 12:36 PM
To: Forster, Sara <Sara.Forster@nrc.gov>




Cc: David Hofstra <hofstrad@sjrmc.com>
Subject: [External_Sender] Re: NRC license#13-02650-02

Hi Sara - We received amendment #68 which removed some authorized users. However, it did not add the 35.300 use
for Gillott, Gonda, and Race.

Regards,

Sharon Updike, MHP, DABR
Nuclear Medical Physicist

Medical Physics Consultants, Inc.

(Office) 734-662-3197
(Cell) 517-795-8786

(Fax) 734-662-9224

On Wed, Sep 25, 2019 at 3:52 PM Forster, Sara <Sara.Forster@nrc.gov> wrote:

Thank you for the question, Sharon. | am checking on the status of the current amendment, under
CN613705. If that has already been issued, without the two added AUs, | will issue corrected copies to both
Amendment Nos. 67 and 68. This will be done within the next 10 business (Lays.

|
|

Sincerely,

Sara A. Forster, Health Physicist Licensing Reviewer

U.S. Nuclear Regulatory Commission - Region III




Division of Nuclear Materials Safety
2443 Warrenville Rd. - Ste. 210
Lisle, IL 60532-4352

sara.forster@nrc.gov

Direct: (630) 829-9892

Facsimile: (630) 515-1078

Tiniend &

¥k

3

Prsierring Penple smd the Bnvivanment

From: Sharon Updike <supdike @mpcphysics.com>
Sent: Tuesday, September 17, 2019 12:50 PM

To: Forster, Sara <Sara.Forster@nrc.gov>

Cc: David Hofstra <hofstrad@sjrmc.com>

Subject: [External_Sender] NRC license#13-02650-02

Hi Sara - | am following up on the status of the corrected copy of NRC license amendment#67 for Saint Joseph

Regional Medical Center. We talked a couple of months ago and you were going t
license that adds 35.300 use on for Drs. Race, Gillott, and Gonda. Dr. Morin has le

to remove AU's which included Dr. Morin.

Regards,

Sharon Updike, MHP, DABR
Nuclear Medical Physicist

Medical Physics Consultants, Inc.

(Office) 734-662-3197

(Cell) 517-795-8786

send us the corrected copy of
and we recently send in a request




(Fax) 734-662-9224






