Hill, Carol

From: Andre Vanterpool <AVanterpool@krmc.org>

Sent: Wednesday, February 08, 2017 3:17 PM

To: Hill, Carol

Subject: [External_Sender] Amendment request

Attachments: NRC Amendment request DR Heimbigner and Beer AU 35.1000 2-8-2017.pdf
Hi Carol,

Please see attached request for the addition of two new Authorized Users and the removal of three current
Authorized Users.

Andre Vanterpool BS, RT (N) (R)

Manager, Nuclear Medicine/ ARSO/PET CT/ Mobile Nuclear Medicine

Nuclear Medicine Department

Kalispell regional Healthcare PUBLIC ediate Release
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CONFIDENTIALITY NOTICE:

This [email] [facsimile] and any attachments are intended only for the use of the individual or entity to which it is addressed. This communication is
considered confidential, as it may contain privileged or confidential information that is protected by federal or state law. Any unauthorized direct or indirect
disclosure, use, printing, alteration or copying of this communication is prohibited and may be unlawful. If you are not the intended recipient or a person
responsible for delivering this communication to the intended recipient, you have received this communication in error. If you have received this
communication in error, please notify the sender immediately and also notify our Compliance Office by calling 877-752-1742 and delete this communication
and any attachments. Any opinions, views, advice or other statements contained in this communication are those of the individual sender and do not
necessarily represent those of Kalispell Regional Healthcare. Kalispell Regional Healthcare and its affiliates claim all applicable privileges related to the
information contained in or transmitted with this communication. KRHPA616



AN
KALISPELL REGIONAL
MEDICAL CENTER

February 8, 2017

Nucleat Matetials Licensing Branch

U.S Nuclear Regulatory Commission, Region IV
612 Lamar Boulevard, Suite 400

Atlington, TX 76011-4125

RE: Kalispell Regional Medical Center (License number 25-15463-01)
Amendment request to:

1. Add new Authorized Users Jared Heim-Bignet, DO for 35.100, 35.200,
35.300 and 35.1000 use of Iodine-125 low dose rate brachytherapy seeds
used for localization of non-palpable lesions.

2. Amanda Beer MD for 35.100, 35.200 and 35.1000 use of Iodine-125 low
dose rate brachytherapy seeds used for localization of non-palpable
lesions.

3. Remove Authorized Users

a) Alan B Williams, M.D. — retired

b) Petet T. Humphrey, M.D. — no longet employed at KRMC

c) Carolyn C. McCarty, D.O. - no longer employed at KRMC
Deat Carol Hill:

Please accept the attached NRC FORM 313A (AUD) and letter of attestation to account for the
authotization of Jared Heim-Bigner, DO for 35.100, 35.200, 35.300 and 35.1000 use of Iodine-125
low dose tate brachytherapy seeds used for localization of non-palpable lesions (RSL). Also, please
accept the attached NRC FORM 313(AUD) and letter of attestation to account for the authotization
of Amanda Beer, MD for 35.100, 35.200 and 35,1000 use of Iodine-125 low dose rate brachytherapy
seeds used for localization of non-palpable lesions (RSL). Also would like to temove Authotized
Usets elther retited or no longet with the organization,

If you require additional information or have questions concerning this amendment request please
contact one of the following:

Andre Vanterpool, Manager, Nuclear Medicine Department
Office phone (406)752-1770 cell (406) 212-6642

Email: AVanterpool@krme.org

Lisa Bosworth, medical Health Physicist, MPC Inc.
Office phone: (208)-860-6260

Email: LNBosworth@msn.com

Thank you fot your and attention in this matter.

Vanterpool BS, RT (N, R), ARSO

Managet Nuclear Medicine/ARSO/PET CT/ Mobile Technologist
Nuclear Medicine Department

Kalispell regional Medical Centet

(406)752-1770 F (406)756-4715 C (406)212-6642




g&%’;)ORM 313A (AUD) U.8, NUCLEAR REGULATORY COMMISSION

o "m"‘% AUTHORIZED USER TRAINING AND EXPERIENCE
R APPROVED BY OMB: NO, 3150-0120

AYTA AND PRECEPTOR ATTESTATION g
Y s (for uses defined under 35.100, 35.200, and 35.500)
Ml [10 CFR 36.190, 35.290, and 35.590]
Name of Proposed Authorized User State or Terrltory Where Licensed
JARED H, HEIMBIGNER, MD CALIFORNIA
Requested Authorization(s) (check all that apply) i
35,100 Uptake, dilution, and excretion studies rif 35i000 Use oF Lobwtd = R§” L DS Ruv

Bawtfly Honipy ssods Vit fin LoctlhsaTron

36.200 Imaging and localization studies oF s - W ol Lssons (RS L)

[]35.500 Sealed sources for dlagnosis (specify device) :

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below) .

* Training and Experience, including board certification, must have bsen 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 experlence related to the uses checked above.

D 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 materlals, skip to and complete Part Il
Praceptor Attestation,
[[] 2. Current 35.390 Authotized User Seeking Additional 35.290 Authorization
a. Authorized user on Materials License meeting 10 CFR 35.380 or equivalent Agreement

State requirements seeking authorization for 35.290.

b. Supervised Wark Experienca,
(If more than one supervising individual is necessary io document supervised work expsrience, pravide multiple

copies of this section.)

T Location of Experience/Llcense or Clock Dates of
Description of Expertence Permit Number of Facility Hours | Experience*

Eluting generator systems
apprapriate for the preparation of
radioactive drugs for imaging and
localization studies, measuting and
testing the eluate for radionuclidic
purlty, and processing the eluale
with reagent kits to prepare labeled
radioactive drugs

Total Hours of Expérlence:

Supervising Individual License/Permit Number listing supervising Individual as an
authorized user

Supetrvisor meets the requirements below, or equivalent Agreement Stéte requirements (chack all that apply).

[] 35280  [] 35.380 + generator experience In 32.290(c)(1)(I)(G)

NRC FORM 313A (AUD) (06-2016) PAGE 1




NRC FORM 313A (AUD)

; U,8, NUCLEAR REGULATORY COMMISSION
©6201%  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

a. Classroom and Laboratory Training..

3. Tralning and Experlence for Proposed Authoylzed User

NRC FORM 319A (AUD) (08-2018)

. Clock Dates of
Description of Training Location of Tralning Holrs * Training*
- | Naval Medical Center San Diego 40 July 2007 to
Radiation physics and Radiology Department July 2011
instrumentation * 134800 Bob Wilson Dr,
San Diego, CA 92134
| Naval Medical Center San Diego 40 July 2007 to
: Radiology Department Tuly 2011
diati tection ,
Radiation protectio 34800 Bob Wilson Dr,
San Diego, CA 92134
. |Naval Medical Center San Diego 40 Tuly 2007 to
Mathematics pertaining to the use | Radiology Department July 2011
and measurement of radioactivity 134800 Bob Wilson Dr,
San Diego, CA 92134
" i i Di
Chemistry of byproduct material Nav?l Medical C-enter San Diego 40 July 2007 to
for medical use (not required for Radiology Department July 2011
35.590) 34800 Bob Wilson Dr.,
San Diego, CA 92134 "
Naval Medical Center San Diego 40 July 2007 to
Radiology Department July 2011
Radlation biology 34800 Bob Wilson Dr.
San Diego, CA 92134
Total Hours of Tralning: 200
b. Supervised Work Expetlsnce (completion of this table Is not required for 35,590).
(If more than one supervising individual is necessary to document suparvised work expatience,
provide multiple copies of this section.)
Total Hours of
Supetrvised Work Experience Expsrlenas:
Description of Expetience Locatlon of Experlence/License or Confirm Datss of
Must Include: Permit Number of Facility Experience*
Ordering, recelving, and unpacking | Naval Medical Center San Diego July 2007 t
radloactive materlals safely and 1 L Yes o o
NRMP # 04-00259-11NP July 2011
performing the related radiation [JNo
surveys
Parforming quality control .
procedures (ém insfruments used fo | aval Medical Center San Diego Yos |July 2007 to
determine the activity of dosages | NRMP # 04-00259-LINP Tuly 2011
and performing checks for proper D No
operation of survey maters
PAGE 2




P‘LRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
@209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continuad)

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

b. Supervised Wark Experlence. (continued)

Description of Experience Location of Experlence/License or Gonfim Dates of
Must Include: Permit Number of Facllity Experience®
Calculating, measuring, and safely Naval Medical Center San Diego Yes |July 2007 to
prapating patlent or human research |NRMP # 04-00259-1 INP Tuly 2011
subject dosages L \
USlng administrative contr ols to Naval Medical Center San Djego Yes Iuly 2007 to '
prevent a medical event Involving the | NruvP # 04-00259-1 INP July 2011
use of unsealed byproduct material [JNo
Uslng procedures to contaln spllled | Naval Medical Center San Diego Yes | July 2007 to
byproduct material safely and using | NRMP # 04-00259-1INP July 2011
proper decontamination procadures [] Ne
Administering dosages of radioactive | Naval Medical Center San Diego Yes | luly 2007 to
drugs to patients or human research NRMP # 04-00259-1 INP : July 2011
subjects : [(] Ne
Eluting generator systems appropriate | naval Medical Center San Di “July 2007 to
for the praparation of radloactive Nmphffo ;?3{)2;;_?1};“ ege Yes Julz 2011
drugs for Imaging and localization []No
studies, measuring and testing the
eluate for radlonuclldic purity, and
processing the eluate with reagent
kits to prepare labeled radloactive
drugs
Supervising Individual - ILIcense/Parmit Number liating supervising Individual as an
'authorlzad user
EUGENE D, SILVERMAN, MD Naval Medical Center San Diego, NRMP# 04-00259-11NP
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[[]35.190 [] 35.290 []35.390 36,390 + generator experlence in 35.290(c)(1)(I)}G)

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

Device Type of Training Location and Dates

d. For 35,600 uses only, stop here, For 35,100 and 35.200 uses, skip to and complete Part Il Preceptor
Attestation,

NRG FORM $13A {AUD) {06-2016) PAGE 3




NR2%1FORM 313A (AUD) X U.8. NUCLEAR REGULATORY COMMISSION
2019 AUTHORIZED USER TRAINING AND EXPERIENCE AND PREGEPTOR 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 experlence required. If more than
one preceptor Is necessary ta document experience, obtain a separate preceptor statement from sach. (Not
required to mest training requirements in 35.690)

By chacking the boxes below, the praceptor Is attesting that the individual has knowledge to fulfill the duties
of the pasition 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 Cettlfication
[J 1 attest that has satisfactorily completed the requirements in
Name of Proposed Authorized User

10 CFR 35,190(a)(1) and has achleved a level of competency sufficlant to funetion independently as an
authorized user for the medical uses authorlzed under 10 CFR 35.100.

OR

Tralning and Experience

| attest that JARED H. HEIMBIGNER, MD has satlsfactorlly completed the 60 hours of training and
Name of Proposed Authorized User

experience, including a minimum of 8 hours of classroom and laboratory tralning, required by 10 CFR
35.190(c)(1), and has achisved a jevel of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 36,290
Board Certlfication

[:] | attest that . has satisfactorlly completed the requirements in
Name of Proposed Aulhorizad User

10 GFR 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

Tralnlng and Experlence

| attest that JARED H, HEIMBIGNER,MD has satisfactorlly completed the 700 hours of training
‘Nams of Proposad Authorized User
and experiencs, 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 sufficlent fo-function Independently as an
authorlzed user for the medical uses authorized under 10 CFR 35,100 and 35.200.

Second Section
Complets the following for preceptor attestation and signature:

1 meet the requirements below, or equivalent Agresment State requirements, as an authorized user for;

36.190 36290  [v] 35.390 35.390 + generator experlence

Name of Preceptor Telephone Number Date

Sjarjature
EUGENE D, SILVERMAN; MD /%@Mk_ﬁhm (619) 532-8775 'HJ TS ) 1A
e —

License/Permit Number/Facility Name
License# G33391 / NRMP# 04-00259-11NP / Naval Medical Center San Diego, 34800 Bob Wilson Dr,, 8D, CA 92134

NRC FORM 313A {AUD) (08-2016) PAGE4




gm&om 313A {AUT) U.S, NUGLEAR REGULATORY COMMISSION
& m"""q,& AUTHORIZED USER TRAINING AND EXPERIENCE

Nagl " AND PRECEPTOR ATTESTATION " |AEEROuE H O eS0T
w g ih\f‘ 3 (for uses defined under 356.300) ?
" ,f [10 CFR 35.390, 35.392, 35.394, and 35,396]
Name of Proppsed Authorized User State or Territory Where Licensed
JARED H. HEIMBIGNER, MD CALIFPORNIA

Requested Authorization(s) (check.all that apply):
35.300 Use of unsealed byproduct material for which a written directive Is required

OR
|j 35.300 Oral adminlstration of sodlum lodide [-131 requiring a written directive in quantitles less than or equal to
1.22 glgabecquerels (33 millicurles)

[___] 35,300 Oral administration of sodium iodide I-131 requiring a written directive in quantities greater than 1.22
gigabscquerels (33 millicuries)

[:] 35.300 Paranteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive Is required

|___] 35.300 Parenteral administration of any other radlonuclide for which a written directive Is required

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

* Tralning and Experlence, including board cartification, must have been obtained within the 7 years preceding the
date of applicatlon or the Individual must have related continuing education and experiance since the rsquired
training and experlence was completed. Provide dates, duration, and description of continuing education and
experience related to the uses checked above.

[C] 1. Board Certification
a. Provide a copy of the board certification.

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

c. Far 35.398, provide documentation on classroom and laboratory training, supervised work experiencs,
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.¢c. may be used to
document this experience.

d. Skip to and complete Part Il Preceptor Attestation.
] 2. current 35,300, 35.400, or 36,800 Authorized User Seeking Additlonal Authorlzation

a. Authorlzed User on Materlals Licensa under the requiremsnts below or
equivalent Agreement State requirements (check all that apply):

[] 35.390 [] 35.392 [] 85.394 [] 35.480 [] 35890

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

c. If currently authorized under 35.490 or 35.890 and requesting authorization for 35,396, provide
documantation on classroom and laboratory training, supervised work experience, and supervised clinlcal
case experlence, The tables In sections 3,a,, 3,b,, and 3,c. may be used to document this experience,
Also provide completed Part Il Preceptor Attestatton

NRC FORM 813A {(AUT) (05-2010) ’ PAGE 1




g&c‘:" I;)ORM 313A (AUT) U.8, NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

3, Tralning and Experlence for Proposed Authorized User

a. Classroom and Laboratory Training 36.390 36.302 35.394 35.306
o . Clock Dates of
Description of Training Location of Training Houms Training*
Radiation physics and Naval Medical Center San Diego, Radiology Dept. 40 July 2007 to
Instrumentation 34800 Bob Wilson Dr,, San Diego, CA 92134 Tuly 2011
; Naval Medical Center San Diego, Radiology Dept. 40 July 2007 to
tection . &
Réellstieh patheio 34800 Bob Wilson Dr., San Diego, CA 92134 July 2011
‘I\J/lsagi;enng%:nﬂ:sa’f;l;:igl:&tfo the Naval Medlcal Center San Diego, Radiology Dept. 40 July 2007 to
radioactivity 34800 Bob Wilson Dr,, San Diego, CA 92134 July 2011
Chemistry of byproduct Naval Medical Center San Diego, Radiology Dept. 40 July 2007 to
material for medical use 34800 Bob Wilson Dr., San Diego, CA 92134 July 2011
ot Naval Medical Center San Diego, Radiology Dept. 40 July 2007 ta
t |
Rediation bleiogy 34800 Bob Wilson Dr., San Diego, CA 92134 July 2011
Total Hours of Training:
b. Supervised Work Experience 35,390 [¢] 35.392 35.394 [v] 35.306

If more than one supeivising Individual is necessary fo document supervised iraining, provide multiple coples

of this page.
Supervised Work Experience Total Hours of Experlence;
Description of Experlence Location of Experience/License or Gonfinm Dates of
Must Include: Permit Number of Facility Experience*

Ordering, recelving, and \ .
unpacking radioactive materials| Navel Medical Center San Diego Yes July 2007 to
safely and performing the NRMP## 04-00259-1INP [N July 2011
related radiationh surveys
Performing quality control . .
procedures on Instruments [ Neval I‘;Zi‘%“;;;“i‘;‘}f;“ Diego You iu:y ig(:z to
used to determine the activity | NRMP# 04-00250- uly
of dosages and parforming []No
checks for proper operation of
survey meters
f;;:f;';tr‘gg 'aml‘;a::{ilggt' spd Naval Medical Center San Diego Yes  |uly2007to
human research subject NRMP# 04-00259-1INP [ No July 2011
dosages
!F;jl'seicgnet‘imr:‘e’ztlzaatli\:\lggp trols 10 | Nayal Medical Center San Diego Yes July 2007 to
involving the use of unsealed | WRMP# 04-00259-1INP []No July 2011
byproduct material
Us.ing procadures ta contain Naval Medicnl Center San Diego Yes July 2007 to
spilled byproduct material NRMP# 04-00250-11NP July 2011
safely and using proper D No
decontamination procedures

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

(08-2018)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

b. Supervised Work Experience (continued)

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

Supervising Individual,
EUGENE D. SILVERMAN, MD

apply)*
[v]85.300 :

35,394 ; gigabecquersls

36.396

(33 millicurles)

License/Perrnit Number listing supervising individual as an

authorlzad user

ENavai Medical Center San Diego, NRMP# 04-00259-1 INP

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

Supervising Individual meets the requirements below, or equivalent Agreement State requirements (check all that
: With experiehca administering dosages of;
7] 35.392 ; [/] Oral Nal-131 requiring a written directive In quantities less than or equal to 1.22

. V| Oral Nal-131 In quantitles greater than 1,22 gigabecquerels (33 millicuries)

. Paranteral adminlstration of beta—emltter. or photon- emittlng radlonuclide with a photon
snergy less than 150 keV requiring a written directive is required

Parenteral admlnistraﬂon of any other radionuclide raquliring a written directive

requesting sutharlzed user status.

muftiple copies of this page.

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

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

- Supervlslng Aulhorized User must have experience In admlnlsterlng dosages In the same dosage category or categorles as tha Indlvldual

Descrlption of Expetience | |

Number of Cases
nvolving Personal
Participation

Location of Expstience/License or Permit

Number of Facility

Dates of
Expetience®

[}

Oral administration of sodium
iodide 1-131 requiring a written
directive in quantities |ess than
or equal to 1.22 gigabecquerels
(33 mlllicuries)

Naval Medical Center San Diego
NRMP# 04-00259-11NP

July 2007 to
July 201!

W

Oral administration of sodium
iodide I-131 requiring a wrltten
directive In quantities greater
than 1,22 gigabacquerals (33
millicuries)

Naval Medical Center San Diego
NRMP# 04-00259-11NP

July 2007 to
July 2011

Parenteral administration of 3
any beta-smitter, or
photon-emitting radlonuclide
with a photon energy less than
150 keV for which a written
directive Is requlred

Naval Medical Center San Diego
NRMP# 04-00259-11NP

July 2007 to
July 2011

Parenteral administration of any
aother radionuclide for which a
written dlrective is required

{List radionuclides)

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

PAGE 3




:ggzcmgow 313A (AUT) ) U.8, NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

3. Tralning and Experience for Proposed Authorized User (continued)
¢. Supervised Clinical Case Experience (continued)

Supervising Individual iLicanse/Permit Number listing supervising Individual as an
rauthorlzed user

EUGENE D, SILVERMAN, MD ENaval Medical Center San Diego, NRMP# 04-00259-1 INP

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

apply)*™:

35390 : With experlence administering desages of:

35392 | [¢]Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
35.394 gigabecquerels (33 millicurles)

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

35,398 Parenteral administration of beta-emitter, or photon-emitting radionuclide with a phaton

enargy less than 150 keV requiring a wriften directive ls required
: Parenteral administration of any other radionuclide requiring a wtitten directive

' Supervising Authorlzed User must have experience In adiminlslering dosages In the same dosage aalegary or calagories as the Individual
requesting authorlzed user glalus,

d. Provide completed Part Il Preceptor Attestation,

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the Individual's praceptor. The preceptor does not hava 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 expetiencs, obtain a separate preceptor statement from each.

By checking the boxes below, the preceptor is attesting that the individual has knowledgs to fulfill the duties of
the positlon 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

[[] 1 attest that has satisfactorily completed the tralning and experlence
Name of Proposed Authorized User

reguiremeants in 35,380(a)(1).

OR

Tralning and Experience
| attest that JARED H, HEIMBIGNER, MD has satisfactorily completed the 700 hours of training
Name of Proposed Authorized Usar

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

MRC FORM $13A (AUY) (08-2018) PAGEA




NRC FORM 313A (AUT) U.8. NUCLEAR REGULATORY GOMMISSION

(08-2018)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Aftestatlon (continued)
Flrst Section {(continued)

For 35.392 (ldentlcal Attestatlon Statement Regardless of Tralning and Experience Pathway):

| attest that JARED H,HEIMBIGNER,MD has satlsfactorlly completed the 80 hours of classroom
Name of Proposed Authorfzed User )

and laboratory training, as required by 10 CFR 35,392(c)(1), and the supervised work and ¢linical case
experience required In 35,392(¢)(2),

For 35.394 {ldentical Attestation Statement Regardiess of Training and Experience Pathway):

| attest that JARED H, HEIMBIGNER, MD has salisfactorily complated the 80 hours of classroom

Name of Proposed Authorizad User

and laboratory fraining, as required by 10 CFR 35.394 (c)(1), and the supervised work and clinical cass
experiencs raquired in 35.394(c)(2).

W W RS S0 W BN P b P W b M M B M b b M M B WK B BN BN M M M BE S WD B M W RN oy M W BN W BN WY S b b B b bl e Bt bl a b M M b b b b b

Second Saction

| attest that JARED H. HEIMBIGNER, MD has satisfactorily completed the required clinical case
Name of Propasad Aulhorizad User

experien'ce required In 36.390(b)(1){ii)G listed below:

Oral Nal-131 requiring a wrilten directive In quantities lass than or equal to 1,22
gigabecquerels (33 millicuries)

Oral Nal-131 in quantities greater than 1,22 gigabecquerels (33 millicuries)

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

[ "] Parenteral administration of any other radionuclide requlring a written diractive

SRR R R R B R RN R R R RN R R RERNERENNEERRERNSENEENEENNNYEN R

Third Section
| attest that JARED H, HEIMBIGNER, MD has satisfactorily achieved a lavel of competency to

Name of Proposad Authorized User

function indepeandently as an authorized user for:

Oral Nal-131 requiring a wrltten directive in quantities less than or equal to 1,22
gigabecqusrals (33 millicuries)

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

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

[l parenteral administration of any other radionuclide requiring a written directive

NRG FORM 3134 (AUT) (08-2018) PAGE®




&Rgils)ow 313A (AUT) U.S, NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

Fourth Section

For 35.396;
Current 35.490 or 35.690 authorized user:

| attest that JARED H. HREIMBIGNER, MD Is an authorized user under 10 CFR 35.490 or 35.690
Name of Proposed Authorized User

or equivalent Agreement State requirements, has satisfactorlly completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 38,396 (d){1), and the supervised work and clinical case
experience raquirad by 35.396(d)(2), and has achleved a level of compstency sufficient to function
independently as an authorized user for:

|:| Parenteral adminlistration of ény beta-emitter, or photon-emiltting radionuclide with a photon energy less
than 160 keV for which a written directive Is required

[] Parenteral administration of any other radionuclide for which a written directive Is required

OR
Board Certification:

[] 1 attest that has satlsfactorily completed the board certification

‘ Name of Prog;osqd Authorized User ;
requirements of 35.396(c), has satisfactorlly campleted the 80 hours of classroom and laboratory training
required by 10 CFR 35.396 (d){1) and the supervised work and clinical case experlence requlred by
35.396(d)(2), and has achleved a level of competency sufficlent to function indspendently as an

authorized user for:

Parenteral adminlistration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 160 keV far which a written directive s required

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

Fifth Section_
Complete the followlng for preceptor attestation and signature:

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

35.390 35,392 35,394 35,396
I:] 1 have experlence administering dosages in the following categorles for which the proposed Authorized User is
requesting authorization.

Oral Nal-131 requiring a written directive’in quantities less than or équal to 1.22 gigabecquerels (33
millicurles)

[] Oral Nal-131 In quantities greater than 1.22 glgabecquerels (33 mll|i£:ur|es)

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

[[] Parenteral administration of any other radionuclide requlring a written directive

Name of Preceptor Slgpatre VM/.D Telephone Number Date .
EUGENE D, SILVERMAN, MD : (619) 532-8775 i1 / 1A / !

License/Permit Number/Facllity Name i

Llcense# G33391 / NRMP# 04-00259-1 INP / Naval Medical Center San Diego, 34800 Bob Wilson Dr,, 8D, CA 92134

NRC FORM 313A (AUT) {06-2016) PAGE 6




Form A

Amerjcan Board of Radiology — Program Direcfor Attestation
COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS

More information can be found at the following link: >

hitp:/iwww.nrc. gov/readIng-rm/doc—collectlons/cfr/gart035/Qar_tOSS 0290, html

Jared H, Heimbigner Bhﬁgﬂgﬁfﬁieﬁadwl"gy 05-09-20-2

Resident Name Progtam Program #

By the time of the ABR oral examination, this applicant will have suocesasfully completed the hours of
training and experience as outlined in 10 CFR 35.290, 35.392, and 35.3%........cc0000is SRR

This applicant has taken part in 2> 3 cases of oral administration of [-131 therapy <33mCl........ovvnnr
This applicant has taken patt in > 3 cases of oral administration of I-131 therapy >33 mCl.....ovvvuviin

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

The work experience cited above for § 35.290 was obtained under the supervision of an Authotized
User (AU) who meets the requirements under relsvant sections of § 35,290 or equivalent Agreement
State requirements.........cooovernieeiiaivaiin

The work experlence cited above for § 35.392 was obtained under the supervision of an
Authorized User (AU) who meets the requirements under § 35.390, 35,392 or 35,394 or
equivalent Agreement State reqUIremMONtS. . coviviiven e TR o T

The wotk experience cited above for § 35,394 was obtained under the supetvision of an
Authorized User (AU) who meets the requirements under § 35,390 or 35.394 or

YES NO

G
[+ [
1 [
S
Egn

= [

equivalent Agreement State reqUIreIMONtS. .vuivr v e E/ D
Stephen L., Ferrara, MD %ﬁi\u ;/é : 3{7/5/’/
Residency Program Director Program Ditector Date

(Print Name) ) (Signature)
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1-131 Therapy Experience Log

Jared H., Helmbigner

Resident Name

Date

<33mCi

1, 3 [25/08

2. 5[ LS'/P 3]

Date

>33 mCi

1Y 40 pA

L3

L3198

Dose Administere

/5.1 ml
£, T mCi

25 mld

Dose Administerad

|§ 1.5 m&i

263 m(i

]D‘Z;CMCJ

Diagnostic Radioclogy/05-09-20-2
Program & Number |,

receptor Print & Sign Name

Liropre. Sjfoerimon MY

Print Kame

L e pet e e

Sign Name

g S} fy<ryrans M/

Print Name

%,W

§l’§u Name

Logpre Siloefinars M)

t Name
WL—A-/ :

Sign Name

réeceptor (AU) Print & Si ame

EQ Gere Silveryran M

Print Name
Sign Name
, 7 MY
Print Name
Sign Name ‘ -
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LCDR Jared H. Heimbigner, MC, USN
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Diagﬁosﬁc Radiology

J(WM M JA IA lﬁ l{‘ Jd IAWA l/] ld Id !d Jﬁ Wﬂ J(m Jd ln ln I(I i{] Jﬂ id in ld Jr] l(’ J{I. Wd 50!610 ld 16 ld Id J{j id Wdld Jdla

23 July 2007 22 July 2011

,@faw y's gﬁ%’m Naval Medical Center MW o
SURGEON GENERAL ' San Diego, California Jclharoer

.........................................................................
4

‘\0.0.0;91919;{?19&;{’:M,0;0;9;0;0¢9;9,y;vM;9a0,0,9,0,0;99919;019:0;9;9;9;0,0;9;010&";30,9101910;0;(%0;919;MM&A’M)

-------------------------------------------------------------------------------

MRIRA AR




\ 18 ell Regional 343 Sunnyview Lane | Kalispell, MT 59901

Me °cal Center Telephone (406) 752-1790 | Fax (406) 756-3529

//m\ ‘ KALISPELL REGIONAL HEALTHCARE

RADBIATION OMCOLOGY

November 29, 2016

Re: Radioactive Seed Localization

To Whom It May Concern:

This letter should serve as documentation of supervised clinical case experience for Jared Heim-Bigner,
D.0. performing radioactive seed localization (RSL) of non-palpable breast lesions with =125 seeds. Dr.
Heim-Bigner is a board certified radiologist and an authorized user listed on Kalispell Regional Medical
Center’s license, number 25-15463-01. | observed Dr. Heim-Bigner performed 3 separate implants of
breast lesions. | witnessed patients E.L. on 11/28/2016 and K.Y. to the right and left breasts also on
11/28/2016. |instructed Dr. Heim-Bigner in the proper techniques for safe handling of the seeds,
appropriate preparation, as well as seed deployment. We reviewed safety relative to the use of |-125
seeds for localization including but not limited to:

s Performing the related surveys using appropriate instrumentation

e Preparing, Implanting and safely removing RS L sources, to include the use of remote handling
tools to manipulate seeds and the proper use of shields

e Performing routine monitoring before, during and after all uses of the seeds to ensure rapid
identification and remediation of a leaking or broken source

e Emergency procedures, such as broken or leaking seeds

¢ Reviewing and understanding the administrative controls in place to prevent a medical event

e Maintaining running inventories of radioactive material on hand

e Has work experience on each of the above bulleted items, in addition to work experience for
ordering, receiving and the safe unpacking of radioactive material for each of the 3 above

named cases.

Dr. Heim-Bigner has gained competency to perform these procedures independently.

Sincerely,

Gordon Donald Stillie, DO, MS, MBA, FACRO




NRC.FORM 313A (AUD) U.S: NUGLEAR REGULATORY COMMISSION
{V8-2018)

AUTHORIZED.USER TRAINING AND EXPERIENCE , ! .
AND PRECEPTOR ATTESTATION i e

(for uses defined under35.100, -35.200, and 35.500)
[10 CFR 35,190, 35.290, and 35.590]

=it
Name of Proposed Authorized:User ;'Stata-or- Termritory Where, Liconse
Amanda J. Beer | Montana
Requested Authorization(s) (check all that apply) M—&ﬁ‘ {000 vsts oF LoDz s 125 Lo Dosur PVTE
$5.100 Uptake, dilution, and excretion studies parely ﬂ}g{tzy $68D5 UgLd Frre LothlraTion
35.200 Imaging and localization studles oF ow -pHple (85w (RSL)

PART I~ TRAINING: AND EXPERIENGE
(Select one of the three méthods below)

* Training and Experience, including board certification, must have been obtained within the 7 years preceding
the date of applicafion or the individual must have:obtained related continuing education and experience since
the required training and: experience was completed. Provide dates, duration; dnd description of continuing
education and experience relatgd to the: uses checked above.

1. Board Certification
a. Provide a:copy-of the board certification,
b. If using, only- 35.500 materlals; stop here.. if using 35:100.and 35,200 materlals, skip to and complete Part I

Preceptor Attestation.
] 2. gurren rjz er Seeki 290 Authori
a, Authorized user on Materidls Licerise meeting 10 ©FR85.390 or equivalent. Agréement

State requirements' seeking authorization for 35.290.

b. Supervised Work.Experience. _
(f more than ane supervising Individual is necessaty todoctment supervised werk experience, provide muitipls

copies of this section.) .
. Location of Experlence/License or Clock Dates of
Description.of Experlence Permit Number of Facility Hours | Experience*
Eluting generator systems

appropriate.for the preparation of
radioactive drugs for imaging and
lotalization studies, measuring and
testirig the eluate for radienutlidic
purity, and procassitg the eluste
with reagent kits to:prepare labeled
radioactive diugs

Total Hours of Experience:

Supervising Individual | License/Permit Number {isting supervising Individual as an
authorized user

Supervisor mests. the réquirements below, or equivalent Agreement State requirements feheck all that apply).

[] 35290  [T] 35.390 + generator experience in 32.280(c)(1)(if)(G)

NRG FORM 313A (AUD). (08:2016) PAGE 1




NRC FORM 3134 (AUD) U.S. NUGLEAR REGULATORY COMMISSION
(02010 AYTHORIZED USER TRAINING AND EXPERIENGE AND PRECERTOR ATTESTATION (continued)

[V 3. Training and Experience for Propused Authiorized User

a. Classroom.and Laboratory Training.

Description of Training Location of Tralning gmf; %:’I::_lgi
University. of Virginia 71112011 -
Radiation physics and: 6/30/2015
instrumentation
University-of Virginia 7112011 -
Radiation protection 6/30/2015
University of Virginia 172011 -
Mathematics pertalning to the use' 6/30/2015
and measurement of radloactivity
Chemistry of byproduct material Upetymesity o Viginia .6,2:)2/2(1): :
for medieat use (not required for i
35.590)
University of Virginia 7172011 -
Radiation biology 0673012015

Total Hours of Training: 700

P. supervised Work Expsrience (complétion of this table is not required for 35.590).
(If more than one supervising individual.is necessary to document supervised work experience,
providé multiple-coples of this section.)

. . Totsl Hours of
Supervised Work Experience Experience:
Description of Experience Location of ExperiencefLicense or Confirm Dates of
Must Include: Permit.Number of Facility Experience*
Ordering, receiving, ahd unpacking D Yes
radioastive materials safely and ’
performing the relafed radiation D No
surveys
Performing quality control
provedures on instryments: used to [] ves
determine fhe activity of dogages
and performirg checks.for proper [[] No
operation of survey meters

NRG FORM 313A (AUD) (08-2016) PAGE 2




NRC FORM.312A {AUD)

U.S. NUCLEAR REGULATORY COMMISSION

w2019 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)y

3, Training and Experlence for Propoged Authorized User (continued)

b. Supervised:Work Experience. (confinued)

Description of Expérierice Logation of Experience/Liconss or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely [ Yes
praparing patlent or human research
subject dosages []No
Using administrative: controls:fo: ] Yes
prevent a medieal event-involving the
use.of unsealed byproduct material [dNo
Using procedures to contain spilled [] Yes
byproduct materiat safely and using
proper decontamination procedures [ No
Administering dosages. of radioactive | University of Virgii 7] Yes |7/1/2011 -
druys fo patients or human research o glis . 6/30/20015
subjeots ] No '
Eluting generator systems appropriate{ D Yes
for the preparation of radloactive ’
drugs-for-imaging and localization [JNo
studies, measuring and tesfing the
eluate for radlonuslidic purlty, and
processing the eluate with reagent
kits-to prepare labeled radioactive
drugs.
Supervising Individual License/Parmit Number listing supervising Individual as an
authorized user
Patrice K. Rehm, MD VA 540-248-1
Supervisor meets the requirements below; or equivalent Agreement State requirements (check ore).
[Jes1a0  [] 35200 35380  [] 85.390 + generator experience in 835.280(c)(1)(i){G)

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

Device Type of Training

Location and Dates

Aftestation..

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

NRC FORM 313/ (AUDY (03-2016).

PAGE 3




NRC FORM313A (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 complated by the Individual's précaptor. The preceptor does.hot have to be the supervising
individual s long as the praceptor provides, diretts, or verifiés training and experiérice required. If more than
one preceptor is necesssry to dacument.experierice, obtain a separate preceptor statemertt 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 clinfcal competency.™

First Section
Check one of the. following for each use requested;

Eor 35,120

Board Cedlfication
[] vattest that _ has satisfactorily completed the requirements in
Naime of Proposed Authorizéd Ussr

10 CFR 35.180(a)(1) and has achleved a level.of compstency sufficlent to. function independently as an
authoiized user for the medical uses-authorized under 10-CFR 85.100.

OR

Training and Experience
| attest that Amanda J, Beer has satisfactorily. compléted the 60 hours of training and
Name of Proposed Authorized Ussr

experience, Including a minimum.of 8 hours of classroom and laboratory. training, required by 10 CFR:
35.199(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user-for the medisal uses authorized under 10 CER 35.100,

For-35.290
Board Cettification

| attest that Amanda J. Beer has satlsfactorily completed the requirements in
Nains of Praposed Authiofized User

10 CFR 35.200(a)(1) arid has achleved a level of competericy sufficlent to-function independently as an
authorized user for the medical uses authorized uhder 16 CFR 35.100 dnd 35.200:

OR
Training and Experience
[C] 1 attest that has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User
and experience, including & minimurn of 80 hours of classroom and labaratory trairiing, required by 10
CFR-35.200(c)(1), and has.achleved 4 level of campstency sufficient to function independently &s an
authorized user for the metical uses authorized. aiider 10-CFR 35.100 arid 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:

35:190: 35.280 35360  [T] 35.390 +generator expérience

Name of Preceptor Signature Talephorie Nuniiber Date

Patrice K. Rehm

i

License/Peémit Number/Facllity Name
VA 540-248-1 University of Virginia

&OJ/(M/ (434) 924-9401 R,/ ] {/ !"7"—4

NRC FORM 3¥3A (AUD) (06-2018) PAGE.4




\ Kalip.ell Reglonal 343 Sunnyview Lane | Kalispell, MT 59901
Medlcal Center Telephone (406) 752-1790 | Fax (406) 756-3529
///‘"\\‘ KALISPELL REGIONAL HEALTHCARE

AAATION OMCOLOGY

January 11, 2017
Re: Radioactive Seed Localization

To Whom It May Concern:

This letter should serve as documentation of supervised clinical case experience for Amanda Beer, M.D,
performing radioactive seed localization (RSL) of non-palpable breast lesions with I-125 seeds. Dr. Beer
is a board certified radiologist and an authorized user listed on Kalispell Regional Medical Center’s
license, number 25-15463-01. | abserved Dr. Beer performed 3 separate implants of breast lesions. |
witnessed patients P.A. on 12/14/2016; J.S. on 12/14/2016 and J.D. on 1/11/2017. | instructed Dr. Beer
in the proper techniques for safe handling of the seeds, appropriate preparation, as well as seed
deployment. We reviewed safety relative to the use of [-125 seeds for localization Including but not

limited to:

e Performing the related surveys using appropriate instrumentation

» Preparing, implanting and safely removing RSL sources, to include the use of remote handling
tools to manipulate seeds and the proper use of shields

¢ Performing routine monitoring before, during and after all uses of the seeds to ensure rapid
identification and remediation of a leaking or broken source

¢ Emergency procedures, such as broken or leaking seeds

e Reviewing and understanding the administrative controls in place to prevent a medical event

e Maintaining running inventories of radioactive material on hand

¢ Has work experience on each of the above bulleted items, in addition to work experience for
ordering, receiving and the safe unpacking of radioactive material for each of the 3 above

named cases.

Dr. Beer has gained competency to perform these procedures independently.

o
G’ordo,n Donald Stillie, DO, MS, MBA, FACRO
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Hill, Carol

From: Andre Vanterpool <AVanterpool@krmc.org>

Sent: Thursday, February 09, 2017 4:53 PM

To: Hill, Carol

Subject: [External_Sender] RE: Acknowledgement of Receipt of Amendment Request is attached.
Attachments: NRC Amendment request additional info for Dr Beer 2-9-2017.pdf

Carol

Please add the attached patt to the request dated 2/9/2017.. .License # 25-15463-01 mail control # 592968

Thank you.
Andre Vanterpool BS, RT (N) (R) ""g'-:c
Managet, Nuclear Medicine/ ARSO/PET CT/ Mobile Nuclear Medicine ﬁ- Nmmldli:!te'l!em
Nuclear Medicine Department ——
Kalispell regional Healthcare NON-PUBLIC
W(406)752-1770 F@406)756-4715 Q A.3 Sensitive-Security Relsted
C(406)212-6642 g &-‘L Sensitive lntem:ly
T

avanterpool@krmc.org ,
o wwion PLIT -, 2~ (343

From: Hill, Carol [mailto:Carol.Hill@nrc.gov]

Sent: Thursday, February 09, 2017 8:46 AM

To: Andre Vanterpool

Subject: Acknowledgement of Receipt of Amendment Request is attached.

Carol L. Hill, Licensing Assistant

Direct: 817-200-1140
Toll Free: 1-800-852-9677
Fax: 817-200-1083

E-mail: Carol.Hill@nrc.gov

US Nuclear Regulatory Commission
1600 E. Lamar Blvd.
Arlington, TX 76011-4511

CONFIDENTIALITY NOTICE:

This [email] [facsimile] and any attachments are intended only for the use of the individual or entity to which it is addressed. This communication is
considered confidential, as it may contain privileged or confidential information that is protected by federal or state law. Any unauthorized direct or indirect
disclosure, use, printing, alteration or copying of this communication is prohibited and may be unlawful. If you are not the intended recipient or a person
responsible for delivering this communication to the intended recipient, you have received this communication in error. If you have received this
communication in error, please notify the sender immediately and also notify our Compliance Office by calling 877-752-1742 and delete this communication
and any attachments. Any opinions, views, advice or other statements contained in this communication are those of the individual sender and do not

1



necessarily:. represent those of Kalispell Regional Healthcare. Kalispell Regional Healthcare and its affiliates claim all applicable privileges related to the
information contained in or transmitted with this communication. KRHPA616



A

KALISPELL REGIONAL
MEDICAL CENTER

February 9, 2017

Nuclear Matetials Licensing Branch

U.S Nuclear Regulatory Commission, Region IV
612 Lamar Boulevard, Suite 400

Atlington, TX 76011-4125

RE: Kalispell Regional Medical Center (License number 25-15463-01)
Amendment request to:
1. Amanda Beer MD for 35.100, 35.200, 35.300 and 35.1000 use of Iodine-
125 low dose rate brachytherapy seeds used for localization of non-

palpable lesions.

Dear Carol Hill:

Please accept the attached NRC FORM 313(AUD)(AUT) and letter of attestation to account for the
authotization of Amanda Beer, MD for 35.100, 35.200, 35.300 and 35.1000 use of Iodine-125 low
dose rate brachytherapy seeds used for localization of non-palpable lesions (RSL).

If you require additional information or have questions concerning this amendment request please
contact one of the following:

Andre Vantetpool, Manager, Nuclear Medicine Department
Office phone (406)752-1770 cell (406) 212-6642

Email: AVanterpool@kemec.otg

Lisa Bosworth, medical Health Physicist, MPC Inc.
Office phone: (208)-860-6260

Email: LNBosworth@msn.com

Thank you for your and attention in this matter,

o—

Sincetely,

Andre Vanterpool BS, RT (N, R), ARSO

Managet Nuclear Medicine/ARSO/PET CT/ Mobile Technologist
Nuclear Medicine Department

Kalispell regional Medical Center

(406)752-1770 F (406)756-4715 C (406)212-6642




NROE'E;QRM J13A (AUT) U8, NUCLEAR REGULATORY' COMMISSION

(0820 :
", AUTHORIZED USER TRAINING AND EXPERIENCE J | |
{Rad AND PRECEPTOR ATTESTATION ot i) Tt

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

Name of Propesad Authorized User: State:or Territory-Where Licensed

AmandaJ. Beer, MD . Montana

Requested Authorization(s) (check all that-apply):
[[] 35.300 Use.of unsésled tiypraduct miterial for whichi a writién directive:Is féquired

Qres-.soo Oral administration of sodium lodide:)-131 requiring & written directive Ih quantities less than or equal to;
1.22.gigabscquerels (33 millicuries)

Er 35.300 Oral administration of sodium odide I-431 requiring a wiitten directive in quantities greater than 1,22
gigabecquerels {33 millicurles)

|:] 35.300 Parenteral &dministration of any beta-émiltter, or photon-emiitting radionuclide with a phicton energy less
than 160:keV for whiéh & writteni diréctive is:réquirad

[[]35.300 Parenteral adiministration of any other vadionudlide for-which a written directive is required

PART [ = TRAINING AND. EXPERIENCE
{Select one.of the three methods below)

* Training and Experiencs; including board: certification, must have been obtained within the 7 years precediny the.
date of application orths individual must have: relatad continuing gducation and experishis since the required
tralning and experience was completed. Provide dates, duration, and description-of contihuing education and
experience:related to the uses checked above,

1. Board Certification
a, Provide:a copy of the. board certification.

b. For 85.390, provide documentation-on supervised clinical case experlence. The table in section 3.c. may
be used:to-document this experience.

¢, For 35.398, provide documentation on.classroom and lahorafory tralning, supervised work. experience,
dnd supervised ¢linical case experierics. The febles [ sections 3.a., 3.b., and 3.c. may be used to
docurhent this experience.

d, Skip to arid corriplete: Pait If Preceptaor Attestation,

a, Authorized User on. Matarials License

under the requirements:below or

equivalent Agresment State requirements: (check all that apply):
[] 35.390 (] 85392 []35.304 ] ss:490 [] 35820

b. If eurrently autharized for-a subset of clinical uses under 35.300, provide documentation o additional
required supervised case experience. The-table In section-3.c. may:be used-to.documsnt this
experiénce. Also provide completed Part Il Precepter Attéstation.

¢. If currently. authorized. under 35,490 or 35.690 and requesting authorization for 35.386, provide
documentation on classreom:and laboratory training, supervised work experience, and supervised clinical
case experience. The tables in sedfioris 3.a., 3:b., arid 3.c: may be used to document this experietice.
Also provide coipletad Pért-ll Preceptor Attestation.

NRC FORM 3134 (AUT) (08:2016)- PAGE1




v

FORM $13A.(AUT)

U'S. NUCLEAR REGULATORY COMMISSION-

AUTHORIZED.USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

INRG
{06-2018)

E] 3. Training and Experience for Proposed Authotized User

a. Classtdom and Eaboratery Tralnlng [ ] 35.360 [C] 35462

[] 35.304 ] 35.388

Desoription of Training Location of Tralning ﬁ;‘;‘:’; %2‘:3%35
Radidfion physios and . . 71112041
instrumentation Uﬁwerslfy “of Vlrglﬁ]a 6’30/201 5 i
TARDY - !
Radiation protection 613012015 !
i
Mathernatics pertaining t6 the i
use and measurement of 7/1/2011 -
radioactivity 6/30/2015
Chemistry of byproduct 71142011 -
material for medical use 6/30/2015
Radiéition Biology 7AI2011 -
6/30/2015
Total Hours of Training:. | 700

b. Supervised Wark Expeériends-

[] 35300 [] 35.302

[] 85.404 [] 35.308

if more than one.supenvising individual is necessary. to document supervised fraining, provide multiple-copies

of this page.
Supervised Work Experiénce Total Hours of Experience:
Description- of Experience Location of Experlence/License or Confirtn Dates of
Must Include: Permit Number of Facillty Experience®
Ordering, recelvifig, gnd
unpatking radiogétive matetials: [ Yes
safely arid perforriving the [JNe
related radiation surveys
Performing qualify: control
procedures:on Instrurnents. [ ves.
used to determine.the actlyity
of dosages and perferming. [Ino
checks for proper operation of
survey meters
Caloulatifig, méasuring, and
safely preparing paient or L] Yes
hyman research subject ] Ne:
dosages )
Using administrafive controls to-
prevent 8 medical everit. [ves.
invalving the use of unsedled [JNo
byproduct material
Using procgdures to contain
spilled byproduct material []¥es
safely and using proper [ No
decontamination procedures
NRO'FORM 313A-{AUT} (06-2018) PXGE 2.




e
ggtg.‘l;)omwﬂu {AUT) U.S. NUCLEAR REGULATORY COMMISSION.

AUTHORIZED:USER TRAINING AND EXPERIENGE AND PRECEPTOR ATTESTATION (¢ontinued)

b. Supsrvised Work Expenence (conhnued)

Supervising Individual, .LlcenselPermil Numberlisting supervising individual as an
-authonzad user
Patrice K. Retm, MD E VA 540-248-1

Supervising individual muets the requirements below, or equivalent Agreeraent State requirements (chaick all that
apply)**:

------------

Efa‘s.sso With experience administering dosages of:
: Qral Nal-131 requiring a written ditecfive n quantities less than .or equal to 1.22
glgabesgueréls- (33 millicurles).
Oral Nai~131 in.quantities greater than 1.22 gigabecquerels (33 millicuries)
: Parenteral administration of beta-emitter, or photon-emitting radionuelide with:a photon
: energy lass than 150 kéV requiring a wiitten diréctive is raquired
i [ Parenteral administration of dny dtfier radionuclidé requiring & writte directive

........................................................................... D R I R L R

e e e e e e T AR roc e ke e e e LR R R

- SUpewIslng Authorized User-must have-experience in administering: doaages Inthe same dosage cafegory or categoﬂns as the individual
requasting authorized user status.

¢. Supervised Clinical Casi Experiénce.
if- mare than-one supervising individual is nevessary to document supervised wark eypenience, provide
multiple coples of this page.

Number of-Cases . ,
\ ; Location of Experience/License or Permit Dates of
Description-of Experlence | Involving Personal s ok . ">
Partioipation - ‘Nurriber of Facility Experience*
Oral admln}stratlbn of: SOVS:ium 10/18/2011
lodide 1131 requiring & writen- ! ] i
direetive in quantities less than. 3 University of Virginia gﬁf}g%
orequal to- 1,22 glgabscguerels: 0
(33 millicuries)
Oral.administration of sodlum ' ' 2
iodide- 1131 requiring a writter: ‘ :gfz’g‘;‘z
lrective in:quantities groator- 3 . " University.of Virginia 013
than 1.22 glgabecquersls (33 : 111812014
millicyries)

Pareriteral administration-of
any beta~emitter; or
photon-emitting radionuclide
with a photon-energy less than
150 keV for which a:written
directlve is required

Parenteral adiministration of any.
otherradionuglide fer which a
wiitten: directive s required

(Uist radionucildes)

NRC FORM 313A (AUT) (08:2016): PAGE 8
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g&% Som.-ﬂm {AuUT). U,S, NUCLEAR REGULATORY COMMISSION
AUTHORIZED:USER TRAINING AND. EXPERIENCE AND PRECEPTOR. ATTESTATION (continudd)
3. Training and Experience for Proposed Autho! User (continued)
¢. Supervised Clihical Case Experience. (continued)-
Supervising Individual iLicense/Permit Number listing supervisirig individual as. an
rauthorized user
Patrice K. Rehm, MD. | VA540-248-1

S:T;;,ewlslnﬁ individual mests the requirements below, or equivalent Agresment State requirements (check-all that

e

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

35.390: ! With expsrience administering dosages of:

35,392 ! [;261%“ Nal-131 requiring a written directive in quantities less than or equal to 1.22
A gigabecquerels (33 millicuries),

%5'394 Oral Nal-131 in quantities:greater-than 1.22 gigabscquerels (33 millicuries)
[ss:308 D Parenteral sdiministration of beta-emitter, o photon-smitting radiohuclide with a photon
! energy-less than 150 keV requiring a written directive Is required:

{:| Patenteral administration of any other radionuclide requiring a written directive

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

" Supevising Aulhoﬂzed User must have-experience n admlnisterlng dosages In the same dosgge oategory or categories as the Individual
requesting authorized user stafus.

d. Provide completed Part: ll: Preceptor Aftestation.

PART Il - PRECEPTOR ATTESTATION

Note: This-part must bs 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 fraining and expetience required.  If more than
one preceptor is necessary to doocument experience, obtain-a separate praceptor statement from each.

By checking the boxes below, the precaptor is aftesting that the:Indlvidual has knowledge to. fulfili the duties of
the position sought-arid not’ attestlng ‘o the Indlvidual's "general clinical corpetency.”

First Section
Check one of the followihg for each requested authorization:
For 35.390:
Board. Certifleation.
E{haﬂest- that Amanda J, Beer, MD has satisfactorily completed the training and experience

Name'of Proposed Autharized User

requirements in 35.380(a)(1).

OR:

[] l'attest that has satisfactorily completed the: 700 hoirs of tralring
Name of Proposed Autfiorized User

and experiencs, Including & minimum of 200 hours of classteem arid laboratory training, as required by
10 GFR 35.380 (b)(1).

NRC FORM 3134 (AUT), 106-2076) PAGE4




NRGC FORM 3134 (AUT) U.S. NUGLEAR REGULATORY GOMMISSION
(08-2016)Y
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (¢ontinued)

Preceptor Attestation (continued)
First Section (contirued)

[ ]1 sttest that hes satisfactorily cémpleted the 80 hours of classroom

Name of Pioposed.Authorized User

and-laboratory tralning, as required by 16 CFR 35:382(c){(1), and the supervised work and clinical case
experlence required in 35.392(c)(2).

For 35.394 (Identical Aftestation-Statement Reqardless: 6! Trajning and Experience Pathway):

I:] | aftest that has satisfactorily completed the 80 hours of classreom:
Name of Propiosed Authotized User

and laboratory training, as required by 10 CFR35.394-(¢)(1), and the supervised work and clinical case
experience.required In 35.394(c){2).

Second Section

IZﬁ attestthat Amanda.J. Besr, MD has satisfactorily completed the required clinlcal case
Nama of Propossd Authorized Uger )

experience requiied in.35.380(b){1)(i)G listed balow:

E{ Oral Nal-131 requiring a written directive in quantities lass than or equal to 1.22
glgabecquerels (33 millicuries)

Oral Nal-131 in quantitles greater than- 1,22 gigabeequerels (33 millisuries)

[] Pérenteral admilnistration of bata-eriitter, or phiotsri-emiitting redioriuclide with s photory
energy less:than 160 keV requiring.a writteni directive I$ required

[[] Parenteral adimiristration of any otfier radiopucilde raguiting g written directive

F'.-----------.--.----.-.----.-----,------.-'-----‘--'-'-----H-----------5-
Third Section

IZ]/,I, attestthat  Amanda J. Beer, MD. has satisfactorily actileved a level of competéndy to
Name of Proposed Authorized Ussr

function independently as an authorized ussr for;

(Z(oml Nal-131 requiring & written-directive in quantities less than or equal to 1.22
Iz'fgIgabec.qt-xerel‘:-: (33 millicuries)

Oral Nal-131 in quantities greater than 1,22 gigabecquersls (33 millicuries)

[ Parenteral admiinistration of betasernitter, orphston-emitting radionuclide with a photon
anergy less than 150 keV requiring a-written directive is required

[[] Parenteral administration of any other: radionucfide requiring a written directive

NRC FORM 313A (AUT)- (06:2016) ' PASES




RC FORM'313A (AUT) U,8. NUCLEAR REGULATORY GOMMISSION

"% AUTHORIZED USER TRAINING AND EXPERIENGE AND-PREGEPTOR ATTESTATION (continued)
Fourth Sectiorn
For 96,3961
urrent 36.490 or 35.690 authorized user;
[] 1 attest that. is an authorized user under 10 CFR 35.490 or 35.690
Nema_of Proposed Authorized Usar

or equivaient Agréeement Staté.réquiréments, has:safisfactorily complétéd the 80 hours:of classroom-and
laboratory training, as required: by 16 CFR 35.396 (d)(1), and thé supétviséd work and olinicel case-
experients réqiirsd by 35.396(d)(Z), and- has:achisved a level.of tompetshioy: sufficiént to function
indépendently as-an authorized user for:

[[] Pareniteral adminisiration of any bete-emitter, or s)hefon-emﬂtlng radionuglide with:a photon energy less
than 150 keV-for which a written diregtive Is required

[[] Parenteral administration of any ather radianuclide for which = wriften directive Is:required
OR
ard Cértification;
[] 1 attest that hag satistactorily complétéd the board certification:
Nane of Proposed Authorized Uger, .

requirements.of:35.386(c), has satisfactorily completed the 80 hours of classroom and laboratory training
required by 10 CFR 35.398 (d)(1) and the supervised work and clinical case experience.required by
35,396(d)(2), and has achleved a level-of competency sufficient o funetion independently as an.
authorized user for: -

[[] Parenteral administration of any beta-emitfer, or phofon-emitting radionuelide with a photon energy less
than 150 keV for which a wiitten direetive Is required

[[] Parenteral administration of any other radlonuefidie for whigh a written directive.is required
Li---'t--,----,-ini_dd-ﬁhﬁ----‘.--.----i-'hﬁ-Hjinﬂih-i-i_---- ( F XA NN 80BN N

Fifth Settion '
Gompleta the. following for preceptor attestationr aid signatuire:

Q/I meet the requirements below, or-equivalent Agresmant Staté réquirements, as-an authorized user for:

300 [Assaer  [A%sses [ sssee

m/ I have experfence administering desages:in the following categories for which thie proposed Authorized User is
requesting autherization; )

Qxi'ltlall Nal.-1)31’ requiring a written direcctive In quantities less than-or equal to 1.22 gigabecquerels (33
millicuries

Q]'Orm Nal-131 in guantities.greater than 1.22, Igabeequefel‘s (38 millicuries)

D Parenteral administration of beta-emitter, or phbtén-emittlng radlonuclide with a phooton energy less than
160 keV requiring a-written directive is required

[] Parenteral administration of any other radionuclide requiring a written directive-

Name of Peeceptor Telephone Nuniber Date

Signatur
Patrice K. Rehm y@/‘”“\" @m0t |5 | { )4
} i

License/Permit Number/Facllity Name

VA 540-248-1 University of Virgihia:

NRC FORM 313A {AUT) (08-2016)- PAGE 8
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NRC FORM 532 U.S. NUCLEAR REGULATORY COMMISSION
(05-2016) 90”""’"‘4,

A
Wf ACKNOWLEDGEMENT - RECEIPT OF CORRESPONDENCE

%
Frgnk

J‘a""«

Name and Address of Applicant and/or Licensee Date

02/09/2017

License Number(s)

Michael T. Henson, M.D., Radiation Safety Officer

Kalispell Regional Medical Center 251595001
Radioclogy Department Mail Control Number(s)
310 Sunnyview Lane 502968

Kalispell, MT 59901

Licensing and/or Technical Reviewer or Branch

CHill

This is to acknowledge receipt of your: Letter and/or D Application Dated: 02/08/2017

The initial processing, which included an administrative review, has been performed.
Amendment [ ] Termination [ ] New License [ ] Renewal

D There were no administrative omissions identified during our initial review.

This is to acknowledge receipt of your application for renewal of the material(s) license identified
above. Your application is deemed timely filed, and accordingly, the license will not expire until final
action has been taken by this office.

Your application for a new NRC license did not include your taxpayer identification number. Please
complete and submit NRC Form 531, Request for Taxpayer ldentification Number, located at the
following link:  http://www.nrc.gov/reading-rm/doc-collections/forms/nrec531.pdf

Follow the instructions on the form for submission.

[ ] The following administrative omissions have been identified:

Your application has been assigned the above listed MAIL CONTROL NUMBER. When calling to inquire about this
action, please refer to this control number. Your application has been forwarded to a technical reviewer. Please
note that the technical review, which is normally completed within 180 days for a renewal application (90 days for all
other requests), may identify additional omissions or require additional information. If you have any questions
concerning the processing of your application, our contact information is listed below:

Region IV

U. S. Nuclear Regulatory Commission
DNMS/NMSB - B

1600 E. Lamar Boulevard

Arlington, TX 76011-4511

(817) 200-1209 or (817) 200-1140

WM 532 (05-2016)



BETWEEN: [ FOR ARPB USE ]
INFORMATION FROM WBL

Accounts Receivable/Payable

and Program Code: 02230
Regional Licensing Branches Status Code: Pending Amendment
Fee Category:.7C

Exp. Date: 08/31/2025
Fee Comments: CODE 23
Decom Fin Assur Reqd: N

License Fee Worksheet - License Fee Transmittal
A. REGION

1. APPLICATION ATTACHED
Applicant/Licensee:  Kalispell Regional Medical Center

Received Date: 02/08/2017
Docket Number: 3009152
Mail Control Number: 592968
License Number; 25-15463-01
Action Type: Amendment

2. FEE ATTACHED

Amount;

Check No.;
3. COMMENTS

o Uil R ilce

Date: 6”/ ? / /

B. LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered [/ [

1. Fee Category and Amount:

2. Correct Fee Paid. Application may be processed for:

Amendment:

Renewal:

License:

3. OTHER

Signed:

Date:




