Hill, Carol

From: Chris Fitz <chrisfitz65@hotmail.com>

Sent: Tuesday, May 24, 2016 2:30 PM

To: Torres, RobertoJ; Hill, Carol

Subject: [External_Sender] Amendment Request for Billings Clinic 25-01051-01

Attachments: NRC_letter_052316_signed.pdf; terakedisGKsigned.pdf; Breanne Terakedis Training
GK.pdf

Please find attached an amendment request to add an authorized user to the above referenced license.
Thank you,

Chris Fitz, RSO
Billings Clinic
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Billings, MT O /immediate Release

& Normal Release
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Billings Clinic.

May 23, 2016

Roberto J. Torres, Ssnior Health Physicist
.U.8. Nuclear Regulatory Cominission, Region IV
612 East Larmar Blvd. Suite 400

Arlington, TX 76011-4125

Re: Amendment Request for Billings Clinic, NRC License Number 25-01051-01
Dear Mr. Torres:
Please amend the above referenced license to include the following:

1. Please add Breanne Terakedis, M.D., as an authorized user for 10 CFR 25.600 Gamma
stereotactic radiosurgery uses. Dr. Terakedis is currently authorized on our license for 10
CFR 300, 400 and 600 uses.

The following documentation in support of Dr. Terakedis’s training &and experience is included:
» NRC 313A AUT
e Training on Sterotactic unit uses and emergency procedures.

if you have questions or require additional information, please contact me at 925-550-7720.
Thank you for your assistance with this request.

Ol

Christopher Fitz, JD, MS, ABSNM
Radiation Safety Officer
Billings Clinic

2800 Tenths Avenue Nonlh - P.O. Box 37000 Bilings, Montena 59107-7000 Billings Clinie Hospial (408) 657-4000 Billings Clindc (406) 238
2500 wenw blliingseiinic.com

hs5e1024



NRC FORM 313A (AUS] ) " U.S.NUCLEAR REQULATORY COMMISSIOR
(05-2016)

AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION ABPROVED BY OFIB: NO. 3150-0120
{for uses defined under 35.400 and 35.600) | R SRR
[10 CFR 35.490, 35.491, and 35.690]

Name of Proposed Authorized User o State or Territory Where Licensed
Bmannc Terakedis, ML.D. MT
Requeshed E] 35.400 Manudl brachytherapy sources [] 35,600 Telotherapy umi(s) '

Authorization(s) [] 35400 Ophthalmic yse of strontium-80 [/} 35.600 Gamma stersotactic radiosurgery. unit(s)
(check all that apply)
|:| 35.600 Remote afterlpader unii(s)

PART I - TRAINING AND EXPERIENCE
{Select one of the three methods below)

Training and Experience, Including Board Certification, must have been obtained within the 7 years prageding the
date of application or the Individual must have obtained related continuing education and experience since the
required tra]nmg and expsriehce was comipleted. Provide dates, duration, and desmptmn af continuing education
and experience related to the uses checked above,

[} 1. Board Certification
{ & Provide a copy of the board cartification.

b. For 35.600, go to the table In 3.e. and dsscribe Iraining provider and dates of training for each type of use for
which autharization is sought.

¢. Skip t6 and complete Part || Praceptor Attestation.

2. Current 35,600 Authorized User Requesting Additional Authorization for 35,600 Use(s) Checked Above '_

a. Go to the table in section 3.e, to document training for new device.
b. Skip to and complete Part || Preceptor Attestation.
(7] 3. Tralning and Experience for Proposed Authorized User Y
a. Classroom and Laboratory Training [ ] 35.490 [] 35.491 [J3s.680 :
- . Ciock
Description of Training Location of Training Hours ?,‘;f:;gi
[——-. ™ N

Radiatior physics and
Instrumentation

*

Radiation protection

Mathematics pertaining to the
use and measurement of *
radioactivity

Radiation blology

Total Hours of Training: E:]

WRE FORM 3134 (AUS) (05-2018} i - T D)
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NRC FORM 313A (AUS)

U_S. NUCLEAR REGULATORY GOMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) -

3. Training and Eerr"lence for Proposed Authotized User {continued)

¢ Supervised Clinical Experience for 10 CFR 35.491

Descriptlon of Experience

Locatlon of Experlence/License or
Permit Number of Facility

Clock
Hours

Dates of
Experience*

Use of $trontium-00 for
ophthalmic treatment, including:
examination of ¢ach individual to 1
be freated; calculation of the
- |dose fo be administered;

" |admiinistration of the dose: and
follow up and review of each
individual’s case histoty

Supervising individual

Authorized User .

License/Permit Number listing supstvising individual as an

d. Supervised Work and Clinical Experience for 10 CFR 35.690

NRC FORM 313A {AUS) (05.20118)

[[] Remote afterloadgr unit(s) [ Teletherapy unit(s) [[] Gamma stereotactic radiasurgery unit(s)
Supervised Work Experience Tetal Hours of Exparfepce:
—'[-.‘.!escripﬁon of Experience Location of Experience/Licenss or Confitm Dates of
Must Include: Permit Number of Facility - | Experienca®
Reviewing full calibration [] Yes
méasurements and periodic
spot-checks iNo
Preparing treatment plans and [[] Yes
calculating treatmenf doses and
times [[No
Using adminisizative controls to .
prevent a medical event D Yes.
involving the usa of bypraduct [ No
matetial
Implementing emergency [] Yes
procedures to be followed in the
event of the abnormal operation CINo
of the medical unit or console
Chscking and using survey [ Yes
melers [ INo
Selecting the proper dose and [ Yes
how it is to be adminisiered D No
T



Loy e e U.5. NUCLEAR REGHLATORY COMMISSION |
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)
3. Training and Experienes for Proposed Authorized User {continued)
b. Supervised Work atwi Clinleal Expariencs for 10 CFR 35490 (i mare than one sapenrvsing individual is
necessary to document supervisad work experfence, pravkie multiple copies af this page.}
[supervised Work Expertence Rl ' |
Descriplion of Experience - Lacation of Experisnce/Licanse or Sonflri Datas of
Must nclude: Permit Numbar of Facility Experierice”
Ordering, receiving, and
unpacking radioactive materiale [ yes
safely and performing ihe ralated [7] Ne
radialion surveys , :
‘Checking survey meters for [] Yes
proper operation : f D No
Preparing, implanting, and safeh'( _ {] ves
removing brachytherapy sources I No
Maintalning running inventories T ves
of material on hand [INe -
Using adrninistrative tontrols to D Yes
prevent a medical event
involving the use of byproduct [CINe
matesial ;
: Yes
' [Using emergency pracedures to D
Y oohirol byproduct material D No
i ol
iClinécal ax;berience in radiation {agat . ; '
ooation of ExperiencelLicense or Dates of
pncology as part of an appioved » o o ; £
forml training progran Permit Number of Facillty . Experience
pproved by:
Residency Review
Committez for Radiation
¢ Oneology of the ACGME ] ,
] Royal College of Physicians
and Surgeons of Canada
] Comsmittes an Postdoctoral
’ Trairting of ihe American
{  Osleopathic Asgociation .
uparvising Individual License/Permit Number listing supervising individuat as an |
Authorized User '
|
- ) PAGE 2

NRC FORM 313A [AUS) (05-2016)




‘r:&nfnom 313A (AUS) . U.S. NUCLEAR REGULATORY COMMISSION |
016!
AUTHORIZE_D USER TRAINING AND EXPERIENCE AND _F‘RECEPTQR ATTESTATION (cpntinued)

3. Training and Experience for Proposed Authorfzed User (continued)
d. Supervised Work and Clinical Experience for 10 CFR 35.690 (continued)

Clinical expérience in radlai'ion
oncology as part of an approved
formal tralning program

" Locatlan of ExperiencefLicense or Dates of
Permit Number of Facility . Experience”

Approved by:

Residency Review
Committes for Radiation
Oncology of the ACGME

[:] Royal College of Physicians
. and Surgeons of Canada

[ ] Committee on Pestdoctoral
Training of the American
Qsteopathic Association

Supervising Individual License/Permit Number listing supervising individual as an
Authgrized User

. . ' o

e. For 35.600, describe fraining provider and dates of training for each type of use for which authorization is

sought.
B Description :
of Training Tralning Provider and Dates
Gamma Stereotactic
Remote Afterloader Teletherapy Radiosurgery
07/31715 - 04/16/16
Device operation :
. 07131715 - 04{16/18
Safety procedures
for the device use
) ) RIS, 9I6/15, 10715,
Clivical use of the . 10/8/15, 10436415, and 2/32/16
Supervising Individual. (# taining provfde;by Supsrvising:Licanse/Permit Number listing supervising Individual 46 an

individusi {if more then one supervising individual is necesssry :Authorized User
o doctyment supervised work experience, provide multiple :
coples of this page.}

John Schatletkamp, MLD. l

Authorized for the following types of use: .
Remote afterldader unftfs) [T Teletharapy unitfs) Gamma slereotastic radlosurgery uhit(s)

f. Provide completed Part Il Preceptor Attastgtion.

NG FORM 3134 {AUS) {05-2018) . o PAGEA

k501024



NRG FORM 313A (AUS]

U.8. NUGLEAR REGULATQRY COMMISSION
{05-2018) .

AUTHORIZED USER TRAINING AND EXPéR!ENcE AND PRECEPTOR ATTESTATION {continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the Individual's preceptor. The precsptor does Rot have fo be the supervising
Individual as long as the preceptor provides, direcls, ar verifies training and experience required. If more than
cne predeptor Is necassary fo document exparience, obiain a separate preceptor statement from each.

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

First Section .
Check one of the following for each requésted authorzation:
" For 35.490:
B serti ion
"] 1 attast that has satigfactorily completed the raquirsmants in

Name of Proposad Authorizad Liser

35.490(a)(1) and has achieved a level of compatency $ufiicient to function independently as an
authorized user of manuat brachytharapy sources for the medical uses authorized under 10 CFR 35.400.

: OR

Trainlng and Experience .

[] 1 attest that has satigfacforily completed the 200 hours of
Neme of Propoded Authorized Ussr

classroom and laborafory training, 500 hours of superviead work experience, and 3 years of supervised
clinical experience in radiaiion oncology, as raquired by 10 CFR 35.490(b)(1) and (b)(2}, and has achieved
a level of competency sufficient to function independently as an suthorized user of manual brachytherapy
sources for the medical uses aulhorized under 10 CFR 35.400.

For 35.491:
[} 1 attest that has satisfactorily completed the 24 hours of

Nams of Propssed Authortzed Ussr

tlassreom and [aborafory training applicabla to the medical use of strontlum-90 for ophthalmic radiatherapy,
has used strontium-80 for ophthalmic treatment of § Individuals, as required by 10 CFR 35,491(b), and has
achigved a level of compebsncy sufficient to funclion indepandently as an authorized uUser of strontium-20 for
ophthalmic use.

----n,--'i--l-i-.--l.n-----z—---'-'-.------------.---------u'--iiilli-_.--iniir

Second Section
For 35.680:
Board Certification

| attestihat Dreanne Terakedis, M. has salisfactorily complefed the requitements in
Namg of Froposed Authorized User

35.890{a)(1).

OR
Jraining and Expetience
[ attest that has satlsfactorily completed 200 hours of classroom
T Name of Praposed Avthorizad User
and laboratory training, 500 hours of supervised work experience, and 3 years of supervised clinlcal
experience in radiation therapy, as required by 10 CFR 35.600(b)(1} and (b)(2).

AND

HRC FORM 313A (ALIS) {85-2016) i A ) PAGE S




NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
(6820

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEFTOR A'ITESTAT[ON (continued)

Precaptor Attestation {continued)

Third Section
For 35.690: (confinuad)
[#] | atiest that Breanne Tecakedis, M.D. has recelved training required in 35.690_(0) for device
Nara of Proposad Auihorized Uger
aperstion, safety procadures, and clinical use for {he typa(s) of use for which authorization fs sought as
checked below.

[} Remote afterioadar uniis) [ ] Teletherapy unit(s) Gatnma stersotactic radlosurgery unit(s)
-'---------------u--------------n---n--i-----Di-a-----------u--!--
AND

Fourth Sectlon

[] 1 attest that Breanme Temmkedis, M.D, has achisved a level of competency suffident to
Nama of Propossd Authorlzad Liser
achieve a levesl of competency sufficient fo functlan ingspendently as an authorized user for:

[[] Remate afterloader unitls) [~ ] Teletherapy unit(s) Gamma stereotactlc radiosurgery unit(s)

i LR L LR L L L L L L L Ll
Fifth Section

Completa the followlng for preceptor attestation and signaturs:

| mast the requirements in 10 CFR 35.490, 35481, 35.690, or equivalent Agreement State requirements, as
an authorized veserfor:

35.400 Manual brachytherapy sources [ | 35.800 Telatherapy unit(s)
35.400 Ophthalmi¢ uss of strantium-90 [«] 35.600 Gamma étareoiacﬂc rediosurgery wunit{s)

35.800 Remote afteroader unfs)

Name of Precspler Sidqa Telaphone Number Date
John Schallenkamp, M.D. ‘?Fﬂ'% 70 406-435-T1 g / H[zaz b -
N D

Llcense/Permit Number/Faciity Name
Billings Clinic, 25-61051-01 ) . o

NRG FORM 313A (AUS) (03-2010) PAGE S
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On 04-08-2016 I performed training with Breanne Terakedis MD on radiation safety,
regulatory issues, device operation, safety/emergency procedures, and clinical procedures
for 35.1000 Gamma Knife Perfexion. Dr. Terakedis was given a copy of “Emergency

l na Knife Perfexion stereotactic unit” and the policy was

I copy of the presentation by Michael Sheetz, “Regulatory

; “J ts for use of 2 Gamma Knife” and reviewed it with her.
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