
Hill, Carol 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Chris Fitz <chrisfitz65@hotmail.com> 
Tuesday, May 24, 2016 2:30 PM 
Torres, RobertoJ; Hill, Carol 
[External_Sender] Amendment Request for Billings Clinic 25-01051-01 
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 
Billings, MT 
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' .-
Billings Clinic .. 

May23,2016 

Roberto J. Torres, Senior Health Physicist 
. U.S. Nuclear Regulatory Commission, 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. iorres: 

Please amend the above referenced license to include the following: 

1. Please add Breanne Terakedis, M.D., as an authorized user for 10 Ct='R 25.600 Gamma 
st&reotactic radiosurgery uses. Dr. Terakedis Is currently authorized on our Ucense fot 10 
CFR 300, 400 and 600 uses. 

The following documentation in support of Dr. Terakedis's training _and experience is included: 
• NRC 313AAur 
• Training on Sterotactic unit uses and emergency procedures. 

If you have questions or require additional information, please contact me at 925--55~7720. 
Thank you for your assistance with this request. 

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

2800 Tentt1 Avenu& North - P. 0. Box 37000 Bii/Jr.gs, Mont!WJ 59107-7000 Bi11i11gs Cllnl<; Hospttal (406) 657-4000 BiiHng.'i C.li11lc (406) 238 
2soa www.bllling9C!lnic.com 
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NRC FORM 313A (AUSJ 
!05·:11116) . 

U..S. NUCU!AR RJ;SUl.A TQRV COMMISSION 

~-~'[ .. AUTHORIZED USER TRAININ<l AND EXPERIENCE 
I Sl AND PRECEPTOR ATTESTATION APPROVED BY OMS: NO. 3150-01:ZO e ~ (for uses defined under 35.400 and 35.600) E~IRES: 05/31nll11i 

\ ~ 
~"" ...... !10 CFR 35.490, 35.491. and :35.6901 

.. . . .. 
Name of Proposed Ai..ittiorized Usar State or Territory Wher& Licensed 

BTll8111le lcmkedi.s, M.D. MT 
- . .. ·-

O 35.400 Manusr brachytherapy sources O 3&.600 Teletherapy unit~s) 
.. 

Requested 
Authodz;1tlon(s) 0 35.4~0 Ophthalmic use of strontlum-90 f~}.35.600 Gamma stsrsotactlc radiosurgery.unit(s) 
(check all that apply) 0 35.600 Remot~ afterloader unit(s) - . . . 

PART 1- tRAINING AND EXPERIENCE. 
(Select one Qf tlte three methods below} 

* Training and Experience, Including Board Cero1tcaticm, must ha~ been obtained within the 7 years prei;eding \he 
date of appllcatlon or the Individual must have obtairred 1'elated continuing educatipn and experience since the 
required traJning and experience was completed. ProvidcJ dates, duration, and description m continuing education 
and expi:rlence related to the uses checked sbove. 

D 1. Boar~ Certlflcgtjon ' . 
a. Pl'QYlde a copy of the board oertifi cation. 

b. For 35.601)., go to the table ln 3.e. and describe training provider and date$ <Jf training: fur each type of use for 
which authorization is sought. 

c. Skip to and comple1e Part II Preceptor Attestation. . 
0 2. Current ~5.600 Autbonied User R!guestlng A~ditlonaJ AUlborlzation for ~,§QD Use(s} Checked Abovt ' 

a. Go to the table In section 3.e. to document training for new device. " 
b. Skip to and complete Pt1rt 11 Preceptor Attestation. 

D 3. T!JfD.11!9 and Exee!.'.lenee for Pro921ed Autho!'.Jll!sl User 

a. Classroom and Laboratory Training 035.490 D 3s.491 035.690 '. F o....lpti~~ otTrao1nS 

·-~ ¥ -- .. 

11 
Location of Tralnlrig Clock Date$ of 

Hours. 

T~, ··- - ·-
adiation physics and 

Instrumentation 

.. 
··~ ................ ._ 

~iation i;>ro\eclion 

-- ... ~ - .. ,,,, __ . --· 
Mathematics pertaining to the 
use and measurement of . 
radloactMty 

... - .. ·- ····-~ ' 

Radiation biology 

i - .. ....... 
Total Hours of Training: D 

.. . . . . 
P.\Glt 



• NRC FORM 313A (AUS} tis. NUcLEAR RiiGUi.AToRv coM¥is$tON 
~1!} 

AUTHORIZED USER TRAINING AND EXPERll::NCE AND PRECEPTOR ATTESTATION (c:ont111u11d) · 
- . 

3. Trainin~ an£! Exeerrence for ProJ>O!!d Authori%ed User {continued} 

o. Supervised Clinical Experience for 10 CFR 35.491 
.. 

Description of E'.xper1enco Location of ecpenenca/license or 

~ 
Clock Dates tlf l Pem1it Number of Facility Hours Experience* 

~~ .. .., __ -Use of $trontium-90 for 
ophthalmic treatment, includlng: 
examination of each individual ta 
be treated; calculation of the 

" dose to be administered; 
adrninistralion of thi.9 dose: and 
follow up and review of each .. 
individual's case hlstoty 

I . . 
Llcen;e/P.ermrt Numi;r lishng supervlslng ln<IM'1uat as an Supervising lndMdual 
AuthoriZed l}Jec . 

.........--.. -.. ..... . . ... ... I 
d. Sup~1vls~d Work and Clinical Experience for 10 CFR 35.690 

0 Remote aftertoad~ lfl11t(s) O Teletherapy unit(s) O Gamma etereotactic redlosurgery unit(s} 

··- ~ 

, ,.~tal Hours_:: .E~parreflce! l 
Supervised Work Expedence 

~d~ :....--.- - ---

l - ... ,.-
Description of Experience Location of Experience/License or 

Conficm Must Include: Permit Number of Faci1ily Experience"' 
-··- - -- -

Reviewing full calibration QYes 
measurements and periodic 

·ONo spot-checks 

.. - -
Preparing treatment plans and OYes 
calculating treatment doses and 

0No times 

--j .___ - -
Using administrative controls to 0Yes. 
prevent a medical event 
involving the use of byproduct ONo 
m~terlal 

~-·- - ·-· T 

Implementing emergency 0Yes 
procedures to be followed in the 
event of the abnormal operation . QNo 
of tha medical unit or conMle . 

L..--·-· ··- - -.. 

Checking and using survey Oras 
meters QNo 
.... -"" ··-· --- .............. -............._. .......... - ... 

Belectlng the prop~rdose and QYes 

,._J how it is to be administered QNo 
i 

~ .. ·-- ..... ._. .. .. 

NRC FORM 313A jA1.JSl) (05-2018) PAGE3 

.. ---·--- , ___ _ 

1 



I NRC RtRM 313A (AUS) 
~Bl 

U.S. NUCLEAR R.!GlJLATORY COMM~SSIOltl 

' 
' 

I ·~ 

t 

AU'THORIZED USER TRAINING AND ExPERIENCE ANO PRE.Ct!P10R ATTESTATION (Cl?ntfnued) . . 

3. Tra.inlQ,g and Exparte09 f!r Prop~sed Authorized User {CtJfltlnued) 

b. Supervised Work end cnntcal Experiane.& for 10 CfR 35AOO (If rnors then one supetllfsing individual ilil 
necessary to document supervised work tJ:Aperl-encer pm-,.-Jde. mtJ/tiple- copies af thlspa(Je.f 

S 
-· ·~------------------------·-----T-o_ta_1 _li_ou-;;¢---·---·---1 

upervhied Work Experience Exper1enc;e: 

Oescrlptli:>.n af Experience Location af Experisnceilicsns4 'Pt ----.f~Co-n-finn~:.....,-, -Oa ........ ms_o_f _
1 

~---M_u_s_t 1_nc1_ude_:_·-----+--~--P_er_rTI!~_N._u~m_bEJ_r_o_r_Fa_ci~·11_ty_ ••.•. _ --··---.o.+1 _E_xp~rJence_*_ l.Orderlng, receivin9, and 0. Yes J . 
unpacking radloactrv& rnsterlal& , · 
:safel~ and pelformlnst the rtllated f O No . ! 
~t,idi'auonsu~e'y$ ·t··----------··------1-----+---~ 
· Cheddng- survey meters for D Yes ' I' 

::pe~·-op-e-rat_i_a"~------~--+1--~·~----~~~~-----+-[]~--No--~+i---~-----..t 

:. 

Prepar-ing, implanting, al'ld safely 
removlrlg brachytherapy sources 

·-I Mafntatning running inventories 
of ~tatial on hand 

I .__ _____ 
Using admlnistra:live OOhttols to 
prevent a medical event 
involving the 1,1se of byproduct 
matariat 

; 

' r 

~ 

' 

,g:L i 
--·~~~---0-y,-. . . --i 

0No 
--------·--------------·--!'-----+----·- ·-

0Yes 

0No 
·--·-·---L"' - i 

I 
·---------... ·--····---... --·---+-~~-·--~-_.... ____ _ 

Using emergency p~~ures to 
cohtrol byproduct material 

J 

I 

0Yes 

QNo 
I 

'-----~------_...--------------~-~...--l'-----..1----~·.··~ 

Fllnical ~erience In radiation 
pncofagy e.s part of an apptoved 
formal tratning program -

-· 
Approved by: 

O 'Residency Review 
Committee for Radiation 

; Oncology of the ACGME 
D Royal Conege of Physicians 

and Surgeorit of Canada 

D CornmlL'l&e on Postdoet01al 

I Tretining of the American 
Ostt!lopattiic ~oelatl~n 

!Supervising lndivl®el 

Location of Ex.perienceJL.icense or 
Perrnlt Number of F ec;illty 

-·--·-

1

1 OatE!$ ~ I 
_· Experience•· 

-- ·-·-~---··1 , -

l~L~i~~~nse/Permlt Number listing supervising lndMduat as &n 
rthorized l.lseir 

'"-·---- ·-----.........:__... ...... __ . _________ ,__.... __ ~~-----~-~·----.......------' 

NRC P'OR1ol !11aA tMlS} (115-21lf8) 



I NRC FORNI 313A (AUS) 
(115-2D18) 

u.s·. NUCLEAR R~GUi..A=roRY COMMrSSloN . 

AUTHORIZED USER TRAINING AND .EXPERIENCE AND PRECEPTOR ATI.E,STATION {continued) 
. . . . . 

3. Training and Experience for PrAAosed Authorized User {conti11ued) 

d. Supervised Work and Clinical Experience for 10 CFR 35.690 (continued} 

~
Clinical experl~ce in radl~tio-r'I·-....---- ·--.-Lo-ca-ti-a; ~-f e_x_pe_r-ie-nceJL-··~e_n_s_e_o_r----···-......---Da-tes-o-f -

oncology as part of an approved Penn it Number of Facility i;xperience· 
formal training program 
---···---------..--;-~·--------~-~-~--~-·---~--+-~·~~----< 
Approved by: 

10 Residency Review 
Committee for Radiation 
Oncology of the ACGME 

0 Royal College of Physicians 
. and Surgeons of Canada 

D Corr'lmittee on Postdoctoral 
Training of the ~meric::an 'i 
Osteopathic Ass~ciat!on _,·-----·- .. -· ~--1 

Supervising fndlVfdual License/Permit Number lisdng SlJper\llslng individual as an 
AuthQrlzed User 

'-"--~-··· -~--·--·----.. ··------··-----· .. ·------·······---~-- .. .1 
e. For 35.600, describe training provider and dates of training for each' type of use for which authoriZation is 

sought. 
-- . . ........ ~---------·-·--------~~--~--.......... ---· 

Description 
ofrraining Training Provider Md Dates 

i----· ----1-·------------i···-----·------.,....--·----·--~~--1 
Remote Afterioad ar Telefherapy 

Gamma Ster.eotactic 
RadiQSurg&r)I 

---·- -.. -----------------------t~-------~-~-i 
07/)1115-04/16/.l6 

Device opera1lon 

.. . .. ______________ ,,,, __ ,,_ .. ._. ..... ----~! 
07131115 - 04/16/16 

Safety procedures 
for the device use 

. .......... ---+-----··-~---+---------~~-! 
7!31/lS, 916115, 1017/15, ='"""of: I ~~115, H)i'.!17/15, •••l2/J2/l6 

Supervising Individual. (fftrainlnQ provlcf9d bySUpmVisingil.lpense!Permit Number listing supervlsi~g Individual as an 
Individual (If ml;)Je thBn one supeNlslng lndi\.iduaf Is necessBIY !Aulltorized User . 
ltJ tloc;toMnl sup&rvlsad work exp9rl9nce, proVide m1lltfple ~ 
copies of tf!Ts pags.} 

John Schalleokamp, M.U. i 
................ J. .... _____ ,., .. __ ..... . .......................................... -............... -·---·-··-----------··········· 

Autho~ed for the follo'1vfng types of use: 

IZJ Remote afterl6ader unlt(s) D Teletherapy unit(s) 0 Gamma slereota_ctic radloeurgery ullit(s) 

·---· ---------.......... -~------··- ' ···--~·~· _ .......... ~--~-~--~-·· 
f. Provide completed Pa'rt II Preceptor Attestation. 

NRcFORM313A{AUS) (0&-2fJ'18) 
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--
NRC FORM 313A (AUS] 
(05.2ll1BI 

U.S. NUCLEiAR REGULATQRY CQMMl~ION 
' 

A.UTHORJZEO USER TRAIN\NG AKO EXPER,ENCE A.NO ~RECEPTOR 1>.TfESTA1'\0N {c:ontinued) 

P.ART If- PR~CEP'rOR AiTESTATION 

Note: This part m1Jat be completed by the Individual's preceptor. Th$ preoeptor does not have to .l'.)e the s11p9rvislng 
lndtvldua\ as long as \ha preceptor provides, dlrec\S, or verlfles training and expefience required. If more th~n 
one p~cieptbr la necessary to document experience, obtain a sepii.l"Ste preceptor statement from ea9h. 

By checking tha boxes below,. the preceptc>t Is attesting that the indiVidual has knowledge to fulfill tne duties of 
the position sought al'ld not attesting to the Individual's •general clinical competency." 

First Section 
Check one of the following for each req11ested authorization: 

For35.490: 

soa'l! Ctttificauon 
· 0 I attest that has satisfactorily completed the requl~ments in 

Name of ProPosed Atdhartlad Uller 

35.490(a)(1) and has achieved a level of competency StPHclent to f1.mctlon independently as an 
authori~ed user of manual b rachytharapy sources for the medical uses author~ed under 1 o cm 35.400. 

Trainlng ahd Experience 

0 J attest that · 
---Na-me-cf-,PropoJl--a-d Au-tho_tized,.... UHr 

o~ 

has sati$fecforify completed the 200 hours of 

classroom and laboratory training, 500 Murs Cf supervlesd wotk experience, and 3 years Q'f supervised 
clinical experience In radia=Jon oncology, as requlre<j by 10 GFR35..490(b)(1) and (b)(2}, and has achieved 
a level of competency sufficient to function !~dependently as all authorized user of ma.nuaJ braChytherapy 
sources for1ha medical uses aulhonud under 10 CFR 35.400. 

For35A91: 

0 I attest that ha$ satisfact<:irlly completed the 24 hQLJrs of 

Nama al Propesed Autborlzllld Uller 

clas1;1reom and laboratory training applicable to the medical use of strontlunt-90 for ophthalmic: ra(fiotherapy, 
has used strontium-90 for ophthall'tlic treatment¢ 5 lndMduals, as requi~d t>Y 1oCFR35.491(b}, and has 
achlaved a level r>f competency sufficient to function independently as an authorized Llser of sttontiul'n..QO fur 
ophthalmic tlSe. 

••·-~~-~--~·~~·••••••••••~~~-••••••••••••••••••••·--··~-··•••A 

~cont! Section 

For 35.690: 

Board Certification 

0 I attest that Dreanne Terak.cdis, MD. has satisfactorily oompletedthe requirements in 

35.890(a){1). 
Na1r1iof~~-.-:-=-/dhoQad-=---=---=.,.,IJN-,----~-

OR 
!raining and Experienee 

0 I att&st that has satlsfactorily comple~d 200 hours of elassrootn 
illam1 of Ptgpoie:t Autholfzad lb;,---

and laboratory training, 500 hOW's of supervised work experience, and 3 ye~rs of supervised dinlc81 
experience in radiation therapy. as requ!red by 10 CFR 35.690(b)(1) and {b)(~}. 

AND 

P~$ 

I 



.! 
' 

NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY CONMISSIOJi 
(115-201e) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (col'ltln1.1ed) 

Preceptor Attestation (continued) 

Third Section 

For 35.69B! (con(inuad) 

12) I attest that Breanne Tecakedis, M.D. has received 1ralnlng required In 3$.~e) for devic& 
N,.;;;;·Of Propoeed lwlhoriZQd. Ugor 

operetion, safety procedures, and cllnical use for 1he type{s} Qf use forwhid'I authorization fs sought; as 
checked below. 

O Remote afterloader unlt(s) D Tele1herapy unit(s) 0 G.atnma stereotacllc radlosurgery unit(s) 

··----~·------········--·······-······-······-······-··-~---~ 
AND 

Fourth Section 

[a I attest that Bl'Cllmtc Tembidis, M.D. has achieved a revel of competency suffiG!ent to 
Nams of0

PNl!lmed Aulll_orl__...,....,~u~,..-r--

achleve a level of competency sufficient fo function lnd.-ndenUy as an auth01ized 1,1&ar f.Qr: 

0 Remote aftsrfoad9r 1.ITTit(s} 0 Teletherapy unit(s) 0 Gamma stereotactlc radlosurgery unlt(s) 

•••~•-~••••••••••••••·~·-~•••••••W••••·~--~~·••••••••~·•••••• 

Fifth Section 

Complete the followlog for preceptor attestation and ~gna1ure: 

0 I meet the requirements In 10 CFR 35.490, 35A91, 35.690,· or equlvelent Agreement State requirements, as 
an authorized ueerfor. 

(!135.400 Manual brachythetapy source$ O 35.600 Telether.apy unlt(s) 

[!] 35.400 Ophtnalmle use of strontlum-90 ~ 35.600 Gamma ~tareo1aotio radiosurgery unit{s) 

0 35.600 Remote eflerfoader unlt(s) 

Name of PrflCflplor 0.fe Tal11phone f>bnber 

406-435-71 Jobn Schalleolalmp, M.D. 
Llcense/PermH~Nu-m_b_Mi_~-Scil~~-y_N_ama~~--'~..l.~-=~-:::,o_~~.....:;:.-~~--'--~~~· 

sf rt/ l.61" 

Billings Clinic, 25-01051-IH 0 

I 



On 04-08-2016 I perfonned 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 
1 na Knife Perfexion stereotactic unit" and the policy was 

Hreanne 1 eraiceo1s Ntu 

Ed Slowey MS DABR 

I 

copy of the presentation by Michael. Sheetz, "Regulatory 
ts for use of a Gamma Knife" and reviewed it with her. 

' 
I 
~ 


