
Hill, Carol 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Chris <chrisfitz65@hotmail.com> 
Thursday, July 31, 2014 3:13 PM 
Hill, Carol 
FW: License amendment for 25-07553-01 
amendment_051314.pdf; ABR certificate.pdf; BC Y90 letter 2013-2014.pdf; Christenson 
Nucs ABR_cases.pdf; christenson_313a_aud.pdf; christenson_313a_aut.pdf; UCH License 
Am 45 Redacted.pdf; Y-90 CME course certificate.pdf; Y90 course certificate 12.pdf; Y90 
course certificate 22.pdf; Y90 SAM credits.pdf 

Carol, here is the orginal email I sent to you. If we could get the approved ASAP that would be very helpful. 

Thank you 

Chris 

From: chrisfitz65@hotmail.com 
To: carol.hill@nrc.gov 
Subject: License amendment for 25-07553-01 
Date: Tue, 13 May 2014 07:26:03 -0700 

fD)~~~~\Yl~ ~ 
lfll MAY 1 3 2014 ~ 

DNMS 

Good Morning Carol, please accept the attached licensing material for St. Vincent Healthcare, Billings 
Montana. Can you please let me know you have received? Thank you for your help . 

Chris 
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May 13, 2014 

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 St. Vincent Healthcare, NRC License Number 25-07553-01 

Dear Mr. Torres: 

Please amend the above referenced license to include the following: 

1. Add Brian Christenson, M.D., as an authorized user for 10 CFR 35.100 and 200 
uses. Dr. Christenson is Board Certified by the ABR in Diagnostic Radiology. NRC 
form 313a (AUD) is attached. 

2. Please add Brian Christenson, M.D., as an authorized user for 10 CFR 35.300 uses 
for oral administration of 1-131 of sodium 1-131 for quantities less than or equal to 33 
mCi and quantit1es greater than 33 mCi. 

3. Please add Brian Christenson, M.D., as an authorized user for 10 CFR 35.1000 for 
the use of SIR-Spheres and TheraSpheres. The use of Y-90 microspheres will be 
for medical use, as permitted by 10 CFR 35.1000, in a Sirtex or TheraSpheres 
medical delivery system. 

4. Please add to item 6 Yttrium-90 as permitted by 10 CFR 35.1000. The form will be 
SIR-Spheres and TheraSpheres. The authorized use will be for medical use, as 
permitted by 10 CFR 35.1000. 

5. Please remove Ann Giuliano, M.D., as an authorized user for 10 CFR 35.100, 200, 
and 300 uses. 

The following documentation for training and experience for training and experience is attached. 

• Statement of training during Vascular and lnterventional Fellowship from the 
University of Colorado. 

• Statements of training from Society of Intentional Radiology 
• University of Colorado Hospital Radioactive materials license documenting AU 

status for 10 CFR 35.1 00, 200, 300, and 1000 uses. 
• Copy of ABR Certification. 

Dr. Christenson is an interventional radiologist who has board certification in diagnostic 
radiology from the American Board of Radiology. Dr. Christenson is completing a Vascular and 
lnterventional Fellowship at the University of Colorado Hospital. The 80 hours of classroom and 
laboratory training for byproduct material, including Y-90 microspheres was concurrent with 
training received during his residency and fellowship. The clinical use training and experience 
for item B of the licensing guidance are being satisfied by following pathway 2. Dr. Christenson 
will complete will complete at least the first three hands-on patient cases supervised in the 
physical presence of a manufacturer representative . In addition, within 30 days of each case, 
documentation will be submitted to the NRC by St. Vincent Healthcare. The documentation will 
be from the manufacturer verifying the cases were satisfactorily completed. 

Jb 584470 



Additional training will be provided to all individuals involved in Y -90 microsphere use, 
commensurate with the individual's duties to be performed. 

The license commitments included in the licensing Guidance will be followed for written 
directives, inventory, patient release, labeling and medical event reporting . 

If you have questions or require additional information, please contact Chris Fitz at 925-550-
7720. 

Thank you for your assistance with this request. 

Christopher Fitz, JD, MS, ABSNM 
Radiation Safety Officer 
St. Vincent Healthcare 
Radiology 
1233 N 301

h Street 
Bill ings, MT 59101 
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Chris Fitz 
Radiation Safety Officer 
St. Vincent l:-Iealthcare 
Department df Radiology 
1233 N 30th Street 
Billings, MT ~91 01 

May 7th, 20 1h 

Mr. Fitz: 

The intent ofthis letter is to document, validate and support the experience of Dr. Brian hristenson in 
the evaluatio~ and treatment of patients with unresectable liver malignancies with SIRS 
TheraSphere~ Y-90 microspheres. I am currently an Authorized User Physician on Col 
Materials Lic~nse 828-01 for both SIRSpheres and TheraSpheres and have worked with r. Christenson 
with both moUalities. I have worked closely with him over the last year during his Vas · Jar and 
Intervemtionat Radiology fellowship and feel qualified to render my assessment. 

! : 

l - : 
Dr. Christenspn/has been an active participant in 7 SIRSpheres cases and 3 TheraSphere cases 'since 
2013, working under close supervision with either myself, or one of other Authorized U er physicians in 
our lntervent\'onal Oncology practice. He has been trained in and participated in these c ses including 
prepar,-ation of the treatment room and the delivery set to minimize risk of contamination and the delivery 
of the Y -90 rrticrosp:heres. To further supplement his knowledge base and experience, r. Christenson 
attended and ~articipated in a comprehensive multiday course (Y-90: The Complete Co rse) sponsored 
by the Sociecy of Radiology in Scottsdale, Arizona in February of2014. 

I 
Dr. Cnristens{m is a bright, thoughtful and competent physician and I am confident that e has the 
necessary trai~ing and skills to safely deliver Y-90 microspheres in the treatment ofunre ectable hepatic 
malignanciesj Please contact me at your convenience if you require further infonnation mobile- 303-
854-4798) . 

Sincerely, 
! ,.-------

~ ~-~ 
Matthew Gip}on, MD 
Assistant Professor 
Interventionaj R.adio]ogy 
University of1Colorado Hospital 



FormA 

American Board of Radiology - Program Director Attestation 

COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS 

More information can be found at the following link: 
http :1/www. nrc. gov/reading-rm/doc-collections/cfr/pa rt035/part035-0290. htm I 

0.n'VI ()vt \ t:tns..,... UNl v a r toiJJ Pfillo Ok -o;J-Ob -~ 
Resident Name Program Program# 

By the time of the ABR oral examination, this applicant will have successfully completed the hours of 
training and experience as outlined in 10 CFR 35.290, 35.392, and 35.394 .................................. . 

This applicant has taken part in:::: 3 cases of oral administration of 1-131 therapy~ 33mCi .............. .. 

This applicant has taken part in ~ 3 cases of oral administration of! - 131 therapy> 33 mCi .............. . 

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 Authorized 
User (AU) who meets the requirements under relevant sections of§ 35.290 or equivalent Agreement 
State requirements ...... . . ... .... . .. .... ... ................ .... ............................................................ .. 

The work experience 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 requirements ........................................................................ .. 

The work experience cited above for§ 35.394 was obtained under the supervision of an 
Authorized User (AU) who meets the requirements under§ 35.390 or 35.394 or 
equivalent Agreement State requirements . ..... ........... ...... ..... . .... ....... .............. .. ....... ........ .. . 

~v,D ~uonJ61ELJJ, N I) 
estdency Program Dtrector 

(Print Name) (Signature) 

YES NO 

[3-0 



Form B 

1-1 31 Therapy Experience Log 

B d Ov\ C"' ri) 'ct.A>n 
Resident Name 

Dose Administered 

~33mCi 

2. lf-/tK/r:l-

3. 't"/1 ~/f'J- It ""Ci 

Dose Administered 

>33 mCi 

1. i/3o I J-ato 
J 

lJN1 v oE bJI[)PADa !J0 -!Jz -m -z 
Program & Number 

Preceptor (AU) Print & Sign Name 

Pdn~ 

Sign arne 

Print Name 

CR 
Signlnte - --
Preceptor (AU) Print & Sign Name 

Print Name 

-si-gn~~ca~m=e========~~ 

--~54;~\\~l~<~\~~>m~*=~~---­
PrintName 

Sign£. 



NRC FORM 313A (AUD) 
{05-2012) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

APPROVED BY OMB: NO. 3150-0120 
EXPIRES: (05/3112015) 

(for uses defined under 35.100, 35.200, and 35.500) 
[1 0 CFR 35.190, 35.290, and 35.590] 

Name of Proposed Authorized User 

Brian Christenson, M.D. 

State or Territory Where Licensed 

CO,MT 
------·- - - - - - ·- - ·----- - ------ --L------- -------- - --- ------- - -- - --- - -

Requested Authorization(s) (check all that apply) 

0 35.100 Uptake, dilution, and excretion studies 

0 35.200 Imaging and localization studies 

D 35.500 Sealed sources for diagnosis (specify device) 

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

-.{_ 1. Board Certification 

a. Provide a copy of the board certification. 

b. If using only 35.500 materials, stop here_ If using 35.100 and 35.200 materials, skip to and complete Part II 
Preceptor Attestation. 

- 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization 

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement 
- - --------

State requirements seeking authorization for 35.290. 

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

------------- -----T ------ ----------- -------- .------ - - --,---------
Location of Experience/License or Clock Oates of 

Description of Experience 
Permit Number of Facility Hours Experience• 

------ - - -- --- ---------- -·- - ----- -·--- ---- - - - - ---- -+-- -- - - --1----- - - - - --
Eluting generator systems 

1 appropriate for the preparation of 
; radioactive drugs for imaging and 
11ocalization studies, measuring and I 
testing the eluate for radionuclidic 
purity, and processing the eluate 
with reagent kits to prepare labeled 1 

lradioactive drugs ___ _ ---'-~ ------ -- -------------------- __________ _ _ _ _______ _ 

I Total Hours of Experience: 
--::----:-,.--- ----- ------- - -------- ---- - -- --- -------- --- -------- . - -- - ------·-------- --- --
Supervising Individual License/Permit Number listing supervising individual as an 

authorized user 

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

0 35.290 0 35.390 +generator experience in 32.290(c)(1)(ii)(G) 

PAGE 1 



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 
105

.
2012

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

0 3. Training and Experience for Proposed Authorized User 

a. Classroom and Laboratory Training. 

- Descript;~-;of Trai~ing----~------- -~cat1on-of Tra:ing-- --- - --HCiock - ---TDate~ ot ~ 
ours rammg 

r--------- - - --- - -- - -·-- - - - - - ---- - --- - ----r-- ---

instrumentation 
Radiation physics and I 

~- --- .. -- !---.. ------- - ------+---·-
Radiation protection 

1 - - - · - --- ·---------~--- ------ - --- · ··--------- ---------- ~------ --

Mathematics pertaining to the use I 
and measurement of radioactivity I 
----- ______ _ __ _ J_ ________ ---- ----------- ' '"-----1----- -- -

Chemistry of byproduct material 
for medical use (not required for 
35.590) 

1 

I 

- --- --------------~------------- - -"------- ---- - --- ----- - -

Radiation biology 

---· _ _ _ _ ____ , __ _ _ __ _ _______ ______ __ _ ________ __j ____ __ _ 
- - - --

Total Hours of Training: 
-------------- - - - -- ---- ·----------------- ----- ----- --- -------

b. Su~ervised-Work Ex~~-rienc-;-(~ompletion of ;~i; table ;;-~;r~quir;d for 35.590)_------ - ------------ -, 
; (If more than one supervising individual is necessary to document supervised work experience, 

isu::::::;::• :::~::.:c:;s secUon.) ----- ------- TEota-,-~~~rs of ______ .. ___ _____ ·-l 
I 

xpenence: 
- - - ----- - -· ----- --- - - --- ----- - - - ---- -- ,-·---- -~ 
/ Description of Experience Location of Experience/License or Confirm Dat:s of j 
:_, _ Must Include: - - -'-- - Permit Number of Facility __ _ _ · ·-----~~penenc~· 

:ordering, receiving, and unpacking 
radioactive materials safely and 
performing the related radiation 
surveys 
-- - -- --- - - - - ----- -- - - -

0 Yes 

O No 

-1----·- ----- ------- -- ------- - -- - -- --- ---- ----------
Performing quality control 
procedures on instruments used to 0 Yes 

- ---

determine the activity of dosages 
and performing checks for proper D No I 
op:_~ation of survey met:_:~--------'-----·- _ ___ __ _ _ _____ ____ -----------~-- -------

PAGE 2 



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

'
05

.
2012

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

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

b. Supervised Work Experience. (continued) ,- - -----~- -- ----- -----···-- -~ -1-----1 
I Description of Expenence ' Location of Experience/License or C f Dates of l 
~
. Must Include. Permit Number of Facility on lrm Expenence* 

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

Calculating, measunng, and safely DYes 
repanng patient or human research 
ubject dosages D No I 

1 prevent a medical event involving the 

Ustng procedures to contain spilled D Yes 
byproduct matenal safely and ustng 
proper decontamination procedures D No 1 

- - - -- - - - ------ - - - - ---- -------- --- --- -- - - -- - - ·- - -· - --

Admtntstertng dosages of radioactive D Yes 
drugs to patients or human research 
subjects D No 

- - - ···--- --- - --·· - - -----·------ --- - -- - --- - -·--- · --~------· ·- - --·-- -- -

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

DYes 

D No 

drugs ! . I 
-----------------------~----------------------------~------~----~ 
Supervising Individual License/Permit Number listing supervising individual as an 

authorized user 

Supervisor meets the requirements below. or equivalent Agreement State requirements (check one). 

D 35.19o D 35.29o D 35.39o D 35.390 +generator experience in 35.290(c)(1)(ii)(G) 

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

=---- Device -=~-t-=-Ty;of T;.illin-;~=-+-= _t_~c~~~ and Oates -== - ~ 
I 
' 

- - · - -------- - -· - f-· - - ·---- - -- --- - ------- ·- - ------ ------ ·-- ·-----------· - ---1 

I 
I 

·- - - - - - - ----- ---- --______ :: _____ - --- ··--- ··---- --- ---- -- ---- - - ··- - --------- ·- - - ---' 

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

•,'<:; "CRM 313.~ i AUDJ (05-2012) PAGE 3 



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

' 0~20 ' 2 l AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART II - 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 experience required. If more than 
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not 
required to meet training requirements in 35.590) 

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

First Section 
Check one of the following for each use requested: 

For 35.190 

Board Certification 

0 I attest that 
Name ol Proposed Authorizea User 

has satisfactorily completed the requirements in 

10 CFR 35.190(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. 

OR 

Training and Experience 

O I attest that has satisfactorily completed the 60 hours of training and 

Name of Proposed Authorized User 

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

For 35.290 

Board Certification 

[{] I attest that Brian Christenson, M.D. has satisfactorily completed the requirements in 

Name ol Proposed AuttlOnzec~ User 

10 CFR 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. 

Training and Experience 

0 I attest that 
Name of Proposed Auth01ized User 

OR 

has satisfactorily completed the 700 hours of training 

and experience, 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 sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200. 

-~-·····--······--··············--······--······--·--···---···--····---······--·-··········--·················· Second Section 
Complete the following for preceptor attestation and signature: 

0 I me¢ the requirements below, or equivalent Agreement State requirements, as an authorized user for: 

da5.190 0 35.290 0 35.390 0 35.390 +generator experience 

Name of Preceptor 

Phillip Koo, :'YI.D. 

License/Permit Number/Facility Name 

University of Colorado, Denver I \._.~ ·'- . 

Signature , 

?7!1/z· (_____-.-· 
(/ /' . 

. ....... 

Telephone Number 

.f) C.- lS i.l f5- I~ 13 
Date 

"~)flj 

· I 

II <':" .:, • , • c_ 2 ~-~- c \ 
PAGF 4 



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
(05-2012) 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

APPROVED BY OMB: NO. 3150-0120 
EXPIRES: (05/31/2015) 

(for uses defined under 35.300) 
[1 0 CFR 35.390, 35.392, 35.394, and 35.396] 

Name of Proposed Authorized User 

Brian Christenson, M.D. 

State or Territory Where Licensed 

CO,MT 
1--- - - - - - - - - -- - - - --------- - --- - -- - - - - ------------ - ---- --- - --
Requested Authorization(s) (check all that apply): 

D 35.300 Use of unsealed byproduct material for which a written directive is required 

OR 

0 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to 
1.22 gigabecquerels (33 millicuries) 

0 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22 
gigabecquerels (33 millicuries) 

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

D 35.300 Parenteral administration of any other radionuclide for which a written directive is required 

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

[Z] 1. Board Certification 

a. Provide a copy of the board certification. 

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

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

d. Skip to and complete Part II Preceptor Attestation . 

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

a. Authorized User on Materials License under the requirements below or 
------ - --·--·----- -- - ----- - - -

equivalent Agreement State requirements (check all that apply): 

D 35.39o D 35.392 D 35.394 D 35.49o 0 35.69o 

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

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide 
documentation on classroom and laboratory training, supervised work experience, and supervised clinical 
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience. 
Also provide completed Part II Preceptor Attestation . 

•, :; ;:: >CRM 313A (AUT) (05-2012) PAGE 1 
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
(05·2012) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

D 3. Training and Experience for Proposed Authorized User 

a. Classroom and Laboratory Training D 35.390 D 35.392 D 35.394 D 35.396 
------- - ---- ---· . -·-·--······----··-- - . -·· ··-- - - ---- - -- l 

0 . . f T . . I L t' fT . . _l Clock I Dates of j 

R:::~:::ysi:~~~: __ 
1

_ ·--- oca l()~o_'"'"'"9_ __ 

1

_ Hou~ ..,.-~111ng:_1 :::,::~:::~::,": ----------- -------- -----·----------- ---------r--- - -r--· ----- -1 

i~::~~~~~~;:,::~( ~? th~ -- - - .. ------------··--··-·· ·-·------1--- +--- ----- 1 
:f;;;;~;~~~1~~~------------------------------- --·-+- - - ~----~ ----- - b -------------····---------- ·--·------··--·-
R-ad __ : __ t-io_o=b---io_l_o_g=y==--=== ------- -- i____- ___ -__ -_H_o_~_rs ~~~~~~-in_g_: ___ / -_-_- _/ __ _ _ · - - -~_-_ l ____ j _--_-_I 
b. Supervised Work Experience D 35.39o D 35.392 D 35.394 D 35.396 

If more than one supervising individual is necessary to document supervised training, provide multiple copies 
of this page. 

-- -- -- --~upe~-i~~d Wor~ -~-~perience - - - --- - --1rota;~=~=p~rience; ---- -- .. ---~ 

- - D;scripti~~of Ex-p-~ri~nce f--- Locati~~f Exp~~i~ncettic~-nse or -- ---,--~ C- f~--·.--Dat~~~ [ 
Must Include: Permit Number of Facility on lrm Experience* · 

- ·· - - -- --- - - - --- ---- -- --- ---- ---· r-- -- -
Ordering . receiving , and 
unpacking radioactive materials DYes 
safely and performing the 0 
related radiation surveys No 
Perfonning quality control __ _ - - - --- ------ -- -- - -- 1----- - --- , - ---- ---- ---

procedures on instruments 0 Yes I 
used to determine the activity 
of dosages and performing D No 
checks for proper operation of 
survey meters 
-C-al-cu- latin-g-. m-e-as-u~i-ng-. a-nd---~r----------- ---------------------0 ~~-l·-----··-

safely preparing patient or 1 
human research subject 0 No ' 

-::~nagg::min istrati~-~ -co-n-tr-o-ls-t;;-1--·------ ------------ ------ ------ --1 DO N~o:~ -- ·- -~--- ------
prevent a medical event 
involving the use of unsealed 
byproduct material t - - --- ···----- --·····- - ------- ..... 1_ ___ -------- · 
Using procedures to contain I 0 

li~_!Y_:t_:_~_~:u_:d_tii~-~-~-~~--r~-~-=-~a_u
1

_re_s ___ L ____________ __ ______ ... ______ j _o_:_:
5 

__ _L _____ j 
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
(05-2012i 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

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

b. Supervised Work Experience (continued) 

Supervising Individual 

I 

:License/Permit Number listing supervising individual as an 
·authorized user 

'Supervising individual meets the requirements below, or equivalent Agreement State requirements (check all that 
,apply)**: 
I 
10 35.39o 

0 35.392 

0 35.394 

0 35.396 

With experience administering dosages of: 

O Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 
gigabecquerels (33 millicuries) 

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

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

' _______ 0 Parenteral admi~istratio~ of any_~:her ~dionu-~ide req~!ring ~-written directive _ _______ , 

•• Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual I 
requesting authorized user status. 

c. Supervised Clinical Case Experience 
If more than one supervising individual is necessary to document supervised work experience, provide 
multiple copies of this page. -- - -- n-· -,--- - ---- -----· -- -·---T····- ----

Number of Cases 1 L · f E · /L. p · D f 
D · t·o f E ·en 1 1 . p 1 ocatton o xpenence 1cense or erm1t ates o escnp 1 n o xpen ce nvo vtng ersona N b f F lt E · • 

Participation j um er o ac11 y L xpenence 
--· · - ·--- --- ·- -------- - - -!--- ---- ·--- - - ··- -·- - - - - ·- - ---
Oral administration of sodium 
iodide 1-131 requiring a written 
directive in quantities less than 
or equal to 1.22 gigabecquerels 
133 millicuries) 
---------- -·- f---- --- -------- .. - ----.... ·-- ---- · --- -- --- -- f---- - --
Oral administration of sodium 
iod ide 1-131 requiring a written 
d.rective in quantities greater 
tran 1.22 gigabecquerels (33 
mil licuries) 
--· - - ----·- - ---- - ·------- ·--- -- - -- - - --··--- - .. --... -·- -

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

.... _ ___ ___ _ 

I 

/Parenteral admin istration~-~+------ ·--- - - ---- - ---- -- ·----- - --··------ r--·- - --- ·­

other radionuclide for which a 
written directive is required 

I 
I 
I 

- ----
(List radionuclides) __ _ .. J 
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NRC FORM 313A (AUn U.S. NUCLEAR REGULATORY COMMISSION 
105-20 12) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

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

c. Supervised Clinical Case Experience (continued) 

fS~p~rvising Individual --- - - ---·- --------------li~ense/Per~it-N~mber listin~-~~p~-rv-is-in-g-in-d-iv-id~~~-;;;-a-n ___ J 

I . authorized user 

1 I ! 
ls~p~rvising i~divid~al ~eet~ the requir~ments beio~. o~ -equiv~l~ntAgree~ent St~te require-ments (check all that . 
:applyr*: i 

035.390 

035392 

0 35.394 

I 035.396 

With experience administering dosages of: 

0 Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 
gigabecquerels (33 millicuries) 

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

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

0 Parenteral administration of any other radionuclide requiring a written directive 

: •• Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual 
requesting authorized user status. 

d. Provide completed Part II Preceptor Attestation. 
- - - ---· ---- ----- - - -----· -- -- ---------- -- --------- ---- - --- - --- ------- ---· 

PART II- 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 experience required. If more than 
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. 

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

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

For 35.390: 

Board Certification 

[] I attest that has satisfactorily completed the training and experience 
- -,---- --- - -------
Name of Proposed Authorized User 

requirements in 35.390(a)(1 )_ 

OR 

Training and Experience 

I attest that has satisfactorily completed the 700 hours of training 
- -- · · -·---

Name of Proposed Autti.orized User 

and experience, including a minimum of 200 hours of classroom and laboratory training , as required by 
10 CFR 35.390 (b)(1). 
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
•05·20121 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Preceptor Attestation (continued) 

First Section (continued) 

For 35.392 (Identical Attestation Statement Regardless of Training and Experience Pathway): 

0 I attest that Brian Christenson, M.D. has satisfactorily completed the 80 hours of classroom 

Name of Proposed Authorized User 

and laboratory training, as required by 10 CFR 35.392(c)(1) , and the supervised work and clinical case 
experience required in 35.392(c)(2). 

For 35.394 (Identical Attestation Statement Regard less of Training and Experience Pathway): 

0 I attest that Brian Christenson, M.D. has satisfactorily completed the 80 hours of classroom 

Name of Proposed Authorized User 

and laboratory training, as required by 10 CFR 35.394 (c)(1 ). and the supervised work and clinical case 
experience required in 35.394(c)(2) . 

~------------------------------------------------------------Second Section 

2J I attest that Brian Christenson, M.D. has satisfactorily completed the required clinical case 

Name of Proposed Authorized User 

experience required in 35.390(b)(1 )(ii)G listed below: 

7- Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 
~ gigabecquerels (33 millicuries) 

:2J Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

=:J Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 
energy less than 150 keV requiring a written directive is required 

=:J Parenteral administration of any other radionuclide requiring a written directive 

~----·-------------------------------------------------------· 
Third Section 

~ I attest that Brian Christenson, M.D. has satisfactorily achieved a level of competency to 

Name of Proposed Authorized User 

function independently as an authorized user for: 

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

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

[J 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 requiring a written directive 
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
(05 7017) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Fourth Section 

For 35.396: 

Current 35.490 or 35.690 authorized user: 

0 I attest that is an authorized user under 10 CFR 35.490 or 35.690 
Name of Proposed Authonze<i User 

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

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

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

OR 
Board Certification: 

0 I attest that has satisfactorily completed the board certification 
Name of Proposed Authonzed User 

requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training 
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by 
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an 
authorized user for: 

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

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

~---····-----------------------------------------------------· Fifth Section 
Complete the following for preceptor attestation and signature: 

[{] I mi}'the requirements below, or eqUivalent Agreement~ requirements, as an authorized user for: 

gl35.390 0 35.392 0 35.394 ~35. 396 
[{] I have experience administering dosages in the following categories for which the proposed Authorized User is 

requesting authorization. 

0 Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33 
millicuries) 

0 _9ra1 Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

[J' Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than y;o keV requiring a written directive is required 

[SJ' Parenteral administration of any other radionuclide requiring a written directive 

Name of Preceptor Si.gn~tur~ ~ / Telephone Number 

Phillip Koo. \1.0. / f '/ .c_ L__-·· f)O · ~'1~-· I,J. I 3 
License/Permit Number/Facility Name 

~- - ~ Co, .• c \ 
.......... . · ""-~ .......... 
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STATE OF COLORI\00 
RADIOACTIVE MATERIALS LICENSE Colorado Department 

of Public Health 
and Environment 

Pursuant to the Colorado Radiation Control Act, Title 25, Article 11, Colorado Revised Statutes, 
and the State of Colorado Rules and Regulations Pertaining to Radiatiou Cpntrol (the Regulations), 
and in reliance on statements and representations heretofore mad.e by the licensee designated 
b~low; a licens.e. is hereby issued authorizing such licensee to transfer, re.ceive, possess and use the 
radiqactive material(s) designated below; and to use such radioactive material(s) for the purpqse(s) 
and .at the place{s) designated below. This license is subject to all appiicable rules, regulations, 
and orders now or hereafter in effect of the Colorado Department of Public Health . and 
Envir<m:m~nt and to any conditions specified below. 

1. Liceqsee: University of Colorado Hospital 

2. Mailing Address: AMC, Leprino Office Building, 12401 East 17th Avenu~, 5th Floor, Room 
5-547i Mllilstop L-954, Aurora, Colorado 80045 · 

3. License Number: Colo. 828-01, Amendment Number 45 

5. Authorized Storage/Use Locations: 
A. Ansch:utz Outpatient Pavilion, 1635 Aurora Court, Aw:ora, Colorado 80045 
B. Anschutz Cancer Pavilion, 1665 Aurora Court, Aurora; Colorado 80045 
C. Anschp.tzJ~patientPavilioJ}, 126Q5East 161

h Avenue, Aurora, Coloraqo 80045 
D. UCH LOne Tree Health Center, 9548 Park Meadows Drive, Lone. Tree; Colorado 80124 
E. Anschutz Inpatient Pavilion 2, 12505 East 161h Avenue, Aurora, Colorado 80045 

6. The Designated Radiation Safety Officer is: Deirdre H. Elder 
The Designated Alternate Radiation Safety Officers are: StevenM. Jones, M.S.; Joel R. 
McAllister, M.S. 

1. Radiation Safety Officer Contact Number: (720) 848-6549 

8 .. Fee Category: 7.Cand 3.E 

9. Reference Number: IC, NSTS, PET, Compliance Order No. 12~06.:,,25:..01 

CONDITIONS 

10~ Authorize~ Radioactive Material and Uses: 

A- The licensee is authorized to possess .l:lnd l.lSc any unsealed ra,(ii9~ctive 111aterial for 
uptake, dilution, or excretion studies which has been prepared for medical use in 
accordance with the requirements of Section 7 .3.0 ofi:he Rcglil.~tions. The licensee shall 
not possess more than 370 GBq (10 Ci) of these materials a{ any one time. 

7.C Revision I 0 Lirense No. Colo. S2S-Ol, Amendment No. 45 !'age l of t6 
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STATE OF COLORADO 
RADIOACTIVE MATERIALS LICENSE 

B. The licensee is authorized to possess and use any unsealed radioactive material for 
imaging and lqcali~tion studies which has been prf;lpared for ll'le<iical U$e in accordance 
with the requirements of Section 7.32 of the Regulations. The licensee shall not possess 
more than 3 70 GBq ( 10 Ci) of these materials at any one time. 

~i. 11ris authoriZation includes radioactive .aerosols and gascs ·in.accord·ance with 
~ection 7.34ofthe Regulations. 

ii. This authori.zatio.n includes positron-emitting isotopes. 

C. The lice:risee-is ~uth!;)rized to possess any unsealed radioactive rmiterialfor which a 
written directiveis:required which has been prepared for medical ;use 1n accordance with 
the requirements ofSection 7.36 of the Regulations; The licensee shalinotpossess more 
than J70 GBq (10 Ci) ofthese materials at any one time. The lic~Q$ee is authorized to 
use these materials as per the following authorized subsections ofSectlon7.36 only: 

1. Use ofany unsealed radioactive material for 'diagnostic or therapeutic medical use 
for whi~h flW.ritten directive is required in ac;cordance with Sectio,n 7:36.2 of the 
Regulations, 

n. Use limited to oml administration of$ 1.22 GBq (33 mCi) ofl~ 131 Sodium Iodide 
in accordahc.e with. Section 7 .3.6.3 of the Regulations . 

. .. .. . iii. Y$e. Umit.~4t9 PmlJ•4mim.$~~~i,9n.<?f. .. :>. •J.2.:?Q~q (}3 m<;i) .9fl~Jn. §g<ii~mJ9i:l.i<f_c 
in accord8Ilcewith Section 7.36.4 of the Regulations. 

iv. Use limited to parenteral administration in accordance with Section 7.36.5 of the 
Regulations. 

D. The licensee is authorized to possess and usc. sealed sources in accordance with Section 
7.42 of the Regul<lti9ns-_for manual brachytherapy. The Hcensee shall ,not possess more 
than 370 GBq (1 0 Ci) of these materials at any one time. 

E. The licensee js ~lltlJorizeq to possess and use t. sealed soutcesin accordance with 
Section 7.48 ofthe Regulations for use in a Varisource iXHighDose Rate (HDR) 
Remote Afterloadi,ngJ3rachytherapy Unit. The total activity shall notexcee4 777 GBq 
{21 Ci) oflr~ 1 ~2. The source activity may not exceed 407 GBq (11 Ci}atthe time of 
instaU.ation. 

F. The licensee is authorized to possess and usc not more than a total of44.84 G.I3q (1.32 
Ci) ofl-125 fo{usei p, a GliaSite Brachytherapy (OSB) Device in accor(iance. with 
:Section 7.62 of the Regulations to deliver intracavity radiation therapy in patients 
followiilgmalign~fbra:in tUil10r resection surgery. 

G. The Ii.censee isa~thoriz~d to possess and vs.e nQ. more than 42 GB.q (1.13.5 Ci) -ofY -90 
microspheres for use :in a Sirtex SIR-Spheres (MS-SIR) brachyth¢rapy aftedoader 
system in accordance with Section 7. 62 of theRegulations. The total activity of Y ~90 
contained in ea,ch vi~lsballnot exceed 7.0 GBq (189 mCi). . 
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STATEOF COLORADO 
RADIOACTIVE MATERIALS LICENSE 

H. The licensee is authorized to possess and usc no more than I 00 GBq (2. 703 Ci) of Y -90 
microsphercs for use in,aMDS Nordion TheraSphere (MS-TS) therapy device in 
aecordance with Section 7.62 of the Regulations. The total activity of Y -90 contained in 
each vial shall not exceed 20 GBq (540 mCi) . 

I. The licensee is authorized to possess and use sealed sourees for patient attenuation 
corrections and for Positron Emission Tomography (PET) camera quality control aspart 
ofthe General Electri¢ ,PET/CT.scanner. Each sealed source contains not more than 56 
MBq (1.5 mCi) of(ie.;68. The total activity of all such sources shall not exceed 185 
MBq (S mCi) ofGe·68. 

J. The licensee is autborfzed to possess and use any radioactive materials specified . in 
Section 7.19 ofthe ReguhitioriS for check, calibration, and reference use. 

K. 

L. The licensee is authori:zeiito.pOssess and use one Gd-153 sealed source and one Co~57 
sealed source cotl.tained in a Siemens Symbia Tl6 SPECT/CT unit for calibration and 
quality control. Activiti~s ofthese sources .shall not exceed 30 mCi as per section 7.19 

. qfth~ R~gqJ!JJi9Pli· . . . . . . .. . . . . 

11. Authorize~ Users: 

A. Radioflctive material au~horized in Item 1 0 shall be used by or under the supervision of 
the following authorized users as specified: 

Name ()f AuthoriZed User Autborizcd Usc(s) 
Brian Bagrosky, M.D. 730,732~ 7363, 7.36.4, 7.36:5 
Janette D. Durham, M.D. 7~62(MS..,SIR), 7.62(MS~TS) 
Christine M. Fisher, M.D. 7:42:2; 7.48(HDR) 
Lauric E. ·Gaspar, M.D. 7.42:2, 7.48(HDR.), 7.62(GSB), 7.62(MS~SIR), 7.62(MS~TS) 
Matthew G. Gipson. M.D. n~o, 7.34, 7.62(MS-SIR), 7.62(MS~TS) . . 

Sana D. Karam, M.D., Ph.D. 7A2.2, 7.48(HDR) 
Brian D. Kavanagh, M.D. 7:422, 7A8(HDR), 7.62(GSB) 
Phillip Koo, M.D. 7.3{),7..32. 7.36.2 
Jennifer Kwa).c, M.D. 7Jo,7;n, 7.36.2 
Atthur K. Liu, M:D. 7.42:2,.7.48(HDR) 
Jamaluddin Moloo, M.D. 7.30;732 
RobertA. Quaifc , M.D. 7;30, 732; 7 .36.2 
David Raben; M.D. 7 .42.2; 7A8(HDR) -· . . . 

7:42.2, 1.48(HDR) Rachel A. Rabinovitch, M.D. 
Tracey·E. Schefter, M.D. 7A2;2, 7.48(HDR), i62(MS-SIR), i.62(MS~TS) 
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STATE OF COLORADO 
RADIOACTIVE MATERIALS LICENSE 

B. The following individuals are designated as authorized medical physicists: 

Name of Au~boriZcd AuthoriZed Use 
Medical Physicist 
Mustafa Altunbas, Ph.D. 7.42.2,7AS(HDR), 7.62(MS~SIR), 7.62(MS-TS) 
Adam L. Kesner, Ph.D. 7.62(MS~SIR), 7.62(MS.-TS) . 
Moyed Mift~n, Ph:D. 7.42.2, 7A8{H:OR), 7.62(MS-SIR) 
Francis Ne'Wman, M$. 7A2:2,7 .48(HDR), 7;62(MS-SIR), 7 .62(MS-TS) 
Leah Schubert, Ph.D. 7.42.2, 7AS(HDR) 
Kelly Stuhr, M.S. 7.42.2, 7.48(IIDR), 7.62(MS~TS) 
David Westerly, Ph.D. 7.42:2,7.4.8(HDR) 

C. Radioactive material specifiedjn,Secti<m 7.19 ofthe Regulations may be used by or 
under the supervision of any of the authorized, users listed above, by the designated 
Radiation Safety Officer or alternate Radiation Safety Officer, and by any authorized 
medical physicist listed on this license, 

D. Authorized users of radioactive! materials in Item 1 O.F shall have completed initial 
training by the manufacturer prior'to th~ii: initial use of the GliaSite Brachytherapy 
Device. 

E. Radioactive. material authorized in Item 10.1 and 1 O.L may be used by or under the 
supervision of any of the authorized \lsers listed above and by the designated Radiation 
Safety Officer or alternate Radiation Safety Officer and by any authorized medical 
physicist listed on this license. 

F. Radioactive material authorized in Item 1 O.K shall be used by or under the supervision 
of Ronald Lepoff, M.D. 

G. RadioactivematerialsauthorizedinitemsiO.A, ~O.B, and IO.Cwhi~h wil~ be 
administered to human subjects or ~sed to intentionally expose h:uman subjects to 
radiation for research, shall only be used. by or under the supervision of individuals, 
listed !1S Authorized Users in Item ll._A and who have been designated as Principal 
Investigators by the University ofColorado Denver Committe.e.on Ionizing Radiation, 
aftcncsearcb protocols have been approved by an Institutional Review Board, prior 
informed consent from the hutnan subjects has been obtained, and the University of 
Colorado Hospital R~diation Safety Committee has approved the human use research 
project. 

H. The Radiation SC:lf~ty Officer sh11ll rii*i.I\t(l~n (JocU:mentatiOJ:l of the tr~ihing and 
experience for.each authorized user ofradioactive materials. This documentation shall 
include fQr each user: a copy ofth!! appli~;:aple bo.ard certifications, preceptor statements, 
·and any other relevant training docunients. · 
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STATE OF COLORADO 
RADIOACTIVE MATERIALS LICENSE 

lZ~ Geperal Requirements: 

A. The licensee sh;11l comply with.all applicable provisions of the Regulations including: 
Part 1, "General Provisions"; Part 3, ·~Licensing of Radioactive Material"; Prut 4, 
"Standards tor Protection Against Radiation"; P~,trt 7, "Use ofRadiomiclides in the 
Healing Arts";Part 10, "Noticc$,Jnstnictions and Reports to Workers; Inspections"; and 
Part 17, "Transportation of Radioactive Material". 

B. The Radiation Safety Officetshalimaintain documentation of the training and 
experience for each person who uses radioactive materials under the supervision of an 
authorized user. 

C. Radioactive material authorized in Item 1 ().B sh~ll be used for medical diagnosis a,nd 
research in humans in accordance \vith any applicaple Food and Drug Administration 
(FDA) requirements. · 

D. Each person who uses radioactive material'under the supervision of an authorized user 
shall be supervisee! and receiye insttuctionin accordance with the requirements of 
Section 7.10 and Section 10.3 ofthc Reg!llations; 

....... · ... · ....... ··.··· E., ... Thc.licensc.c . shaHnot, tmm;fcrPo:>sc$~i9nM9!9rqgptmJPfJ£t.9iqp,~t~Y~. mAt~r~~l~r,>xj~~m~ 
contaminated with radioactive material except: by transf~r of waste to an authorized 
recipient; by transfer to a specifically licensed recipient; QT, as provided otherwise by 
specific condition ofthis license pursuan:tto the requirements of Part 3, Section 3.22 of 
the. Regulations. 

F. Radioactive material authorized t>y Item 10 ofthis.license shall be stored and used in a 
manner that will precl:ude possession or use by unauthorized personnel. 

0. 1'he licensee shall ensure t11at informatiot1 Hstec1. in tb.isJicense js correct and accurate. 
The licensee shall notifY the Department in writingwithinten{l 0) days whenever the 
information contained in Items 1 through 7 above is no longer current or determined to 
be incorrect. 

H; The licensee may transport radioactive material or deliver radioacti vc material to a 
carrier for transport in accordance with the provisions of Part 17 of the Regulations and 
the requiremeritsofU.S. Department ofTran$portaiion{49 CFR). 

l. The livensee shall not make any false stat((rnent, represcntaiion. or ~ertifica~ion in any 
· appl~cation, record, report, plan, or other qocumenf regardiilg radiation levels, tests 
perfonned or radiation safety conditions or practices. 

13~ :SpeCific Radiation Safety Requirements: 

A. Each sealed source authorized in Item 10 ofthis license orin Section 7.19 of the 
Regulations ~hall be tested forJeakagc and/orcont£l.XUil1ation in accordance with the 
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STATE OF COLORADO 
RADIOACTIVE MATERIALS LICENSE 

-requirements of Section 7 .20.2 of the Regulations, and Part 41 Section 4.16 of the 
Regulations, at intervals not to exceed six (6) months. 

B. The licensee shall acquire and maintain a current copy ofthe applicable Sealed Source 
and Device Registry Evaluation for each brachytherapy device/source in use by the 
licensee. Unless altemativc operating procedures are specifically authorized by this 
license, the licensee shall comply with the safety precautions and limitations established 
in the applicable device registry evaluation. 

C. Source installation and maintenance ofthe HDR device authorized in Item 1 O.E shall be 
performed in accordance with Section 7.49 ofthc Regulat_ions. 

D. A.n ~uthorized user designated in license conditionli ofthis license shall perform the 
lotrex administration procedures and _shall remove activity trom fue RTS balloon. 

E. Authorized users of radioactive materials in Item 10.0: a,nq ~y authorized users 
subsequently approved for use, shall complete the Sirtex SJR.:.Spheres training prior to 
initial u~e. · 

F. The Sirtex SIR-Spheres therapy device shall be used with the Delivery Set and Delivery 
Box in accordance with th~ manufactJ,rrer's instructiqns, 

.... ........ .... ,. .. . . . .. . . . ·· ··· · ·· · ·· ' · ·· ·· ······ 

G. Authorized users of radioactive materials in Item lO.Hand any authorized users 
subsequently approved for use, shall complete the MDS Nordio!l TheraSphere 
Radioiherapy System training program prior to initial use. 

H. The MDS Nord ion TheraSphere system shall be used with the Administration Set and 
Accessory Kit ~n accordance with the manufacturer's instructions. Only an inflation 
syriri:gy capable of delivering a liquid volume of20cc with arninimunipressure of 10 
psigsltq:~JJd be 1.1sed '1-Vitb the Adlninistration Sctin accordance vvith the manufacturer's 
instructions. 

L TheM.DS Nordion TheraSphere Radiotherapy System is approved by the U.S. Food and 
Drug Administration under the provisions of a Humanitarian Device Exemption (HOE 
Nq. H98Q0006). Therefore, at'). Institutional Review Board :is required to approve and 
monitor the use of the TheraSphere device. · . . 

14. Spe~ijll License Requirements: 

A. ll)srt'tllaticm, relocation, m~intenance, repair, leak testing anc:l initi~l Sur.V~Y of devices 
that.containradioactive material and replacement, and disposal·ofsealeq sources that 
com~inradioa(!tive matcrial.th~t is tJsed jn devicGs. shall .he peJ.f()I'lll.Cd only by the 
manufacturer~ or by orhe1'persons who are spc;:cifically a:u~h._oti;?;¢dby the U.S. Nuclear 
Regulatory Commission or an AgreementS tate having jurisdiction over the possession 
an,d use of accelerator produced radioac6ve material. ·· ·. · · 

B. Theliccn~ee shall establish, implement, and maint(lin provisions as necessary to comply with 
the Increased Controls (I C) requirements contained in: 
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STATE OF COLORADO 
RADIOACTIVE MATERIALS LICENSE 

i. The Department's Increased Controls Bulletin 2009-01; and 
ii.. Arinex A to this license. 

C. The licensee shall notify the Department at (303) 877-9757 and the NRC's Headquarters 
Operatiqns Office at (30 1) 816-51 00 within 24 hoursif the results from any Incx:eased 
Controls criminal history records check indicate that an individual is identified on the FBI's 
Terrorist Screening Data Base. 

D. Onlessprohibitedby this license, the licensee shall: 
i. Repmnmymanufacture, transfer, receipt, disassembly, or disposal ofa nationally 

tracked. source, as specified in Annex B to this license; and 

E. Report annually to the NSTS database as specific(! in Aimcx B to this license. 

15. Li(:.ensee .CQmmitments and Reference Documents.: 

The State ofCoJorad() :R.ules lilld Regulations Pertaining to Radiation. Control shall govern unless 
the licensee's statements, r<?presentations, and procedures coritait1ed in the application and 
·correspondencearemore·restrictive than the Regulations. Except as specifically provided 
otherwise by this license, the .licensee shall possess and use radioactive material described in 

. . . . .. .. .. .. ·.· HYPl JQ. qfth~s Uc~P~~ ill. a,c.~9r4~c~ w~th .th.<;:. ~t~tyiJ1t'm~~,, Jypr,~scpm~i9I1§~ . a,nci pr()9~<:illr~~ ..... . 
contained in: 

A. the application and attachments dated October 13, 2011; and 

B. the license correspondence and attachments dated March I ,20i2; March 21, 2012~ May 
4, 2012; J!.lly?7, +OJ~;:August 13, 2012; August .23, 2012 (email); Augu~t30,2012 
(email); August31,20l2 (email); December 3, 2012; January 7, 2013; February20, 
2013;March 4, 2013; March 7, ,2013; Apri124, 201J(email);J~e 26>2013; July 12, 
2013;August 13, 2013; August21, 2013 (email); November 19, 201:3; February 4, 2014; 

C, the UnivcrsitypfColorado Hospital Radiation Safety Manual.: .Policies and Procedures 
dated August 201 1; and 

D. ComplianceOrderNo.l2-06-25-01 dated June25,2012, 

FOR THE C()LOMI>O DEPA.RTMENT OF PU~~IC HEALTH AND ENVIRONMENT 

D•t<'dfb.-<c./..- '"/,~OJ</ By' · 1"'"'Af~7d{)pk~. -· _ 
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""""' ....... 
SOCIETY Of ~ 
1 NTERVENTIO NAL 
'RADIOLOGY 

PHYSICIAN PARTICIPANT 
CERTIFICATE OF CONTINUING EDUCATION 

A 

B ri&JI ~t . Chrbteusoo 

FC'broa:ry i .. 9 , 2014 

Sco.tb:datt. Art.toaa 

The S<M:iety o(mterveoudotuti Radiology U. Jlcc:redit.:d by tbe 
Act."T'l!ditalilln Council furContirruiing Medical Education (ACCM E) to provide Continuing Medical Bdu-t1Uiollt ftlr pbyJ1cizun . 

A 
Tbeo Society oflnterventioul R.li<liology dntgnAte:» thU. erH.turmJ> material CM EA activity A 

for a.l:'l1l!.l:imumof2 .2S A MA PRA Ct:tlltJ!ory .f Cn.dilsTM. 

/.. 
Pby11iciAilll •houkl only el&ltncredltc<H'ItmefHiuntle with tbe e:ate-nt.ofl.heirp~trti(;ipllltil:nl ia tbe activity. 

NI!Jt«r: If til~ ncipic111 coftltis C.' ME Ccnificatt: is nDI a phyFit:i.an (MD .or DO), this c-crtfjicalt: is nJJJI aJtd l'f'id. SIR can on }y pmYi.dc 

!U.t .i PRA Categary I Crc.dtt7MCME Cr:rlijko.l.u to phydc:ialt.S. 

AA 
Jenoif'er L Rowley 
Sel!Ln Manager, Proieuion~tl Bduc~tt:imt 
and Qrti&llltiol'l 

Si><:it-t)· of !qttrvt:nttrru·lbdA>fi>&Y f l'i $ F'ait kid_ee Orin. Sall1i .4{H) :Nord• I f'c&lrtu, VA 1.2013 

Teli'03 .69l . JlUl5 l Fu:: ro3,69UUJ 1 fi.tt~All: <:ME@S!JIHI>, o:~rJJ: -.s:tltw~.rrrs 

~ 5 844 70 



SOCIETYOF ' 
INTERVENTIONAL '-
RADIOLOGY 

The Society of lnterventiana.l Radiology 
C ertfficate of C ampletion 

BrianM. Christenson 

has completed 2L5 hours of course work and succesdWly passed a fonnale:umirul.tinn in tbe 
following areu during tbe Society of 1ntcrventinnal Rad:iolbgs Y90: The Complt:te Course, 

held February 6-9,. 2014, in ScotndaJe, ATi:rona. The c~e content was based upon tbc 
Nuclear Regulatory Commission's Micrnspbere Bracbytherapy Sources and Devicell, 

Licensing Guidance - TheraSpbereA® and SJR.-SpheresA® Yt:trUm-90 Microspberes, re>o-il!ed 
January 201 I as related to Autborlzcd Usc (AU) s.tatu.'l for intra-arterial Y90 in the treatment 

ofhepatic malJinancies. 

In witness whereo f, we have hereunto affixed our signatures Society of InterventionaJ 
Radio logy - Fairfax. Virginia. March t " 2014 

Matth«:w S. Johnson , MD, FSlR. 
Y90 Program Cocrdinatot 

Robet·t J. lt1••andowaki. M.D., FSIR flu tel SU!, M .D., PltD, PSTR 
Northw~&t~m M~roorial Ht>spbl Sanfurtl Univ~lty Medical 
Cldcaao C'enter Stanford, Califf 



C ourse content of the SIR \ ' 90: 1'ht Advanced Course i eludes th~ followi Jt topk •rus: 

RluortcaJ PersptoctJw on Uwr ~aneu 

Jii& 51 iii AI I. I I il&iidl.43 l&ilh 
··HCC 
.Metastatic Colon and ReecaiCarcinoma 
Liver Dominant M ewutic Disease 
Hepatobiliary Su rgcry for 'M a Jign ancy 

Bas te Prfndptu ofRadtati•u Physics for Y-"2 
Fundamentals ofRa.diation Physit:J and Instrumentation 
Radiatio Protection 

· Mathematics; Pertaining to the t;u and Measurement of 
Radioactivity 
Brachytbcrapy 

Radiation BiolostY 
&J ic Radiat.ion Concepti 

· :Radiation Cbcm~try 
Hepatic Radiation Biolosy 

Y90 Pad eat Stlecdoa.a.ad O atc:cmu - HCC 
DiagnosiA ofHCC and Guidelines 

: Outcomes ofY90 

Y90 Pad tat Selecdon ud Oab:omes - Metaadc Dhi.eau 
Colorectal Cueer 
'e roendocrine Tumo.rs 

· ~ole ofY90 in Other Priltl&ries 

The ltlldaf Ctlale Vltlt 

Pretru.tmeDt Aa&Jo aad MAA Sltallt Study f!lr Y90 

AdvanctdAagio ror \"90 
, Complex A nom:1l~ 

, A dvanccd Coil Embolization Strategic$ 
~ M itiga.tlng Complications 
,. Cone Beamer 

\'90 DMimetrySimpiJOed 
Mathematical cak::ulations fo:r doses for TberaSphen: 

· ·~htbcmatical calculatitlns fo:rdoses for SIR-Spbtre 

Co parlna \'90 Devlees 

AC Rtqulremnts 

Health Polley and EcGucmh:11 
:Professional C\ldins and Rcin\buncmcnt Strategies 

·ational Health Policy and Uvcr O.n«r: Where Should 
Y90 Fir in? 

Radlatio Safety Issues Tl'utmenund Fallocw-up 

Dtuimttry 

Adwnced Concepti In Y90: Rouad Table Pantl 
Dlscuuhm 

Y90 Re-tn:atmco t 
Segmecto my {Lob ectory 

''!Adjuvant Cltei'IIO Therapy. Meta& tatic D. ·ease 
Sorafenib and Y90, HCC 

"Re-section Following Y90 
Re-distlibution 

"'Shunt Over 20 Percent and Portal Thrombosis 
· Recogn iring Radiation Hepatitis 
. hna_qing GlComplaints 

uant:es ofY90 for Neuroendocrine Cancer 
· OtenXI and CombinatiOn Tb erapy, Metutues 

P·rutlce Models: S trateJlln lor S uecua 
, :AU From an AcademicPe"'pective 
··\A • From a Private Practice Pcrapective 

nified Multispeciaity Practice 

Benefits o f AU Statu 
·Aehic~·ing AU Statu$ 

Nowl Cancrpn In \''90 
·ovel fntcrventionaJ Approachc to Safe Y90 Delivery 

•ina Y90Aftc:rXRT to the Liver 
· "~f(}ffrtt CancerC-e:ntc:r; E:.pc:rience with 
Cholangiocarcinoma and Neuroendocrine Tumors 
Clinical T·ria.b wm1 Y90: Current Status 

, Anti-Reflux Catheters 

Re,iew of SIR and ASTRO Conn11 us Goldtlhaes 



SOCIITYOF 
I NTERVENTIONAL 
RADIOLOGY 

PHY SICIAN PARTICIP ANT CERT FICATE 
OF CONTI UING EDUC.A TION 

Brian M. Christenson 

has reccivro l0.25A SAM credits A at meA 

2014 Y -90; The Complete Co'llfSe 

February 6-9,201 4 
Scottsdale. Arizona 

The Society oflntern: til:uul RAdiology {SIR) i.'S acaedited by th e Ac:c:neditlliion CottM:il fo: C.o t i uing Med.icil.l Edut:ation (A CCM£) 

'o provide mrdaled cation lnphytici.lns. 
A 

Th\!$ pmgnm u bee11 ..a;pproved!: r 11125 ulf-G.neument module SAM) c:redi4 y the Society oflnterventiol\al Radiology SIR . Sill 
15 awuded Deemed Sul'IIJ hy 1he A~ricu ~ani cfladiinlo y (A '9 ). Tht- SA b of'f'i9'd at :chis live mee1ing meet tbe ABR~ t:riteril 

fot& l'ielf..uaesunent toward the putpo&etl f fillffiliAg requittmentJ i:tl the ABR Main.tel\iUice ofCetti(ICatioa (MOC) P'mstl.m..A 

The Sfl,ciety oflat«Ven,l!otlit.l bdinlogy de1i.gnaus 1 

e'duca.tio~tahu::tirity f&r 11 maximum orA 2L:!SA. AlitA PIJ..A CBtrrory•J Cntdit..tru. ille111~ c:tectitsllne &!rudy een Clfkula.ted in theY* 
9CJ: 1'\e Comp~le Coun.e C'M E Certirw:at~ . 

Jennifer Rov.'ley 
SenforMAnase ofProfr:nional 
Bduntio ud Certification 

Socilety o flnterve11tioul Radiology J39'7.S ai: Ridge Drive, 'S'!Iile 400 N ortlt I F&irf;u., V 16ll 

Tel: '10J.£9U&o.s lh:r 10 HH.J855 ( E..na.il: CME'iSIRwcb pq jw-.SIRwc .org 

5 8 4 4 7 0 



NRC FORM 532 
(1-2012) 

U.S. NUCLEAR REGULATORY COMMISSION 

DATE 

07/31/2014 

NAME AND ADDRESS OF APPLICANT AND/OR LICENSEE LICENSE NUMBER 

St. Vincent Healthcare 25-07553-01 

ATTN: Christopher K. Fitz 
Radiation Safety Officer 

P.O. Box 35200 

MAIL CONTROL NUMBER 

584470 

Billings, Montana 59107-5200 LICENSING AND/OR TECHNICAL REVIEWER 

D 
D 

D 

CH 

This is to acknowledge the receipt of your: 

[l] LETTER and/or D APPLICATION DATED: 05/13/2014 

The initial processing, which included an administrative review, has been performed. 

[{] AMENDMENT D TERMINATION D NEW LICENSE D RENEWAL 

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 fill out NRC Form 531, located at the following link: 

http://www.nrc.gov/reading-rm/doc-collections/forms/nrc531.pdf 

Send the completed NRC Form 531, by facsimile, to the following number: (301) 415-5387 

A copy of your action has been emailed to our License Fee and Accounts Receivable Branch, in 
our Headquarters office in Rockville, MD. You will be contacted separately if there is a fee issue 
involved. 

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) 200-1103 or (817) 200-1140 

NRC FORM 532 
(1 -2012) 



NRC FORM 532 
(1 -2012) 

U. S. NUCLEAR REGULATORY COMMISSION 

DATE 

07/31/2014 

NAME AND ADDRESS OF APPLICANT AND/OR LICENSEE LICENSE NUMBER 

St. Vincent Healthcare 25-07553-01 

ATTN: Christopher K. Fitz 
Radiation Safety Officer 

P.O. Box 35200 

MAIL CONTROL NUMBER 

584470 

Billings, Montana 59107-5200 LICENSING AND/OR TECHNICAL REVIEWER 

0 
0 

0 

CH 

This is to acknowledge the receipt of your: 

[Z] LETTER and/or D APPLICATION DATED: 05/13/2014 

The initial processing, which included an administrative review, has been performed. 

[{] AMENDMENT 0 TERMINATION 0 NEW LICENSE 0 RENEWAL 

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 fill out NRC Form 531, located at the following link: 

http://www.nrc.gov/reading-rm/doc-collections/forms/nrc531 .p.df 

Send the completed NRC Form 531, by facsimile, to the following number: (301) 415-5387 

A copy of your action has been emailed to our License Fee and Accounts Receivable Branch, in 
our Headquarters office in Rockville, MD. You will be contacted separately ifthere is a fee issue 
involved. 

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) 200-1103 or (817) 200-1140 



BETWEEN: 

Accounts Receivable/Payable 

and 

Regional Licensing Branches 

[ FOR ARPB USE ] 

INFORMATION FROM WBL 

Program Code: 02230 
Status Code: Pending Amendment 

Fee Category: 7C 

Exp. Date: 04/30/2015 

Fee Comments: 

Decom Fin Assur Reqd: N 

License Fee Worksheet - License Fee Transmittal 

A. REGION 

1. APPLICATION A IT ACHED 
Applicant/Licensee: ST. VINCENT HEALTHCARE 

Received Date: 05/13/2014 

Docket Number: 3002396 

Mail Control Number: 584470 
License Number: 25-07553-01 

Action Type: Amendment 

2. FEE A IT ACHED 

Amount: 

Check No.: 

3. COMMENTS 

Signed: 

Date: 

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: 


