
ACCEPTANCE REVIEW MEMO (ARM) 
Licensee: Avera St. Luke’s License No.: 40-1 8000-01 

Docket No.: 030-1 3778 Mail Control No.: 471 305 

Type of Action: Amend Date of Requested Action: 3-22-07 

Reviewer Rachel Brownder ARM reviewer@): Torres 
Ass ig ned : 

I I 
I Response I Deficiencies Noted During Acceptance Review : [ ] Open ended possession limits. Limit possession. Submit inventory. 

[ ] Submit copies of most recent leak test results. 
[ ] Add - delete IC license condition. Add IC paragraph in cover letter. 
[ ] Split license from cover letter. Add SUNS1 marking to license. 
[ ] Ask the licensee if they have any type-amount of EPAct Material. 

Eeviewer’s Initials: Date: 

a y e s  UNO 

OYes UNO 

a y e s  UNO Termination request 90 days from date of expiration 

d s  UNO 

UYes UNO 

Unrestricted release Group 2 or >: Transfer memo to FCDB within 10 days. 

Decommissioning notification should be completed within 30 days. 

Expedite (medical emergency, no RSO, location of use/storage not on 
license, RAM in possession not on license, other) 

TAR needed to complete action. 

Branch Chief’s and/or Sr. HP’s Initials: Z Z -  

SUNS1 Screening according to RIS 2005-31 

a y e s  d Non-Publicly Available, Sensitive if g item below is checked 
General g u idance : 

RAM = or > than Category 3 (Table 1, RIS 2005-31), use Unity Rule 
Exact location of RAM (whether = or > than Category 3 or not) 
Design of structure and/or equipment (site specific) 
Information on nearby facilities 
Detailed design drawings and/or performance information 
Emergency planning and/or fire protection systems 

Specific guidance for medical, industrial and academic (above Category 3): 
RAM quantities and inventory 
Manufacturer’s name and model number of sealed sources & devices 
Site drawings with exact location of RAM, description of facility 
RAM security program information (locks, alarms, etc.) 
Emergency Plan specifics (routes to/from RAM, response to security events) 
Vulnerability/security assessment/accident-safety analysis/risk assess 
Mailing lists related to security response 

Branch Chief’s andlor Sr. HP’s Initials: Date: 



Name: Avera St. Luke's 

Location: SD 

STEP I-Radioactive Materials and Quantities Requested: 

Type of Request: Amend 
Program Code(s): 

License No.: 40-18000-01 Docket No.: 030-1 3778 

Instructions for Step 1: Complete Step I for all applications. If all your responses in Step 1 are "No" then do not complete Step 2 
(Screening Criteria). Sign and date the completed step-sheet and add it as the sensitive and non-publicly available OAR in ADAMS. If a 
"yes" response is indicated for any item in Step 1, also complete Step 2. If the type of use is subject to a Security Order or the 
requirements for increased controls, complete Step 3 (Item A or Item B) without delay. 

A. 

B. 

The request is from a new applicant. 

NUREG-1556, Volume 20, Section 4.9 indicates a licensing site visit is needed for the 
requested type of use, e.g., (1) Type A broad scope license, (2) panoramic irradiator containing 
> 10000 curies, (3) manufacturers or distributors using unsealed radioactive material or 
significant quantities of sealed material, (4) radioactive waste brokers, (5) radioactive waste 
incinerators, (6) commercial nuclear laundries, and (7) any other application that in the 
judgement of the reviewer and cognizant supervisor involves complex technical issues, complex 
safety questions, or unprecedented issues that warrant a site visit. 

Radionuclide 

Am-241 

Am-241lBe 

Yes or 
No 

Risk Significant Risk Significant Radionuclide Risk Significant Risk Significant 
Quantity (TBq') Quantity (Ci') Quantity (TBq') Quantity (Ci') 

0.6 16 Pm-147 400 11,000 

0.6 16 Pu-238 0.6 16 

C. The applicant requested certain radionuclides and quantities that equal or exceed the Risk 
Significant Quantity (TBq) values in the table, below, that have been "highlighted" by the 
reviewer 

Cf-252 

Cm-244 

CO-60 

cs- I  37 

0.2 5.4 Pu-2391Be 0.6 16 

0.5 14 Ra-226' 0.4 11 

0.3 8.1 Se-75 2 54 

1 27 Sr-90 (Y-90) 10 270 

lr-192 

I Gd-153 I 10 I 270 11 Tm-170 I 200 I 5,400 I 
0.8 22 Yb-169 3 81 

2 The Atomid Energy Act, as amended by'the Energy Policy Act of 2005, authorizes NRC to reaulate 
Ra-226 and NRC is in the process of amending its regulations for discrete so 

I 

Calculations of the Total Activity or the Unity Rule are attached to document whether or 
not the screening criteria in Step 2 were also completed to evaluate the application. 
NOTE-If an amendment of an existing license is being requested, the calculations 
will include the previously authorized quantities for the radionuclide(s). 

Total Activity-multiple activities are requested for a single radionuclide and the sum of 
the activities equals or exceeds the quantity of concern for the radionuclide 

Unity Rule--multiple radionuclides are requested and the sum of the ratios equals or 
exceeds unity, e.g.,[(total activity for radionuclide A) + (risk significant quantity for 
radionuclide A)] + [(total activity for radionuclide B) + (risk significant quantity for 
radionuclide B)] 1 1 .O. 

rces of Ra-226. 

Yes, No, or 
Not Applicable 

( N 4  

I 

Sicmature and Date for Step I : 

40 

License Reviewer and Date 



Sponsored by the Benedictine 
and Presentation Sisters 

Nuclear Materials Licensing Branch 
Nuclear Regulatory Commission 
Region IV 
611 Ryan Plaza Drive, Suite 400 
Arlington, Texas 76011-8064 
atten: Rachel S. Browder, Health Physicist 

305 South State Street 
Aberdeen, SD 57401 
(605) 622-5000 

March 27, 2007 

www.averastlukes.org 

Re: License No. 40-18000-01 
Control No. 471220 
Subject: Additional Authorized User 

Dear Ms. Browder: 

Avera St. Luke's Hospital would like to reinstate our amendment request 
to add an additional authorized user to our Materials License. 

1. Add Jack Vonk, M.D. to the list of authorized users for materials 
identified in 10 CFR 35.100, 35.200, 35.300 and gadolinium-153 for use in 
the ADAC Vantage System €or patient attenuation correction. 

We have enclosed additional preceptor statements along with other information 
on NRC Form 313A. We appreciate your help in clarifying what was required. 

If you have any additional questions, please don't hesitate to call our 
Director of Radiology/Radiation Therapy, Lee Ann Tople, at 605-622-5068. 
Thank you. 

Sincerely, 
7 ZL. b-=--A_.ti-L-L 

Ron L.Jacobson 
President 6r CEO 

Enc . 

http://www.averastlukes.org
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NRG K l V  

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

(for uses defined under 35.100, 35.200, and 35.500) 
[ I O  CFR 35.190,35.290, and 35.5901 

APPROVED BY OMS: NO. 3150-01 
EXPIRES: 10131/200L? 

uthorization(s) (check all that apply) 
0 Uptake, dilution. and excretion studies 

0 Imaging and localization studies 

35.500 Sealed sources for diagnosis (specify device - ---- - ~ . _ _ .  ) 

PART 1 - TRAINING AND EXP.€RIENCE 
(Select one of the three methods betow) 

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 educa!ion 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. 

k, skip to and complete Part I1  

35.390 or equivalent Agreement 

wcrk experience, provide multiple 

-.__---._L_ 
Description of Experience 

-.-..-.- 

--.__I-- 
----- 

.... .. ...... ..... _..... I 
I 1 35.290 35.390 + generator experience in 32,29O(c)(l)(ii) ) \ 



I 
a, Classroom and Laboratory Trainina. 

1 

------ --- 

-I--- Location of Training 
----- 

I I 

Radiation protection 

Total Hours of Trainfng: 

7 provide multiple copies of this section.) 
I-'-' 7- ' Description of Experience I Location of Experience Permit Nutrh- r C  I --- . .  uraerlng, receiving, and unpacking 
radioactive materials safely and 

'performing the relaled radiation 
s u Neys - / " /  I - L--- -- 

I I 
---------+-- ning quality control c . - - -  

lures . .. on instruments used to 
Perforr 

determm the activity of dosages 
and performing checks for proper 

loperation of survey meters 

1 Calcufating, measuring, and safely 
PWParing patient or human research 

[subject dosages . 

PAQE 2 



03/15/2007 15: 19  8178608188 
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NRC R I V  PAGE 04 /11  

IRC FORM 373A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 10-20C8) 

3, Training and ExDerience for Proposed~Authorized User (continued) 

b. Supervised Work Experience. (continued) 

f I- 7--1 -.-.--- ------___ 1 Location of Experience/License or Clock 1 Datesof 1 
Permit Number of Facility 1 Hours Experience' 

[ Description of Experience 

I---------- Using administrative controls ta 

' 

prevent a medical event involving the 
use of unsealed byproduct material 

----- 

Using procedures to contain spilled 
byproduct material safely and using 
proper decontamination procedures 

I Eluting generator s$st'erns approprbte 
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 I drugs 
---------Ij_ ---.,-. 

Total Hours of Experience: 
--.- ___, -.___.- I i LicenselPenit Number listing supervising individual as an 

I- /qcoo --0 I 
.... .- .... .... . .  ,..... . , .... , , , . . , , , , , , , , , , , , , , _ _  . . , , , , , , , , , , . , . , , , . . , , , , . . . , . , , . , , . . , 

Supewisor meets the requirements below, or equivalent Agreement State requirements (check one), 

35.290 a 35.390 35.390 + generator experience in 35.290(c)(l)(ii)(G) 
--..-i -.-- - --__.-- I 

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

d. For 35,500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part II Preceptor 
Attestation. 
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IRC FORM 31 3A (AUD) 
0.2W6) 

US. NUCLEAR REGULATORY COMMlSSlOb 

AUTHORlZEd USER TRAINING AND EXPERIENCE AND PRECEPTOR AlTESTATlON Icantinuedl 

PART II  - PRECEPTOR ATTESTATION 

iota 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, ar verifies training and experience required. If mare than 
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not 
required to meet training requirements in 35.590) 

7rst Section 
:heck one of the followim for each use requested: 

For 35.190 

Board Certification 

the requirements in 
-.----, 

Name af Pmposed Authorzed User 

independently as an 

OR 
Trabinn and Emerience 

@ f l  attest that =&& v&,k has satisbctorily completed the 60 hours of training and - 
Name af Pmposed Authoriznd Ueer 

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR 
35.190(~)(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, 

Far 35.290 

-.-.-.-- 
Name of Propoaed Authorlzed Uaer 

and has achieved a level independently as an 
medical uses 

OR 
Trainins and Experience 

l@f&est that a ,-&&&v&- has satisfactorily completed the 700 hours of training - .- 
Name of Prop~sad Aumarized User 

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10 
CFR 35,2SO(c)(l), 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. 

~ ~ ~ e - - ~ m ~ ~ ~ - ~ ~ ~ m ~ - ~ ~ m ~ - ~ ~ m ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ m - ~ m n n a ~ ~ ~ n ~ ~ a a a a ~ ~ m m m - ~ ~ ~ m ~ ~ ~ ~ ~ w ~ ~ ~ ~ e ~ ~ m ~ ~ m ~ ~ a ~ m m ~ - ~ ~ ~ ~ - ~ m ~ w ~ ~ m ~ ~ ~ ~ ~  

,econd Section 
iomplete the following for preceptor attestation and signature: 

@ I  meet the requirements belaw, or equivalent Agreement State requirements, as an authorized user for: 

35.190 @ 35.290 35.390 @35,390 + generator experience 

--.---- 
lame of Preceptor 

PAGE 
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AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 
(for uses defined under 35.300) 

[IO CFR 35.390, 35.392, 35.394, and 35.3961 

APPROVED BY OMB: NO. 3150-012 
EXPIRES: io/31aooa 

Lequested Authorization(s) (check all that apply): 

u 35,300 Use of unsealed byproduct material for which a written directive is required 

OR 
392 5.368. Oral administration of sodium iodide 1-1 31 requiring a written directive in quantities less than or equal to 

1,22 gigabecquerels (33 millicuries) 

gigabecquerels (33 millicuries) 

than 150 keV for which a written directive is required 

35. a4 Oral administration d sodium iodide 1-1 31 requiring a writlen directive in quantities greater than 1.22 

TT] 35.a Parenteral administration of any beta-emitter. or photon-emitting radionuclide with a photon energy less 

35.8@tJar@nleral administra!ion of any other radionuclide for which a written directive is required 

2 I .  Board Certification 

a. Provide a copy of t h e  boa 

c. For 35.396, provide documentation on 
and supewised clinical case experienc 
document this experience. 

and laboratory training, supervised work experience, 
les in sections 3.a,, 3. b., and 3.c. may be used to 

d. Skip to and complete Part L I  Preceptar Attestatio 

quirements below or --- 
equivalent Agreement State requirements (check all 

i rl 35,390 35.392 g 35.394 E 35.490 I. *90 
b, If currently authorized for a subset of clinical uses under 35.300, provide d o a  

required supervised case experience. The table in section 3s. may be used to 
experience. Also provide completed Pad II Preceptor Attestation, 

documentation on classroom and laboratory training, supervised work experience, and supe 
case experience. The tables in sections 3.a., 3.b., and 3.c, may be used to dacument this expe 
Also provide completed Part II Preceptor Attestation. 

c. If currently authorized under 35.490 or 35,690 and requesting authorization far 35.396, p 



~ 

NRC RIV PAGE 07/11 

AUTHORlZEb USER TRAINING AND EXPERIENCE AND PRECEPTOR AllESTATlON (contlnued) 

0 3. Training and Experience for Proposed Authorized User - f l  \ W d y  pm n'ded 
a. Classroom and Laboratory Training a 35,390 c] 35.392 35.394 35.396 I 

Location of Training 

Radiation protection 

Mathematics pertaining to the 
use and measurement of 

.---- 

Radiation biology 

- --_- ~ . - . -  --.-.- 
Total Hours of training: 

...- 

p! 35.390 0 35.392 u] 35.394 [z1 35.396 
r 
b, Supervised Work Experience 

-- 
Dates 

Experie 
-._ 

-- 



03/15/2007 15:19 8178608188 NRC R I V  PAGE 08/11 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 
~ ~- 

3. Trainins and Experience for Prmosed Authorized User (continued) 

b. Supeivised Work Experience (continued) 
-.- 

: LicenseIPermit Number listing supervising indivldual a5 an 

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

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  n- 35,390 j With experience administe 

antities less than or equal to 1.22 

f Oral Nal-131 in quantities greater than I .22 
clide with a photon 

c. Supervised Clinical Case Experience - Q I r o ~ ~ ? m v ; d e d  
If more than one supervising individual is necessery to 
multiple copies of thhis page. 

cument supervised work experience, provide 

.--.-.-- 

Number of Facility 

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

Parenteral administration of 
any beta-emitter, or 
photon-emitting radianucli 
dith a photon energy less 
150 keV for which a writte 
directive is required 

--.--- 

Mritten directive is required 

-I_--- 

(Lht G4dkJnlrclideB) 
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US. NUCLEAR REQULATORY COMMlSSlO 
0-2000) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Trainina and ExPerlmce for Proaosed Authorized.User (continued) 

c. Supervised Clinical Case Experience (continued) 

.' LicensePermlt Number listing supervising individual as an 
:authorized user 

. _ . . . . .  ..... 

~ a Parenteral adrninistntian of any other radionuclide requiring a written d 

g Authorized User must have experience in adminislerlng dosage8 in !he $am% bnsags category or categorie 
authorlred user status. -___-~.__.. . - - - - - -___-- . - -~ 

d. Provide completed Part 11 Preceptor Attestation. 

PART II - PRECEPTOR ATTESTATION 

lote: 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, 

k t  Section 
:heck one of the following for each requested authorization: 

the training and experience 
-__I- 

ma & Proposed Authorkad User 

OR 

Traisina and Exoeriencq 

has satisfactorily completed the 700 hours of training 
.. - &$attest that 3, 

Name of Proposed Aumorhed User 

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by 
10 CFR 35.390 (b)(l). 

PAGE 
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0.2066) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

'mceDtor Attestation (continued) 

First Section (continued) 

For 35.392 (Identical Attestation Statement Resardless of Trainina and Exoeyimce Pathwav): 

has satisfactorily completed the 80 hours of classroom P ' attest that 

and laboratory training, as required by 10 Cf R 35.392(~)(1), and the supervised work and clinical case 
experience required in 35.382(~)(2). 

For 35.394 lldentlcal Attestation Statement Regardless of Trainina and Exnerimce Patkwavk 
I 

has satisfactorily completed the 80 hours of classroom u 1 attest that Jt-, e; -- 
Name of Proposed Aulhorlzed Us'er 

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

has satisfactorily completed the required clinical case 
Name d Propartd Aurharizs 

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

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

E O r a l  Nal-131 in quantities greater than 1.22 gigabecquerels (33 milllcuries) 
/ 
[1Il Parenteral administration of beta-ernitter, or photon-emitting radionuclide with a photon 

17 Parenteral administration of any other radionuclide requiring a written directke 

energy less than 150 keV requiring a written directive is required 

Third Section 

n I attest that ' a h a s  satisfactorily achieved a level of competency to 
Name a: Proparsd Autherlzee User' 

function independently as an authorized user for: 

Oral Nat-131 requiring a written directive in quantities less than or equal to 1,22 
gigabecquerels (33 millicuries) 

rat Nal-131 in quantities greater than 7.22 gigabecquerels (33 millicuries) 1 3 5 4  3 ?ii - 
Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 
energy less than 150 k@V requiring a written directive is required 

c35 P;?b) Parenteral administration of any other radionuclide requiring a written directbe 

PAGE 



03/15/2007 15: 19 8178688188 NRC R I V  PAGE 11/11 

is an authorized user under 70 CFR 35.490 or 35,690 
me d P ~ o s ~  Authorha User 

or equivalent Agreeme late requirements, has satisfactorily completed the 80 hours of classroom and 
laboratory training, as requ d by 10 CFR 35.396 (d)(l), and the supervised work and clinical case 
experience required by 35.39 (Z), and has achieved a level of competency sufficient to function 
independently \--- as an authorized u for: 

a I attest that 

a Parenteral administration of any 

(1 Parenteral adminstration of any 

radionuclide with a photon energy less 
than 150 keV for which a written 

directiw is required 

Board Certification: 
OR \ 

pleted the board certificatfon - ---- I attest: that 

requirements of 35396(c), has satisfactorily completed the EO 
required by 10 CFR 35.396 (d)(l) and the supervised work and 
35.396(d)(2), and has achieved a level of competency sufficien 
authorized user for: 

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

Name oi PrOpo6eed AUthOriZOd Ueer 

and laboratory training 

E Parenteral adminstration of any other radionuclide for which a written directk is required 

I 
~ o m ~ o ~ ~ ~ ~ ~ m ~ a ~ ~ ~ ~ - w ~ ~ ~ ~ m m m a m ~ a ~ - - a m a ~ ~ ~ m - a ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ a  

Ifth Section 
:omplete the fellowing for preceptor attestation and signature: 

a’l meet the requirements below, or equivalent Agreement State requirements, as an authorized user for 

35.390 35.392 36.394 B 3 5 . 3 9 6  

@ I have experience administering dosages in the following categories for which the proposed Authorized User is 
requesting authorization. 

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

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

E Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than 

@ Parenteral administration of any other radionuclide requiring a written directbe 

150 keV requiring a written directive is required 
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