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March 7, 2019 

DNMS 

Region IV 
U.S. Nuclear Regulatory Commission 
DNMS/NMSB-B 
1600 E. Lamar Boulevard 
Arlington, TX 76011-4511 

Re: Amendment to our RML #40-32477-01 

Dear State Regulator: 

PU8UC 
a Immediate Release 
,;a.Normal Release 

NOH-PUBLIC 

DMS Health Technologies 
109 S. Petro Ave. 

Sioux Falls, SD 57107 
701.237.9073 I 800.437.4628 

www.dmshealth.com 

C A.3 Sensitive-Security Related 
C A.7 Sensitive Internal 

DOlhtr: ~ / j 
RftleWr~lZ-- Date:$/Jj 

We, DMS Health Technologies, wish to amend our Radioactive Material License number 
40-32477-01 to conduct the following: 

• Add the following physician under condition 12.B.: 
o Daniel R. Fritz, M.D. 
o Leslie H. Lenter, M.D. 
o Stephen R. Peters, M.D. 

• Supporting document listing all three physicians as Authorized Users 
is Avera St. Luke's' dba Avera St. Luke's Hospital's 
NRC RML #40-18000-01. 

If you have questions please feel free contact me at 605-357-2612 or e-mail 
mary.hennings-frank@dmshealth.com. 

1;dsL;;;;1-lad\ 
Mary Hennings-Frank, B.S., CNMT 
Radiation Safety Officer 
DMS Health Technologies 

Enclosed: 
• Avera St. Luke's RML #40-18000-01 
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. 
NRCFORM374 

U.S. NUCLEAR REGULATORY COMMISSION 

MATERIALS LICENSE 

• 

PAGE 1 OF 5 PAGES 

Amendment No. 38 

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and litle 10, Code of Federal Regulations, Chapter I, 
Parts 30, 31, 32, 33, 34, 35, 36, 37, 39, 40, 70 and 71, and in reliance on statements and representations heretofore made by the licensee, a license is hereby issued 
authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear material designated below; to use such material for the purpose(s) 
and at the plaoe(s) designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Par1(s). This 
license shaft be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, 
and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below. 

Licensee In accordance with letters dated 4. Expiration Date: November 30, 2025 

1. Avera St. Luke's dba Avera St. Luke's Hospital 
May 2~ 20~ f d June 13, 2018. 

~~"' GlJI.. 
~ 

Q) 

2. 305 South State Street 
Aberdeen, SD 57401 

6. Byproduct, source, 
and/or special nuclear 
material 

A. Any byproduct material 
permitted by 10 CFR 
35.100 

B. Any byproduct material 
permitted by 10 CFR 
35.200 

C. Any byproduct material 
________ p~rmittec;f_ byJ()_ CF.8 . _ _ 

35.300 

D. Cesium-137 permitted by 
10 CFR 35.400 

. C ,· 4 , 5. Docket No.: 030-13778 
~..;:;.. 3. License number: 40-18000!o~ Reference No.: 

~ 

, amended in its entirety to rea, 
G, follows: 

I -• 
7. Chemical aift9#cr physical form 

A. Any 

B. Any 

C. Any 

r-~;, 
,... 
vv ,, -""' ,.,,. -

. .,A 
~I) 

• :J" 

D. Sealed Sources (3M Health, 
Model 6500 Series; 
Amersham-Buchler GmbH & Co. 
KG (Medi-Physics, Inc. d/b/a 
GE Healthcare), Model CDC.N2 
[Product codes CDCS.S16-18, 
CDCS.S4, S5, S40]) 

,:·~-~f Max,imum ~ount that lice•e 
· ·. may _poesea at any one tinaa 

k - ~ .,_,\.1ndeF thlsJk;ense s: 
. As Needed 

, a·.,, \, ;~~ Needed 
(..J . ~ ~ _,. 

C. 400 milJicuri 
_·--J 
!' 

~~ 
.. 0 

o' 
~ al 

O. 940 millicuries total 

..--

cc 
:E 

9. Authorized use 

A. For use in uptake, dilution and 
excretion studies permitted by 10 CFR 
35.100. 

B. For use in imaging and localization 
studies permitted by 10 CFR 35.200. 

C. For any use permitted by 1 O CFR 
35.300: ··· · 

D. For any manual brachytherapy 
procedure permitted by 10 CFR 35.400. 
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II II cc 

6. Byproduct, source, 
and/or special nuclear 
material 

E. Any byproduct material 
pennitted by 10 CFR 
31.11 

F. Yttrium-90 pennitted by 
10 CFR 35.1000 

7. Chemical and/or physical form 8· Max· ,mum a may posse mount that licensee 

\. c:. I).. t\ R (!'l"'V 1!1is ,:,~ny one Ume 

·-E. -. Prepackaged Kits (., y V E. .1&;,...W..., 

/'. 
'-' 

F. Microspheres ~ ufacturer as 
listed in SSD~ 
MA-1229-D;'tfln -S, 
SIR-SpherHIJ,) 

:....... 

F. 189 mCi per vial 
curie total 

---
NS 

4. 
>"' 
-'-
0 

--s 

9. Authorized use 

E; ··· .. For use in in-vitro studies. 

F. SIR-Spheres®for permanent 
brachytherapy using delivery system as 
listed in SSDR MA-1229-D-101-S 
pennitted by 10 CFR 35.1000. 

10. Licensed material may be used or stor~fmly at the licen.-.'11 facilitie1 ·.located at Avera St bJke's Hospital, 305 South State Street, 

Aberdeen, South Dakota, 57401. ,..,,,, -"'.~ J.- " ••••• ; :-_·.. ......_ 

. ~ _/ ·._. - . ~- I /'",A, ~ -~l .,. ..... ~ ' ~ ~J 
11. The Radiation Safety Officer (RSO) for thi~ ~ nse is Leslie H/f ~J1\~r~ '.~.Q. ... VJ 

·/A ·1-"' i. ,. ,r c,--
'" .t/ _ •• · v ,-

12. Licensed material shall only be used by, or under .W, superv1s1on of: ~ 

rk th 
. ed . ~ ,;& ~[~~ 

A. Individuals permitted to wo as an au onz users 1n a'ceoruance wm, 10 CFR 35.13 and 10 CFR 35.14. 

B. The following individuals are authorized users for the material and medical uses as indicated: 

Authorized users 
Daniel R. Fritz , M.D. 

Leslie H. Lenter, M.D. 

Stephen R. Peters, M.D. 

Material and Use 

35.100; 35.200; 31.11; oral administration of sodium iodide 1-131 

35.100; 35.200; 35.300; 35.400, 35.1000 only Yttrium-90 SIR-Spheres® 

35.100; 35.200; 35.300; 31.11 

L( ... 
..... 
(0 

=ii 
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13. In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed material to quantities below the 
minimum limit specifie,:t in 10 CFR 30.35(d) for establishing decommissioning financial assurance. 

S.,~it,d ~.;;;;_.-c,;~in1,;;j licensed material sha~ e}!d ~ ! .2.v"'1jpJKJ frciiii source hOiiieis by itiE! iii:effseii, iixcept iiS 14. 
specifically authorized. ~ · 

0 ~ 
15. The licensee shall conduct a physical inv~ ry every 6 months, or at other intervals ap~ ed by the U.S. Nuclear Regulatory Commission, 

to account for all sources and/or devices., . ived anctPQssessed under the 1.icarise. Recoi'tls of inventories shall be maintained for 3 years 
from the date of each inventory and sh~ ciude the radio'nuclid~uanti~es. manufactur~ name and model numbers, and the date of the 

inventory. ~ ~. . J. 0 -
16. For sealed sources not associated witf'M!) CFR Part 35 use, -. ~n I I II I 

.. . ,_. I ~ i ii 

900ditions appty:S 

.. • 1.•.".? ~ IS • • a, ,t • -., ., -

A. Sealed sources shall be tested. for leaR.'age a~l'1'i co~~~. ( ti~.· ~ .;.:"aa. rtJ1nle~alfnot to e>¢led the inte~als specified ~n the certificate of 
registration issued by the U.S. Nuclear~gulatory,tormms.sJoo'under ~-0'6FR 32.21,lY"el under equivalent regulations of an Agreement 

( ' ' . iLA"'\ 
State .._,,,,,.. I f ' ', \ °" ~-

• .._ .. . . . ' ,,,r .., - , A 1' ~ t • ' - . · 
"' ' ~ . • I( 'l. 
'I/- .'.J 'ci,,,,.., 

B. Notwithstanding Paragraph A of this Conditiorf..;ealed sources designedl',t~ p~ rily emit alpha particles shall be tested for leakage 
and/or contamination at intervals not to exceed 3 mafjtn~ h ~ ...a,i· ). ~? 0~ 

c. In the absence of a certificate from a transferor indicating that a leak test has been made within the intervals specified in the certificate of 
registration issued by the U.S. Nuclear Regulatory Commission under 10 CFR 32.210 or under equivalent regulations of an Agreement 
State, prior to the transfer, a sealed source received from another person shall not be put into use until tested and the test results 
received. 

D. Sealed sources need not be tested if they contain only hydrogen 3; or they contain only a radioactive gas; or the half-life of the isotope is 
30 days or less; or they contain not more than 100 microcuries of beta- and/or gamma-emitting material or not more than 10 
microcuries of alpha emitting material. 
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E. Sealed sources need not be tested if they are in storage and ~ eJJ.Ot being used; however, whe. n they are removed from storage for use 
or transferred to another person and have not bee,e tt5t.iwitlfrilb(?eS'ljr,cf leak test interval, they shall be tested before use or 
transfer. No sealed source shall be stored foL..~ of more than 10Ve&°M1ithout being tested for leakage and/or contamination. 

)-._ 
F. The leak test shall be capable of detect~~e presence of 0.005 microcurie (185Q~uerels) of radioactive material on the test sample. 

If the test reveals the presence of 0.005 icroc;1:1rie (185 becquerels) or more of remH.Jble contamination, a report shall be filed with the 
U.S._ Nuclear Regulatory Commissio~ accorda"ftce ~ 10 CFR 30.50(c)~) •. a_nd the·9'>urce shall be removed immediately from 
service and decontaminated, repai~~or dispo~ ofiq aCC?~nce w.ith·Commission (!JIUlations. 

G 
.-1' .. . 0 

· Tests for leakage and/or contaminallin, including leak ~st_ ~J;>IQ colleci.ton and analys,!,shall be performed by the licensee or by other 
persons specifically licensed by the .. tJ'.S. Nuotear Regul•~~iaslofror an Agreem4bit State to perform such services. 

,f'\ T'ifl1' ;::,, 
~~ . N M 

H. Records of leak test results shall be 

~i;,i', 

. 1

A A. ' ... 

·~ •• 

~-· 
" ~"" 

' 

•l 

. 
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17. Except as specifically provided otherwise in this license, the licenM_e.,§.hall conduct its program in accordance with the statements, 
.representations, and .. .procedures contained in. the .d~e,f!-_~cbiJl1.o@ }18Jl~losures, listed below; · This license· condition ·applies only ·to · ·· -
those procedures that are required to be submitt,o~rdance with the i'a§(i!~ns. Additionally, this license condition does not limit the 
licensee's ability to make changes to the radiat4Q"-'rotection program as provideat'~ 10 CFR 35.26 and applicable guidance updates for 
10 CFR 35.1000 uses. The U.S. Nuclear Regbl)tory Commission's regulations shall @ em unless the statements, representations, and 
procedures in the licensee's application an~ rrespondence are more restrictive than . egulations. 

.L 
A. Application dated May 8, 2015 (ML1_:i·1:568311) 

B. Letter dated October 3, 2016 (ML 1~ 8A415) 

C. Letter dated November 1, 2017(ML~ 25A483) (com 

(1) 

0, 
\Y' .. ,,,,. 

\ .,, 

-- C") 
0 

rwt&fellow "NRC's February:,f.)16 Microspheres Guidance" only) 
.-.;; 

,::::, 
~ 

,;:; 
r.,t 

. . "' (._, 
~·., -~ 

/) 
*--~*~{Z ~ ~- "'1!"'. 

Date: July 16, 2018 

::iZUU~MISSION 
RobertoJ.Torres -=:::::::::: 
Region IV 

• 

'OIi: 

<x: 
Lr -
..-

co 
=i! 
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ORIGIN ID:FSDA (605) 366-3358 
MARY HENNINGS-FRANK 
DMS HEAL TH TECHNOLOGIES 
109 S. PETRO AVE 

1 
SHIP DATE: 07MAR19 

' ACTWGT: 1.00 LB 
CAD: 8142843/INET4100 

SIOUX FALLS, SD 57107 I BILL SENDER 
UNITED STATES us 

ro REGION IV, DNMS/NMSB-8 
U.S. NUCLEAR REGULATORY COMMISSION 
1600 EAST LAMAR BOULEVARD 

ARLINGTON TX 76011 
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NRC FORM 532 
~REGc,( 

U.S. NUCLEAR REGULATORY COMMISSION 
(05-2016) /¥.% • s ACKNOWLEDGEMENT - RECEIPT OF CORRESPONDENCE ; . 

\.,.., .J .......... 

Name and Address of Applicant and/or Licensee Date 

I 03/14/2019 I 
Ms. Mary Hennings-Frank License Number{s) 

Corporate Radiation Safety Officer I 40-32477-01 I 
OMS Health Technologies 

Mail Control Number(s} 
109 South Petro Avenue 
Sioux Falls, SD 57107 I 611584 I 

Licensing and/or Technical Reviewer or Branch 

le. Hill 
I 

This is to acknowledge receipt of your: 0 Letter and/or D Application Dated: 03/07/2019 

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

0 Amendment D Termination D New License D Renewal 

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

D 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. 

D Your application for a new NRC license did not include your taxpayer identification number. Please 
complete and submit NRC Form 531, Request for Taxpayer Identification Number, located at the 
following link: htto://www.nrc.aov/readina-rm/doc-collections/forms/nrc531.odf 

Follow the instructions on the form for submission. 

D The following administrative omissions have been identified: 

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

Region IV 
U. S. Nuclear Regulatory Commission 
DNMS/NMSB - B 
1600 E. Lamar Boulevard 
Arlington, TX 76011-4511 
(817) 200-1103 or (817) 200-1140 

NRC FORM 532 (05-2016) 



BETWEEN: 

Accounts Receivable/Payable 
and 

Regional Licensing Branches 

[ FOR ARPB USE ] 
INFORMATION FROM WBL 

Program Code: 02220 
Status Code: Pending Amendment 
Fee Category:7C 
Exp. Date: 04/30/2022 
Fee Comments: 
Decom Fin Assur Reqd: N 

License Fee Worksheet - License Fee Transmittal 
A.REGION 

1. APPLICATION ATTACHED 
Applicant/Licensee: DMS Health Technologies 

Received Date: 03/13/2019 
Docket Number: 3036404 
Mail Control Number: 611584 
License Number: 40-32477-01 

Action Type: Amendment 

2. FEE ATTACHED 

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: 

Signed: 

Date: 

1 




