RECEIVED

09/02/2021
PRAIRIE LAKES Mail Control Number: 628547
Healthcare System Docket Number : 3011624

License Number : 40-16775-01
Licensee Name : Prairie Lakes Healthcare System

August 26, 2021

.S, Nuclear Reguiatory Commissicn

Licensing Branch Region IV
1600 East Lamar Blvd.
Arlington, TX 76011-4511

To Whom It May Councern,

Please amend our Radioactive Materials License #40-16775-01 (Prairie Lakes Healthcare Systems, Inc.,
P.O. Box 1210, 401 9" Avenue NW; Watertown, SD 57201-6210) to include the following revision.

1. We are requesting that the duties and responsibilities of the Radiation Safety Officer be transferred
to Shaun Pattrin, BA, AS. Our Administration has reviewed and approved Mr. Patirin’s credentials
and experience lo serve as the Radiation Safety Officer for Mrairie Lakes | lsaith Care Systems.
We have enclosed the following documents for your review:

a.

b.

e.

A signed Delegation of Authority that will allow Mr. Shaun Pattrin to serve as the Radiation
Safety Officer at Prairie Lakes Healthcare Systems, Inc.,

A copy of Nebraska RAM License #01-133-01, verifying Mr. Pattrin has served as a
Radiation Safety Officer at the Cardinal Health Cyclotron Laboratory (6840 F Street,
Omaha, NE 68117) within the last seven years,

A copy of Radioactive Material License #01-59-01, verifying Mr. Pattrin as a current
Authorized User for this Service License,

A copy of Nebraska Certificate of Registration #RS0050 - Services of Radiation Generating
Equipment verifying Mr. Pattrin as registered personnel and includes Health Physics
Consuitation,

A copy of Mr. Pattrin’s Certificate of Completion for PET Radiation Safety Officer Training,

2, Effective September 17, 2021, Sebastiano Anzalone, CNMT will be resigning his position as
Radiation Safety Officer and will no longer be affiliated with our facility. Effective September 17,
2021, Mr. Pattrin will be assuming the duties and responsibilities of the Radiation Safety Officer, on
a temporary basis until such time this amendment has been approved by your office and we have
received the new radioactive materials license, naming Shaun Pattrin as the Radiation Safety

Officer

iy this matter is greatly appreciated.

Prairie Lakes Healthcare Center



Memo To: Shaun Pattrin, BA, AS
From: Nate Lake - Vice President
Subject: Declaration of Authority

You, Shaun Pattrin, have been appointed Radiation Safety Officer and are responsible for
ensurlng the safe use of radlatlon You are respons1ble for managmg the radiation protectlon

correctlve actlons Venfymg lmplementatmn of corrective actlons stoppmg unsafe act1v1tles, and
ensuring compliance with regulations. You are hereby delegated the authority necessary to meet
those responsibilities, including prohibiting the use of byproduct material by employees who do
not meet the necessary requirements and shutting down operations where justified by radiation
safety. You are requtred to notify management of situations where staff are not cooperating and
not addressing radie] 10 safety issues. In addition, you are free to raise issues with Nuclear

{ egulation and Licensure at anytime. This institution also extends the

Natd Lake// Vice President

/1 /2

I accept the above responsibilities.

Date /

Shaur Baftrin, BA}»{S; N
#H-17- 202/

Date



STATE OF NEBRASKA Pagefof 3
DEPARTMENT OF HEALTH AND HUMAN SERVICES
BIVISION OF PUBLIC HEALTH
RADIOACTIVE MATERIALS PROGRAM

RADIOACTIVE MATERIAL LICENSE

Pursuant {o the Radiation Control Act, 1963, and 180 NAC 3 of the Nebraska regulations, 'Control of Radiation,” and in refiance on statements and

representations herelofore made by the licensee designated below, a license s hereby issued authorizing such licensee to transfer, receive, possess and use
the radioactlve materlal(s) designated belew; and to use such radioactive materials for the purpose(s) and at the place(s) designaled below. This licanse is :
subjeci to all applicable rules, regutations and orders now or hereafter in effect of the Nebraska Department of Heaith and Human Services and to any |
conditions specified below.

1. Licensee  Cardina! Health 414, LLC 3. Llcense Nurnber 01-133-01

License Type Processing or Manufacture and
Distribution of radiopharmaceuticals by
other than a nuclear pharmacy

1 o r——— e

2. Address 7000 Cardinal Place 4. Amendment Number 14
License Amended In its Entirety To Read As Follows:
Dublin, OH  43017-1081 5. Expiration Date January 31, 2022

8, Radloactive Material 7. Chemical And/Or Physical Form 8. Maximum Quantity License 9. Authorized Use

May Possess At Any One Time
Under This License

A. Fluorine-18 Any 40 curies Production ot a radiochemical
andior preparation of radioactive
drug,; both for transfer or
distribution to authorized
licenses.

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

B. Nitrogen-13 Any 20 curies Production of a radiochemical
andfor preparation of radioactive
drug; both for transfer or
digtribution to authorized
licenses,

C. Oxygen-1§ Any 10 curles Production of a radiochemical
and/or preparation of radicactive
drug; hoth for transfer or
distribution to authorized
licenses.

D L L L T T L LT L L T T R T Py

D. Carbon-11 Any 10 curles Production of a radlochemical
and/or preparation of radioactive
drug; both for transfer or
distribution to authorized

licenses.
E. Any by-product material Incidentally activated products § curies Possession and storage incident
with atomic numbers 1- to production activities.
83 inclusive
F. Any radionuctide with Sealed or solid scurces Total not to exceed 30 millicurles, Use for instrument callbrations
atomlc numbers 3-83 manufactured under specific with no single source to exceed and quality checks,

inclusive license Issued by the U, S. 1& millicuries.
Nuclear Regulatory Commission
or an Agreemant State,



STATE OF NEBRASKA Page 2 of 3
DEPARTMENT OF HEALTH AND HUMAN SERVICES

DIVISION OF PUBLIC HEALTH License Number: 04-133-01

RADIOACTIVE MATERIALS PROGRAM

Amentment Number: 14

G. Sodium-22 Sealed Source (Isotope Products Total 40 millcuries, with no single Usa for instrument calibrations
Laboratories or Eckert Ziegler source to exceed § millicurles. and quality checks.
Model RV-22) .
.................................................................................................................................................................... i
H, Sodium-22 Sealed Source (Isotope Products Total 300 microcuries, with no Use for Instrument catibrations
Laboratories or Eckert Ziegler source to excead 220 microcuries and quality checks.

Modet GF-022, Type R rod)

|, Technetium-38m Any unsealed form 5 curies For instrument calibrations.

CONDITIONS

10. Licensed material shall be used by or under the supervision of: Shaun Pattrin, Robert J. Chicoine, Sean Waters, Olaf
Robert Nilsson, Mehmet Husnu, Scott Lucas, Lindsay Rivera, Leonard C. Popa, Norman Medina, Jacob Kilian, Derrick
Alcaide, Robert Droege, Adam Fleshner, Ken Moore, Daniel Schwede, Jeremy Guilbeau, Steve Morcos, Alyssa
Rosanberg, Santiago Villegas or Charles Parraga.

11. The Radiation Safety Officer for this license is Shaun Pattrin.

12. Licensed material shall be used andfor stored only at the following location(s):

- Cardinal Health 5840-5852 F Street Omaha, NE
13. The licensee is autharized to transport licensed materlal only in accordance with the provisions of 180 NAC 13.

14. The licensee is authorized to hold licensed material with a half-life of less than 120 days for decay-in-storage before
disposal in ordinary trash provided:

A. Licensed waste to be disposed of in this manner shall be held for decay a minimum of ten {10) haif-lives,

B. Before disposal as ordinary trash, radioactive waste shall be surveyed at the container surface with the appropriate
survey meter set on its most sensitive scale and with no interposed shielding to determine that its radioactivity cannot
be distinguished from background. All radiation labels shall be removed orobliterated.

C. A record of each disposal permitted under this Condition shall be retained for three years. The record must include the
date of the disposal, the date on which the radioactive material was placed in storage, the radionuclides disposed, the
survey instrument used, the background dose rate, the dose rate measured at the surface of each waste container,
and the name of the individual who performed the disposal.

15. Sealed sources or detector celis containing licensed material shall hot be opened or sources removed from source holders
by the licensee.

16. A. Except as otherwise specifically provided by the licensee, licensed material to be distributed to licensees to administer
to humans shall be procured in pre-packaged, precalibrated form from a supplier who manufactures or repackages
the product under appropriate pharmaceutical controls related to assay, identity, quality, purity, sterility and
nonpyrogenicity, or



17.

18.

STATE OF NEBRASKA, Page 3 of 3
DEPARTMENT OF HEALTH AND HUMAN SERVICES

DIVISION OF PUBLIC HEALTH License Number:  01-133-01

RADIOACTIVE MATERIALS PROGRAM

Amendment Number: 14

B. Licensed material prepared by the licensee may be distributed to other licensees for administration to humans,
provided the product is produced under pharmaceutical controls related to assay, identity, quality, purity, sterility and
. ". ] _ -~ . he o "-"‘3- oy o ompounae alie i

Any proposed changes in packaging, shielding, or labeling shall be submitted for review to the Radioactive Materials
Program Manager, Nebraska Department of Health and Human Services, Division of Public Health, 301 Centennial Mall
South, P.O. Box 95026, Lincoln, Nebraska 68509-5026.

The licensee shall conduct a physical inventory every six (6) months to account for all the sealed solirces and/or devices
received and possessed under the license. Records of the inventories shall be retained for two (2) years from the date of

- the inventory for inspection by the Agency. The records shall contain the mode! number, and serial number if one has

18.

20.

21,

Date:

been assigned, the identity of each source radionuclide and its nominai activity, the location of each source, and the name
of the individual who performed the inventory.

The license does not authorize distribution pursuant to 3-014.10 or 3-014.12; to persons exempt from licensing; of to
general licensees.

The cyclotron shall be operated by, or under the supervision and physicai presence of, an authroized user listed in
license condition 10.

Except as specifically provided otherwise by this license, the licensee shall conduct its program in accordance with
the statements, representations, and procedures contained in the documents, including any enclosures, listed
below. Title 180 shall govern unless the statements, representations, and procedures in the licensee's application
and correspondence are more restrictive than the regulations.

A. Application with attachments dated December 16, 20186, signed by Glenn Sullivan, CRSO.
B. Reply to deficiency letter with attachments dated January 26, 2017, signed by Glenn Sullivan, CRSO,

C. Letter with attachment dated Aprli 14, 2017 signed by Glenn Sullivan, CRSO showing a revised or updated
floor plan for the restricled area.

FOR THE NEBRASKA DEPARTMENT OF HEALTH & HUMAN SERVICES,
DIVI8JON OF PUBLIC HEALTH

e, 201 R

Julia chmiltt
Radio e Materlals Program




STATE OF NEBRASKA : Page 1 of 2
DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF PUBLIC HEALTH
RADIOACTIVE MATERIALS PROGRAM

RADIOACTIVE MATERIAL LICENSE

Pursuant to the Radiation Control Act, 1963, and 480 NAC 3 of the Nebraska regulations, 'Control of Radiation,’ and in retlance on statements and
representations heretofore made by the licensee designated below, a license is hereby issued authorizing such licenses to transfer, receive, possess ang use
the radioactive material(s) designated below; and to use such radioactive materiais for the purpose(s) and at the place(s) designated below. This license is
subject to all applicable rules, regulations and orders now or hereafter in effect of the Nebraska Department of Health and Human Services and to any
conditions specified below.

1. Licensee Cardinal Health 414, LLC 3. License Number 01-568-01
License Type Services (e.q. Leak Testing,
4. Amendment Number 44
2. Address 5840 F Street License Amended in its Entlrety To Read As Follows:
Omabha, NL - G611/ 6.  Expiration Date June 30, 2022

6. Radioactive Material 7. Chemical And/Or Physical Form 8. Maximum,Quantity Licensee 9. Authorized Use

May Possess At Any One Time
Under This License

A. Any radiocactive material Any 10 microgurie per isctope not to For possession incident to
with atomic number 1- oxceed 1 millicurle performing leak tests as a
95, inclusive commercial service. Any sample

exceeding exempt quantities is
to be returned to the original
source for storage or disposal.

B. Cesium-137 Sealed Source (QSA Global, Inc. 200 millicuries Used in a QSA Global, Inc.
Model 77302 source rod assembly {formerly AEA Technology-QSA
(CDC.800 Series source)) Incorporated) Model 773

calibration device for callbrating
instruments, including
commercial calibration service.

C. Cobalt-57 Sealed Source (Eckert & Ziegler 10 millicuries per source. Total Calibrating dose testing or other
Isctope Products Model RV-057 not to exceed 100 millicuries. radiation detection equipment,
or equivalent source from QSA
Global or Bristol Myers Squibb)

D. Cobait-60 Sealed Source (Bristol Myers 1 mitlicurtes per source. Tofal not Calibrating dose testing or other
Squibb Model NES 354 or to exceed 10 millicuries. radiation detection equipment.
aquivatent source from Eckert &

Zlegier Isctopa Producis)

E. Barlum-133 Sealed Source {Bristol Myars 1 millicuries per source. Total not Calibrating dose testing or other
Squibb Model NES 358 or to exceed 10 miliicuries. radiation detection equipment.
equivalent source from Eckert &

Ziegler isotope Products)

F. Cesium-137 Sealed Source {Bristol Myers 4 millicurles per source. Total not Calibrating dose testing or other

Squibb Model NES 3566 or to exceed 10 millicuries. radiation detection equipment.

equivalent source from Eckert &
Ziegler isotope Products}

G. Samarium-153 Lexidronam liquid in syringe or 300 millicuries Calibrating dose testing or other
vial. : radiation detaction equipment.



STATE OF NEBRASKA Page 2of 2
DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION QF PUBLIC HEALTH License Number:  01-69-01

RADIOACTIVE MATERIALS PROGRAM
Amendment Number. 41

H. Technetium-99m Pertechnetate 3 curies Calibration of nuclear medicine
equipment.
L Yttrium-0— Llguid - Salt, sealed standard 132 millicuries Callbrating dose testing or other

radiation detection equipment.

J. Radium-223 Ungealed Dicholoride (Xofigo) 1 millicurie Calibrating dose testing or other
radiation detection equipment.

K. Any radloactlve material Any sealed souwrce that have bean 100 millicurles par radionuclide. Distribution to persons
with atomic number 1- manufactured, labeled, and Total not to exceed 1500 specifically licensed to receive
83, inclusive. packaged for distributlon. millicuries, such material.
CONDITIONS

10. Licensed Material shall only be used by, or under the supervision of Frank Rutar, Sebastiano Anzalone, Kendra Pack,
Shaun Pattrin, Krista Kuhiman, Janet Egenberger, and Upendra Adhikari.

1. The Radiation Safety Officer for this license is Sebastiano Anzalone.

12. Licensed material shall be used and/or stored only at the following location(s) and temporary jobsites:
- Cardinal Health 414, LLC 5840 F Street Omaha, NE

13. The licensee is authorized fo transport licensed material only in accordance with the provisions of 180 NAG 13.

44, Sealed sources containing licensed material shall not be opened by the licensee.

15. Except as specifically provided otherwise by this license, the licensee shall conduct its program in accordance with the
statements, representations, and procedures contained in the documents, incleding any enclosures, listed below. Title
180 shall govern unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A. Renewal application with attachments dated May 21, 2015, signed by Duane Kanne, Director.

FOR THE NEBRASKA DEPARTMENT OF HEALTH & HUMAN SERVICES,

e LI A=Z( é’iw/mo%ué/

BecRy Wisell
Radioactive Mate| Program




Registration Number: RS0050

MEBM Expiration Date: ~ March 31, 2022

Good Life, Great Mission.

DEPT. OF HEALTH AND HUMAN SERVICES

W

CERTIFICATE OF REGISTRATION
Services of Radiation Generating Equipment

Registration # RS0050

Cardinal Health 414, LLC Phone: 402-734-8045 #6
_Medical/Hea]th Physics Dept. . Fax=»402-553-3033
Omabha NE 68117 E-mail: sebastiano.anzalone@cardinalhealth.com

Responsible Contact:
Sebastiano Anzalone Contact Phone; 402-734-8045 #8

W

A.

b

Service Tyges‘

Installation/Service:

[ A1 Installationf/Assembly (including initial Electronic Calibration) Radiation Generating Equipment
(] A2 Service/repair of Radiation Generating Equipment

A3 Measurement of Radiation Generating Equipment Output

Calibration:

& B1 Calibration of Diagnostic Radiation Generating Equipment
(0 B2 Calibration of CTs

[ B3 Calibration of Therapeutic Radiation Generating Equipment
] B4 Calibration of Non-Medical Radiation Generating Equipment

. Reviews:

8 C1 Area surveys and shielding reviews of Diagnostic Radiation Generating Facilities
M C2 CT Shielding Reviews

@ C3 Therapeutic Reviews
C4 Non-Medical area survey and sheilding reviews of Radiation Generating Facilities

O D. Demonstration which includes energizing the radiation generating equipment

0O E. Sales
@ F.Other: - Consultations Industrial & On-Site Physician Training Course

VGO PO e e —

Registration does not imply approval or disapproval of service.

As a registrant you are required to notify this Department in writing within thirty (30) days of any changes wiich would render the

information contained in the application of registration no longer accurate per 180 NAC 2-008.01.



NEBRASKA-

Good Life. Great Mission.

DEPT. OF HEALTH AND HUMAN SERVICES

Registration Number:
Expiration Date:

CERTIFICATE OF REGISTRATION
Services of Radiation Generating Equipment

___RS0050
" March 31, 2022

Registered Personnel

meaehsemeﬂsteéabevwesumenurazmnymcocdancemthiﬁ&NACiﬁJebtaska

Regulations for Control of Radiation-lonizing. Notify this Department of additional names if necessary.

—

Name: Upendra Adhikari

A A0 A2 0A3

B1§ B2 {)B3 1 B4 [J

(1 Check to remove Qualified Individual

: C1i C2 (Jc3 ¢4 O

deipo2gespcdnd B0 EM FiW
D Check to remove Qualified Individual
Name: Sebashano Anzalone
Sd A M0 A2 DA @ B B1@ B2 (IB3 (J B4 [J

0 B2 F@

Name: Egenberger
L A1) A2 A3 @4 8 B1¢ B2 OB3 0 B4 [
scigczcsmead B0 EM FH
[_1 check to remove Qualified Individual
Name: Krista Kuhiman
A MDA DAY B B1§4 B2 OB3 O B4 [

D Check to remove Qualified Individual

R

€5 ¢ cimczpcscdn B0 EOQ EM.
D Check to remove Qualified Individual
Name: Kendra . Pack
; o0 K MO MDA @ B B1@ B2 0B3 (] B4 [
ic1mc20cs 0ce ] D

0 B0 EM

Registration does not imply approval or dlsaggroval of service.

As a registrant you are required to, notlfy this Department in writing within thirty (30) days of any changes which would render the
information contained in the application of registration no longer accurate per 180 NAC 2-008.01.




Registration Number: R&0050

_NEB—RAS%A\\ ] Expiration Date: March 31, 2022 o

Geood Life. Great Mission.

DEPT. OF HEALTH AND HUMAN SERVICES

CERTIFICATE OF REGISTRATION
Services of Radiation Generating Equipment

R ——
Name: Shaun Pattrin
‘Approved A A1 A2 (A3 B B1® B2 OB3 [1B4 O

Types: ¢ ci@cecdOcad b O ED FW

[—l Chisck toorericve Quidifiad fdividual

Name: Frank Rutar
poroved A A0 A2 A3 B B B1 B2 [(JB3 084 O

i cCMe2McI@Me4s® DO EO F.M

| Check to remove Quatifies Individual

Registration does not imply approval or disapproval of service.

As aregistrant you are required to notify this Department in writing within thirty (30) days of any changes which would render the
information contained in the application of registration no longer accurate per 180 NAC 2-008.01.
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Certificate of Completion

Quality & Regulatory Department

certifies that

Shaun Pattrm

successfully completed the

PET Radiation Safety Offlcer
Training Course
on October 29, 2010 in Dublin, OH

Knamealth_ | W@f\@{

Director, Health Physics, Quality & Regulatory




From: Tomczak, Tammy

To: Hill, Carol

Subject: FW: RSO Responsibility transfer

Date: Thursday, September 2, 2021 9:11:48 AM
Attachments: DOC090221.pdf

Importance: High

Good morning, Carol,

It looks like one of our reviewers got this amendment request, which is for Region IV. |
have not done anything with it in WBL, because | didn’t want to mess up your process.

Please let me know if you need anything else from me.

Thank!!
Tammy

From: Cender, Laura <Laura.Cender@nrc.gov>
Sent: Thursday, September 02, 2021 9:08 AM

To: Tomczak, Tammy <Tammy.Tomczak@nrc.gov>
Cc: Pavon, Sandy <Sandy.Pavon@nrc.gov>
Subject: FW: RSO Responsibility transfer

Hello Tammy,

Please process the attached file in as a new license amendment request for Prairie Lakes Healthcare
System. This is an RIV licensee and will need to be forwarded to them for case assignment.

License No. 40-16775-01
Docket No. 030-11624

Please let me know if you have any questions.

Thank you,
Laura

From: Bryan Beckedahl <Bryan.Beckedahl@prairielakes.com>
Sent: Thursday, September 02, 2021 9:01 AM

To: Cender, Laura <Laura.Cender@nrc.gov>

Cc: Anzalone, Sebastiano <Sebastiano.Anzalone@cardinalhealth.com>
Subject: [External_Sender] RSO Responsibility transfer

Greetings,

Attached you will find the required documentation for transferring the responsibilities of the
Radiation Safety Officer.

Let me know if you have any questions and thank you for your time.


mailto:Tammy.Tomczak@nrc.gov
mailto:Carol.Hill@nrc.gov
mailto:Bryan.Beckedahl@prairielakes.com
mailto:Laura.Cender@nrc.gov
mailto:Sebastiano.Anzalone@cardinalhealth.com

PRAIRIE LAKES
Healthcare System

August 26, 2021

.S, Nuclear Reguiatory Commissicn

Licensing Branch Region IV
1600 East Lamar Blvd.
Arlington, TX 76011-4511

To Whom It May Councern,

Please amend our Radioactive Materials License #40-16775-01 (Prairie Lakes Healthcare Systems, Inc.,
P.O. Box 1210, 401 9" Avenue NW; Watertown, SD 57201-6210) to include the following revision.

1. We are requesting that the duties and responsibilities of the Radiation Safety Officer be transferred
to Shaun Pattrin, BA, AS. Our Administration has reviewed and approved Mr. Patirin’s credentials
and experience lo serve as the Radiation Safety Officer for Mrairie Lakes | lsaith Care Systems.
We have enclosed the following documents for your review:

a.

b.

e.

A signed Delegation of Authority that will allow Mr. Shaun Pattrin to serve as the Radiation
Safety Officer at Prairie Lakes Healthcare Systems, Inc.,

A copy of Nebraska RAM License #01-133-01, verifying Mr. Pattrin has served as a
Radiation Safety Officer at the Cardinal Health Cyclotron Laboratory (6840 F Street,
Omaha, NE 68117) within the last seven years,

A copy of Radioactive Material License #01-59-01, verifying Mr. Pattrin as a current
Authorized User for this Service License,

A copy of Nebraska Certificate of Registration #RS0050 - Services of Radiation Generating
Equipment verifying Mr. Pattrin as registered personnel and includes Health Physics
Consuitation,

A copy of Mr. Pattrin’s Certificate of Completion for PET Radiation Safety Officer Training,

2, Effective September 17, 2021, Sebastiano Anzalone, CNMT will be resigning his position as
Radiation Safety Officer and will no longer be affiliated with our facility. Effective September 17,
2021, Mr. Pattrin will be assuming the duties and responsibilities of the Radiation Safety Officer, on
a temporary basis until such time this amendment has been approved by your office and we have
received the new radioactive materials license, naming Shaun Pattrin as the Radiation Safety

Officer

iy this matter is greatly appreciated.

Prairie Lakes Healthcare Center





Memo To: Shaun Pattrin, BA, AS
From: Nate Lake - Vice President
Subject: Declaration of Authority

You, Shaun Pattrin, have been appointed Radiation Safety Officer and are responsible for
ensurlng the safe use of radlatlon You are respons1ble for managmg the radiation protectlon

correctlve actlons Venfymg lmplementatmn of corrective actlons stoppmg unsafe act1v1tles, and
ensuring compliance with regulations. You are hereby delegated the authority necessary to meet
those responsibilities, including prohibiting the use of byproduct material by employees who do
not meet the necessary requirements and shutting down operations where justified by radiation
safety. You are requtred to notify management of situations where staff are not cooperating and
not addressing radie] 10 safety issues. In addition, you are free to raise issues with Nuclear

{ egulation and Licensure at anytime. This institution also extends the

Natd Lake// Vice President

/1 /2

I accept the above responsibilities.

Date /

Shaur Baftrin, BA}»{S; N
#H-17- 202/

Date
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
BIVISION OF PUBLIC HEALTH
RADIOACTIVE MATERIALS PROGRAM

RADIOACTIVE MATERIAL LICENSE

Pursuant {o the Radiation Control Act, 1963, and 180 NAC 3 of the Nebraska regulations, 'Control of Radiation,” and in refiance on statements and

representations herelofore made by the licensee designated below, a license s hereby issued authorizing such licensee to transfer, receive, possess and use
the radioactlve materlal(s) designated belew; and to use such radioactive materials for the purpose(s) and at the place(s) designaled below. This licanse is :
subjeci to all applicable rules, regutations and orders now or hereafter in effect of the Nebraska Department of Heaith and Human Services and to any |
conditions specified below.

1. Licensee  Cardina! Health 414, LLC 3. Llcense Nurnber 01-133-01

License Type Processing or Manufacture and
Distribution of radiopharmaceuticals by
other than a nuclear pharmacy

1 o r——— e

2. Address 7000 Cardinal Place 4. Amendment Number 14
License Amended In its Entirety To Read As Follows:
Dublin, OH  43017-1081 5. Expiration Date January 31, 2022

8, Radloactive Material 7. Chemical And/Or Physical Form 8. Maximum Quantity License 9. Authorized Use

May Possess At Any One Time
Under This License

A. Fluorine-18 Any 40 curies Production ot a radiochemical
andior preparation of radioactive
drug,; both for transfer or
distribution to authorized
licenses.

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

B. Nitrogen-13 Any 20 curies Production of a radiochemical
andfor preparation of radioactive
drug; both for transfer or
digtribution to authorized
licenses,

C. Oxygen-1§ Any 10 curles Production of a radiochemical
and/or preparation of radicactive
drug; hoth for transfer or
distribution to authorized
licenses.

D L L L T T L LT L L T T R T Py

D. Carbon-11 Any 10 curles Production of a radlochemical
and/or preparation of radioactive
drug; both for transfer or
distribution to authorized

licenses.
E. Any by-product material Incidentally activated products § curies Possession and storage incident
with atomic numbers 1- to production activities.
83 inclusive
F. Any radionuctide with Sealed or solid scurces Total not to exceed 30 millicurles, Use for instrument callbrations
atomlc numbers 3-83 manufactured under specific with no single source to exceed and quality checks,

inclusive license Issued by the U, S. 1& millicuries.
Nuclear Regulatory Commission
or an Agreemant State,





STATE OF NEBRASKA Page 2 of 3
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DIVISION OF PUBLIC HEALTH License Number: 04-133-01

RADIOACTIVE MATERIALS PROGRAM

Amentment Number: 14

G. Sodium-22 Sealed Source (Isotope Products Total 40 millcuries, with no single Usa for instrument calibrations
Laboratories or Eckert Ziegler source to exceed § millicurles. and quality checks.
Model RV-22) .
.................................................................................................................................................................... i
H, Sodium-22 Sealed Source (Isotope Products Total 300 microcuries, with no Use for Instrument catibrations
Laboratories or Eckert Ziegler source to excead 220 microcuries and quality checks.

Modet GF-022, Type R rod)

|, Technetium-38m Any unsealed form 5 curies For instrument calibrations.

CONDITIONS

10. Licensed material shall be used by or under the supervision of: Shaun Pattrin, Robert J. Chicoine, Sean Waters, Olaf
Robert Nilsson, Mehmet Husnu, Scott Lucas, Lindsay Rivera, Leonard C. Popa, Norman Medina, Jacob Kilian, Derrick
Alcaide, Robert Droege, Adam Fleshner, Ken Moore, Daniel Schwede, Jeremy Guilbeau, Steve Morcos, Alyssa
Rosanberg, Santiago Villegas or Charles Parraga.

11. The Radiation Safety Officer for this license is Shaun Pattrin.

12. Licensed material shall be used andfor stored only at the following location(s):

- Cardinal Health 5840-5852 F Street Omaha, NE
13. The licensee is autharized to transport licensed materlal only in accordance with the provisions of 180 NAC 13.

14. The licensee is authorized to hold licensed material with a half-life of less than 120 days for decay-in-storage before
disposal in ordinary trash provided:

A. Licensed waste to be disposed of in this manner shall be held for decay a minimum of ten {10) haif-lives,

B. Before disposal as ordinary trash, radioactive waste shall be surveyed at the container surface with the appropriate
survey meter set on its most sensitive scale and with no interposed shielding to determine that its radioactivity cannot
be distinguished from background. All radiation labels shall be removed orobliterated.

C. A record of each disposal permitted under this Condition shall be retained for three years. The record must include the
date of the disposal, the date on which the radioactive material was placed in storage, the radionuclides disposed, the
survey instrument used, the background dose rate, the dose rate measured at the surface of each waste container,
and the name of the individual who performed the disposal.

15. Sealed sources or detector celis containing licensed material shall hot be opened or sources removed from source holders
by the licensee.

16. A. Except as otherwise specifically provided by the licensee, licensed material to be distributed to licensees to administer
to humans shall be procured in pre-packaged, precalibrated form from a supplier who manufactures or repackages
the product under appropriate pharmaceutical controls related to assay, identity, quality, purity, sterility and
nonpyrogenicity, or





17.

18.
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Amendment Number: 14

B. Licensed material prepared by the licensee may be distributed to other licensees for administration to humans,
provided the product is produced under pharmaceutical controls related to assay, identity, quality, purity, sterility and
. ". ] _ -~ . he o "-"‘3- oy o ompounae alie i

Any proposed changes in packaging, shielding, or labeling shall be submitted for review to the Radioactive Materials
Program Manager, Nebraska Department of Health and Human Services, Division of Public Health, 301 Centennial Mall
South, P.O. Box 95026, Lincoln, Nebraska 68509-5026.

The licensee shall conduct a physical inventory every six (6) months to account for all the sealed solirces and/or devices
received and possessed under the license. Records of the inventories shall be retained for two (2) years from the date of

- the inventory for inspection by the Agency. The records shall contain the mode! number, and serial number if one has

18.

20.

21,

Date:

been assigned, the identity of each source radionuclide and its nominai activity, the location of each source, and the name
of the individual who performed the inventory.

The license does not authorize distribution pursuant to 3-014.10 or 3-014.12; to persons exempt from licensing; of to
general licensees.

The cyclotron shall be operated by, or under the supervision and physicai presence of, an authroized user listed in
license condition 10.

Except as specifically provided otherwise by this license, the licensee shall conduct its program in accordance with
the statements, representations, and procedures contained in the documents, including any enclosures, listed
below. Title 180 shall govern unless the statements, representations, and procedures in the licensee's application
and correspondence are more restrictive than the regulations.

A. Application with attachments dated December 16, 20186, signed by Glenn Sullivan, CRSO.
B. Reply to deficiency letter with attachments dated January 26, 2017, signed by Glenn Sullivan, CRSO,

C. Letter with attachment dated Aprli 14, 2017 signed by Glenn Sullivan, CRSO showing a revised or updated
floor plan for the restricled area.

FOR THE NEBRASKA DEPARTMENT OF HEALTH & HUMAN SERVICES,
DIVI8JON OF PUBLIC HEALTH

e, 201 R

Julia chmiltt
Radio e Materlals Program






STATE OF NEBRASKA : Page 1 of 2
DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF PUBLIC HEALTH
RADIOACTIVE MATERIALS PROGRAM

RADIOACTIVE MATERIAL LICENSE

Pursuant to the Radiation Control Act, 1963, and 480 NAC 3 of the Nebraska regulations, 'Control of Radiation,’ and in retlance on statements and
representations heretofore made by the licensee designated below, a license is hereby issued authorizing such licenses to transfer, receive, possess ang use
the radioactive material(s) designated below; and to use such radioactive materiais for the purpose(s) and at the place(s) designated below. This license is
subject to all applicable rules, regulations and orders now or hereafter in effect of the Nebraska Department of Health and Human Services and to any
conditions specified below.

1. Licensee Cardinal Health 414, LLC 3. License Number 01-568-01
License Type Services (e.q. Leak Testing,
4. Amendment Number 44
2. Address 5840 F Street License Amended in its Entlrety To Read As Follows:
Omabha, NL - G611/ 6.  Expiration Date June 30, 2022

6. Radioactive Material 7. Chemical And/Or Physical Form 8. Maximum,Quantity Licensee 9. Authorized Use

May Possess At Any One Time
Under This License

A. Any radiocactive material Any 10 microgurie per isctope not to For possession incident to
with atomic number 1- oxceed 1 millicurle performing leak tests as a
95, inclusive commercial service. Any sample

exceeding exempt quantities is
to be returned to the original
source for storage or disposal.

B. Cesium-137 Sealed Source (QSA Global, Inc. 200 millicuries Used in a QSA Global, Inc.
Model 77302 source rod assembly {formerly AEA Technology-QSA
(CDC.800 Series source)) Incorporated) Model 773

calibration device for callbrating
instruments, including
commercial calibration service.

C. Cobalt-57 Sealed Source (Eckert & Ziegler 10 millicuries per source. Total Calibrating dose testing or other
Isctope Products Model RV-057 not to exceed 100 millicuries. radiation detection equipment,
or equivalent source from QSA
Global or Bristol Myers Squibb)

D. Cobait-60 Sealed Source (Bristol Myers 1 mitlicurtes per source. Tofal not Calibrating dose testing or other
Squibb Model NES 354 or to exceed 10 millicuries. radiation detection equipment.
aquivatent source from Eckert &

Zlegier Isctopa Producis)

E. Barlum-133 Sealed Source {Bristol Myars 1 millicuries per source. Total not Calibrating dose testing or other
Squibb Model NES 358 or to exceed 10 miliicuries. radiation detection equipment.
equivalent source from Eckert &

Ziegler isotope Products)

F. Cesium-137 Sealed Source {Bristol Myers 4 millicurles per source. Total not Calibrating dose testing or other

Squibb Model NES 3566 or to exceed 10 millicuries. radiation detection equipment.

equivalent source from Eckert &
Ziegler isotope Products}

G. Samarium-153 Lexidronam liquid in syringe or 300 millicuries Calibrating dose testing or other
vial. : radiation detaction equipment.
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H. Technetium-99m Pertechnetate 3 curies Calibration of nuclear medicine
equipment.
L Yttrium-0— Llguid - Salt, sealed standard 132 millicuries Callbrating dose testing or other

radiation detection equipment.

J. Radium-223 Ungealed Dicholoride (Xofigo) 1 millicurie Calibrating dose testing or other
radiation detection equipment.

K. Any radloactlve material Any sealed souwrce that have bean 100 millicurles par radionuclide. Distribution to persons
with atomic number 1- manufactured, labeled, and Total not to exceed 1500 specifically licensed to receive
83, inclusive. packaged for distributlon. millicuries, such material.
CONDITIONS

10. Licensed Material shall only be used by, or under the supervision of Frank Rutar, Sebastiano Anzalone, Kendra Pack,
Shaun Pattrin, Krista Kuhiman, Janet Egenberger, and Upendra Adhikari.

1. The Radiation Safety Officer for this license is Sebastiano Anzalone.

12. Licensed material shall be used and/or stored only at the following location(s) and temporary jobsites:
- Cardinal Health 414, LLC 5840 F Street Omaha, NE

13. The licensee is authorized fo transport licensed material only in accordance with the provisions of 180 NAG 13.

44, Sealed sources containing licensed material shall not be opened by the licensee.

15. Except as specifically provided otherwise by this license, the licensee shall conduct its program in accordance with the
statements, representations, and procedures contained in the documents, incleding any enclosures, listed below. Title
180 shall govern unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A. Renewal application with attachments dated May 21, 2015, signed by Duane Kanne, Director.

FOR THE NEBRASKA DEPARTMENT OF HEALTH & HUMAN SERVICES,

e LI A=Z( é’iw/mo%ué/

BecRy Wisell
Radioactive Mate| Program






Registration Number: RS0050

MEBM Expiration Date: ~ March 31, 2022

Good Life, Great Mission.

DEPT. OF HEALTH AND HUMAN SERVICES

W

CERTIFICATE OF REGISTRATION
Services of Radiation Generating Equipment

Registration # RS0050

Cardinal Health 414, LLC Phone: 402-734-8045 #6
_Medical/Hea]th Physics Dept. . Fax=»402-553-3033
Omabha NE 68117 E-mail: sebastiano.anzalone@cardinalhealth.com

Responsible Contact:
Sebastiano Anzalone Contact Phone; 402-734-8045 #8

W

A.

b

Service Tyges‘

Installation/Service:

[ A1 Installationf/Assembly (including initial Electronic Calibration) Radiation Generating Equipment
(] A2 Service/repair of Radiation Generating Equipment

A3 Measurement of Radiation Generating Equipment Output

Calibration:

& B1 Calibration of Diagnostic Radiation Generating Equipment
(0 B2 Calibration of CTs

[ B3 Calibration of Therapeutic Radiation Generating Equipment
] B4 Calibration of Non-Medical Radiation Generating Equipment

. Reviews:

8 C1 Area surveys and shielding reviews of Diagnostic Radiation Generating Facilities
M C2 CT Shielding Reviews

@ C3 Therapeutic Reviews
C4 Non-Medical area survey and sheilding reviews of Radiation Generating Facilities

O D. Demonstration which includes energizing the radiation generating equipment

0O E. Sales
@ F.Other: - Consultations Industrial & On-Site Physician Training Course

VGO PO e e —

Registration does not imply approval or disapproval of service.

As a registrant you are required to notify this Department in writing within thirty (30) days of any changes wiich would render the

information contained in the application of registration no longer accurate per 180 NAC 2-008.01.





NEBRASKA-

Good Life. Great Mission.

DEPT. OF HEALTH AND HUMAN SERVICES

Registration Number:
Expiration Date:

CERTIFICATE OF REGISTRATION
Services of Radiation Generating Equipment

___RS0050
" March 31, 2022

Registered Personnel

meaehsemeﬂsteéabevwesumenurazmnymcocdancemthiﬁ&NACiﬁJebtaska

Regulations for Control of Radiation-lonizing. Notify this Department of additional names if necessary.

—

Name: Upendra Adhikari

A A0 A2 0A3

B1§ B2 {)B3 1 B4 [J

(1 Check to remove Qualified Individual

: C1i C2 (Jc3 ¢4 O

deipo2gespcdnd B0 EM FiW
D Check to remove Qualified Individual
Name: Sebashano Anzalone
Sd A M0 A2 DA @ B B1@ B2 (IB3 (J B4 [J

0 B2 F@

Name: Egenberger
L A1) A2 A3 @4 8 B1¢ B2 OB3 0 B4 [
scigczcsmead B0 EM FH
[_1 check to remove Qualified Individual
Name: Krista Kuhiman
A MDA DAY B B1§4 B2 OB3 O B4 [

D Check to remove Qualified Individual

R

€5 ¢ cimczpcscdn B0 EOQ EM.
D Check to remove Qualified Individual
Name: Kendra . Pack
; o0 K MO MDA @ B B1@ B2 0B3 (] B4 [
ic1mc20cs 0ce ] D

0 B0 EM

Registration does not imply approval or dlsaggroval of service.

As a registrant you are required to, notlfy this Department in writing within thirty (30) days of any changes which would render the
information contained in the application of registration no longer accurate per 180 NAC 2-008.01.






Registration Number: R&0050

_NEB—RAS%A\\ ] Expiration Date: March 31, 2022 o

Geood Life. Great Mission.

DEPT. OF HEALTH AND HUMAN SERVICES

CERTIFICATE OF REGISTRATION
Services of Radiation Generating Equipment

R ——
Name: Shaun Pattrin
‘Approved A A1 A2 (A3 B B1® B2 OB3 [1B4 O

Types: ¢ ci@cecdOcad b O ED FW

[—l Chisck toorericve Quidifiad fdividual

Name: Frank Rutar
poroved A A0 A2 A3 B B B1 B2 [(JB3 084 O

i cCMe2McI@Me4s® DO EO F.M

| Check to remove Quatifies Individual

Registration does not imply approval or disapproval of service.

As aregistrant you are required to notify this Department in writing within thirty (30) days of any changes which would render the
information contained in the application of registration no longer accurate per 180 NAC 2-008.01.
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Cordially,

Bryan Beckedahl

Director of Radiology

Prairie Lakes Healthcare System

401 9th Ave. NW Watertown, SD 57201
605-882-7986
Bryan.Beckedahl@prairielakes.com


mailto:Bryan.Beckedahl@prairielakes.com
http://www.prairielakes.com/

NRC FORM 532 e U.S. NUCLEAR REGULATORY COMMISSION
(05-2016) o N

ACKNOWLEDGEMENT - RECEIPT OF CORRESPONDENCE

Name and Address of Applicant and/or Licensee Date
09/15/2021
égnn? Hulfs}c?:hzr_, ICRA License Number(s)
PlrgeirﬁeorL:kesaHI:acl)tghB(/:are System 40-16775-01
401 9th Ave NW Mail Control Number(s)
P.O. Box 1210 628547

Watertown, SD 57201-6210

Licensing and/or Technical Reviewer or Branch

C. Hill

This is to acknowledge receipt of your: Letter and/or |:| Application Dated: 08/26/2021

The initial processing, which included an administrative review, has been performed.
Amendment [ ] Termination [ | New License [ | Renewal

|:| 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.

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

Follow the instructions on the form for submission.

|:| 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: [ FORARPB USE ]
INFORMATION FROM WBL

Accounts Receivable/Payable

~and _ Program Code: 02120
Regional Licensing Branches Status Code: Pending Amendment
Fee Category:7C

Exp. Date: 11/30/2023
Fee Comments: CODE 23
Decom Fin Assur Reqd: N

License Fee Worksheet - License Fee Transmittal
A. REGION

1. APPLICATION ATTACHED
Applicant/Licensee: Prairie Lakes Healthcare System
Received Date: 09/02/2021
Docket Number: 3011624
Mail Control Number: 628547
License Number: 40-16775-01
Action Type: Amendment

2. FEE ATTACHED

Amount: N/A
Check No.: N/A
3. COMMENTS

Signed: Carol L. Hill

Date: 09/15/2021

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:




R1201021 Web-Based Licensing System DATE: 09/15/2021

Agency: NRC WBL WORKSHEET
DOCKET NUMBER: 3011624 LICENSE NUMBER: 40-16775-01 STATUS: Pending Amendment
MAIL CONTROL NUMBER: 628547  RECEIPT DATE: 00/02/2021 ACTION TYPE: Amendment
DUE DATE: 12/01/2021 INST. CODE: 16775 LICENSE REGION: Region 4
LICENSETYPE: 30 | ENTITYTYPE: ¢ LICENSE GROUP: Medical
ISSUE DATE: ORIGINAL DATE: 11/07/1988 EXPIRATION DATE: 11/30/2023
DECOMMISSIONING CATEGORY: Group 1 LAST ISSUE DATE:
LICENSEE NAME: Prairie Lakes Healthcare System | DECOM FINASSURREQD: N
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, SUBM:N
MAILING ADDRESS LINE1: 401 9th Avenue Northwest CONT PLAN REQD: N APPRV: N
MAILING ADDRESS LINE 2: P.O.Box 1210
CITY: Watetown ~ STATE: sD  zIp:st20t6210
CONTACT PERSON: PREFIX: FIRSTNAME:Jenna ~ MIDDLEINITIAL:
LASTNAME: Hulscher SUFFIX:CRA
JOB TITLE: Director of Radiology PHONE: 605-882-7986 FAX: 605-882-7070  EMAIL: jenna.hulscher@prairie
BILLING ADDRESS LINE 1:
BILLNGADDRESSLINE2:
ctv:  STATE: SouthDakota z®
BILLING CONTACT PERSON: FIRSTNAME: MIDDLEINITIAL:  LASTNAME:
PHONE:  EMAL: A
PRIMARY PGM CODE: 02120 SECONDARY PGM CODE:
INSPECTION REGION: Region4 ~ PRIORITY: 3
RSO: PREFIX: FIRST NAME: Sebastiano MIDDLE INITIAL: LAST NAME Anzalone
SUFFIX: BS,CNMT, | RSOJOBTITLE:
,,,,,,,,,,,, AART
RSO PHONE: 605-882-7986 RSO FAX: RSO EMAIL: sebastiano.anzalone@prairielakes.com
STATES WHERE USE ISAUTHORIZED: 1 GALLSTEDSTATES
2- ALL STATES

3- NON-AGREEMENT-STATES
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