Cardinal Health 414, LLC
Quality & Regulatory
7000 Cardinal Place
Dublin, OH 43017

tel 614.757.4120

fax 614.652.4598

CardinalHealth
July 14, 2023

U.S. Nuclear Regulatory Commission

Region Il — Division of Nuclear Materials Safety
2443 Warrenville Rd, Suite 210

Lisle, IL 60532-4352

Re:  Amendment Request for Radioactive Materials License 34-31473-03MD, Cardinal
Health, Indianapolis, IN.

Licensing:

Cardinal Health 414, LLC (hereafter Cardinal Health) requests an amendment for the
radioactive materials license referenced above.

Cardinal Health requests the following:

1) That Amanda Jehl, R.Ph. be named as Radiation Safety Officer on this license,
replacing Kevin Stahl. Amanda Jehl is currently an Authorized Nuclear Pharmacist on
this license and has previously served as the local RSO for the adjacent Cardinal Health
nuclear pharmacy at 7920 Georgetown Road, Suite 100, on Cardinal Health RAM
license 34-29200-01MD. A copy of the RSO Delegation of Authority letter is enclosed for
as Attachment A.

2) That Cami Still be added to this license as a non-pharmacist Authorized User under
condition 12.C. Cami Still was previously the Radiation Safety Officer on Cardinal Health
RAM License 34-32780-04MD, the Ra-223 manufacturing facility in Indianapolis, IN. A
copy of the most recent license amendment listing Cami Still as RSO is enclosed for
reference as Attachment B.

3) That the following individuals be removed from the list of Authorized Users on this
license: Kevin Stahl, Glenn Sullivan, and Albert Tondreau.

If you have any questions about this request, please contact me at 614.553.4555.

Sincerely,

el

Evan T. stern, CHP
Manager, Health Physics
Nuclear & Precision Health Solutions




U.S. NRC - Region Il NMSS July 14, 2023
Radioactive Materials Licensing

Attachments: A: RSO Delegation of Authority — Amanda Jehl
B: NRC RAM License 34-32780-04MD Amendment 2

cc Amanda Jehl, RSO, Loc. 7220
License File 7220 (3)

NRC License 34-31473-03MD Page 2 of 4
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Radioactive Materials Licensing

ATTACHMENT A

RSO Delegation of Authority — Amanda
Jehl

NRC License 34-31473-03MD Page 3 of 4
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Cardinal Health 414, LLC
7000 Cardinal Place
Dublin, OH 43017

tel 614.757.5000
fax 614.652.4598

CardinalHealth

TO: All Employees, Location 7220 Indianapolis, IN Ra 223 Pharmacy/Innovation
Center/PCMC

FROM: David Pellicciarini, Vice President, Pharmacy Safety, Practice, & Technical

Operations, Cardinal Health Nuclear & Precision Health Solutions
DATE: July 7, 2023

SUBJECT: Delegation of Authority

Amanda Jehl, R.Ph. has been appointed Pharmacy Radiation Safety Officer and is responsible
for ensuring the safe use of radioactive materials. The Pharmacy Radiation Safety Officer is
responsible for managing the radiation safety program; identifying radiation safety problems;
initiating, recommending, or providing corrective actions; verifying implementation of corrective
actions; and ensuring compliance with regulations. The Pharmacy Radiation Safety Officer is
hereby delegated the authority necessary to meet those responsibilities. This specifically
includes having sufficient authority, organizational freedom, and management prerogative to:

1. Have unhampered access to all activities at their facility involving radioactive materials to
identify radiation safety problems;

2. Immediately stop, without coordination with management, any activity at their facility
involving the use of licensed materials by any user that might result in an unsafe
situation or a violation of NRC or Agreement State requirements;

3. Initiate, recommend, or implement appropriate corrective actions; and

4, Verify the implementation of actions taken to correct radiation safety problems.

The Pharmacy Radiation Safety Officer is also responsible for assisting the Corporate Radiation
Safety Committee and Corporate Radiation Safety Officer in the performance of their duties.

All of us have a critical responsibility in ensuring the safe use of radioactive materials. | ask that
you lend your full support to this important function.

I understand and agree to the duties and responsibilities above,

J/M ALIC (&fgtw ) du,@q B, 203 M Z\/ ‘/%M'f 2023

Amanda Jehl, PRSQ/ Date David W. Pellicciarini, CHP Date
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ATTACHMENT B

NRC RAM License 34-32780-04MD,
Amendment 2

NRC License 34-31473-03MD Page 4 of 4
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NRC FORM 274 PAGE 1 OF 6§ PAGES

U.8. NUCLEAR REGULATORY COMMISSION Amendment No. 2
MATERIALS LICENSE

Pursuant to the Atamic Energy Act of 1954, as amended, the Energy Reorganization Act of 1274 (Fublic Law 93-438}, and Tille 10, Code of Federal Regutations, Chaptar |,
Parts 30, 31, 22, 33, 34, 35, 36, 37 39, 40, T0and 71, and in reliance on statements and representations herstofore made by the licensee, 2 license is hereby issuad
aulhiorizing 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 place(s) designated befow; to deliver ar transfer such material to persons authorized lo receive it in accordance with the regulations of the applicable Pari{s}. This
license shall be deemed to contain the conditions specified in Seclion 183 of the Atomic Energy Act of 1854, as amended, and is subject to all applicable rules, regulations,
and orders of the Nuclear Regulatory Commission now or hiereafter in effect and to any condiions specified balow,

Licensese In accordance with letter dated 4. Expiration Date: May 31, 2026
Sepiem}herz 2916

1. Cardinal Health 414, LLC

2"",

: 13 License No.: 34-32?813-6‘4MR 5. Docket No., 030-38867
3 7000 Cardinal Place i is amended in its entirety to'read Reference No.:
as follows: R

Dublin, OH 43017

= "-,

8. Byprcduct, source, 7. Chemical andior physical form '_ : B Mammum arnuunt that Ilcensaq 9. Authorized use
andiar specisl nuclear 3 ) mayposse&satanyunehnﬁt’

material 5 _under lh|sJ|s:anse
A. Radium-223 A, Any A r:.,u'ues total A. Validation testing, manufacturing,

: - preparation, packaging and distribution
of radiopharmaceuticals to authorized
recipienis in accordance with 10 CFR
32.72,

B. Actinium-227 B. Any B. Validation testing, manufaciuring,
g preparafion, packaging and distribufion
B of radiopharmaceulicals o authorized
. recipients in accordance with 10 CFR
32.72.
C. Any byproduct material C. Any C. 30 millicuries per source C. Calibration and checking of the
with Atomic MNumbers and 100 millicuries total licensee's instruments.
1 through 83
D. Any byproduct matertal D. Any D. 10 microcuries per source D. Calibration and checking of the
with Atomic Mumbers 84 and 50 microcuries fotal licensee's instruments.
through 96

BE 28 LTHE/LB/EH
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U.5. NUCLEAR REGULATORY COMMISSION

PAGE 2 OF 6 PAGES

1] HRC FORM 274A

F; .

W A _
B. The Aiternate RSO for this license is GIE:pn P. Sullivan,

Sl

iz

12. Licensed maigrial shall be used by, or under thé;'s’fjﬂer\.fis;inn of,

Autherized User Material and Use

Cami Still All
Slenn Sullivan All
Mehmet Hushu All
Derrick Alcaide All
Henry Padgett, Ph.D, All
Albert Tondreau All
Robert Droege All

11, A. The Radiation Safety Officer (RSO) far ihis icense Is Camj Still: - * .

License Number Docket or Reference Number
A4-32780-04MD 030-28857
MATERIALS LICENSE
SUPPLEMENTARY SHEET Amendment No. 2
6. Byproduct, source, ¥. Chemical andior physical form & Maximum amount that licensee 9. Authorized use
andior special nuciear may possess at any one me
material i3 ,E;Iljtd‘er-—,lh'gg. license
PLlodg f oy : ;
E. Fhorium-227 E. Any E. 25 milllieufigs tghl E. Quality control testing.
F. Thorium-228 F. Any F. 130 millicuﬁesitulé’[;_\ F. Specified maximum impurities in
LA actinium-227.
3. Radium-228 G. Any il 3. 65 millicuries tofal : G. Specified maximum impurities in
T actinium-227.
i1 ) . o
- “ ¢ CONDITIONS
10. Licensed material may be used or stored at the licensee's faciliies located at 4343 West 62nd Strest, Indianapolis, Indiana, 46288.
e . N L ot |

BE 28 LTHE/LBSEH
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HRC FORM 274A

LS. HUCLEAR RE

GULATORY COMMISSION IE

FAGE 3 OF © PAGES

MATERIALS LICENSE

License Mumbsr
34-32780-04MD

Docket or Reference Mumber
(+30-38867

SUPPLEMENTARY SHEET Amendment No. 2
Authorized User Material and Use
Morman Medina All o
John Bain AL ot G
Nicole Botimer All e IR
Aaron Stephens Al = g
Stacy Fulk Al
Jana Mees Al
Elizabeth Tindle L Al
James Brading All
Kevin Elmer =LAl
Chat Warkentien Y.
Luzslva Shaw SRR

Laura K. Sturdevant

AL

13. A. Sealed sources shall be tested for Ieakag%gnd!or cnniammatmn at mtewals raot gcbexceed the intervals specified in the certificate of
registration issued by NRC under 10 CFR 32210 or by an Agréement State. .

B. Mot withstanding Paragraph A of this Condition, seale:f saurces dessgned o primarily emit alpha particles shall be tested for leakage

and/or contamination at intervals not to exceed three months. I

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 Linder 10 CFR 32.210 or by 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.

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- andfor gamma-emitting material or not more than 10 microcuries |
of alpha-emitting material, —|

BE 28 ALTHE/LB/EH

BESZTSTSHES

SHHT EMNOTSEY DENSN
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MRC FORM 3T4A

LLE. NUCLEAR REGULATORY COMMISSION PAGE 4 OF § PAGES

License Mumber Docket or Referance Numbsar
MATERIALS LICENSE 34-32780-04MD - 030-38857
SUPPLEMENTARY SHEET Amendment No. 2

14,

15.

18.

17.

E. Sealed sources need not be tested if thay are in storage and are not bemg used. However, when they are removed fram storage fnr use
or transferred to another person, and have not heen tESte& w& |rcihe:rqqmred teak test interval, they shall be tested before use or

fransfer. Mo sealed source shall be stored for a ggna{i of more than 1{} yéags wjﬂhout being tested for leakage and/or contamination.

F. The leak test shall be capabie of detectmgjﬁe presence of 185 becquerels (0. EUE’ msc;go-::urles] of radioactive material on the test
sample. If the test reveals the presence of 185 becquerels (0.005 microcuries) or miabe of removable contaminaticn, a report shall be
filed with the U.S. Nuclear Regulatanfffnmmissmn in accordance with 10 CFR 30. 50{5}%2} and the source shall be removed
immediately frém service and decontérhmated repalred_ or d[spused of in accnrdance wiih Commission regulations,

ST
H

.

G. Tests for leakage and/or cantamma’tlan including !eal( :est sample cnllecﬁan and analysﬂsa shall be perfarmed by the licensee or other l
persons specificaily licensed by the U’S Nuciear FleguIatu stsmn or an Agreement State to perform such services.

H. Records of leak test resuits shall be EgleEt in units nE becq uereﬁ {n}i@:rtmu ries} and Ehﬂi_ﬁfEé maintained for three years.

s % i
'-,‘:} E

The licensee shall conduct a physical mventﬂ’r} Bvery six munth': ' nr at cther :nten.rals agpruuec! by NRC, to acount for all sealed sources
andfar devices received and possessed undér. Eﬁe 1lcense

T
AL l. 7
N
AT
F ),r .

Sealed sources containing licensed material shall not beé. npened or suureeﬁ remnved from source holders by the licensee, except as
specifically authorized. -

Except for maintaining labeling as required by 10 CFR Part 20 or 71, the licensee shall obtain authorization from NRC before making any
changes in the sealed source, device, or source-device combination that would alter the description or specifications as indicated in the
respective Registration Certificates issued either by the Commission pursuant to 10 CFR 32.210 or by an Agreement State.

The licensee is not required to establish an Emergency Plan pursuant to 10 GFR 30.32(i} based on the evaluation and dose assessment
contained in fetters dated April 15, 2018 (ML16118A340) and April18, 2016 (ML16118A341). i

BE 28 LTHE/LBSEH
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]f NRC FORM 3744 U.5. NUCLEAR RECGULATORY COMMISSION PAGE 5§ OF 6 PAGES

License Mumber Docket or Reference Mumber
SUPPLEMENTARY SHEET Amendment No. 2

18. This license does not authorize commercial distribution of licensed material to persons generally licensed pursuant to 10 CFR Part 31 or
to persons exempt from licensing pursuant to 10 CFR 30.14 thrcugh 3B 22, inclusive, or equivalent regulations of any Agreement State.

-~ L 3' 5’,—’} ::q, =Ty L
= r ; { 1% 1 Ay i 1 ;‘ ?
19. The licensee is authorized to hold radicactive matehafwlth a physucal haif—hf’é raf ess than or equal to 120 days for decay-in-storage before
disposal in ordinary trash provided: . -‘..\,\-:» !}Z..
= {4

A. Before disposal as ordinary trash, the wﬁ“ste shall be surveyed at the container surfacefwnth the appropriate survey instrument set an its
most sensitive scale and with no rnterp’a&ed shae!ﬁlng tc- defermine that its FadIEaCEIUITY ‘tannot be distinguishad from background. All

radiation labels shalt be removed crch]lterated cer e L 7

et

B. A record of each such disposal perfﬁiﬁeﬁ under thiéfkce’hse c '-:‘an shali be retained faE -three years. The record must include the date
of disposal, the date on which the bﬁrgraduct materiai was- p[a ; tnrage the radionuclides disposed, the survey instrument used, the
background dose rate, the dose rat&measured at the surf‘ace of eachwaste cantginer, and the name of the individual who performed

the disposal. L - N

BE 28 LTHE/LB/EH
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HRC FORM 3744

LS. NUCLEAR REGULATORY COMMISSICN

PAGE & OF © PAGES

MATERIALS LICENSE
SUPPLEMENTARY SHEET

License Mumber

34-32780-04MD

Cocket or Reference Mumber
030-38867

Amendment Mo, 2

more restrictive than the regulations.

Ie@mMmoDom

Date: FER O R 2017

=, -._.*
N

SE

Application dated August 28, 2015 {ML;]BEMAE%}
Leiter dated January 11, 2018 {MLLGL[I{EAUES} :
Letter dated March 16, 2018 {ML1E&?’?A354}
Letter dated April12, 2016 (ML1561 1§A496}
Letter dated April15, 2016 {ML1E1.189.340}
Leiter dated April 18, 2016 {ML‘]E{JBﬁSM}
Letter dated April 28, 2016 {ML1E120P.434}
Letter dated May 10, 2016 (ML15141A&34}

20. Except as specifically provided otherwise in this license, the licensee shall conduct its program in accordance with the statements,
representations, and procedures contained in the documents, mc[udmg an\_.r enclosures, listed betow. This license condition applies only to
those procedures that are required to be submitted in acqarqince wﬁﬁ ihe Ineg.;w.ﬂa'm:ms The U.8. Nuclear Regulatory Commission's
regulations shall govern unless the statements, repfeséntatluns and praced’ure&m the licensee’s application and correspondence are

kA

- FOR THE U. 8. NUCLEAR REGULATORY COMMISSION

Bryan A. Parker
Region i

BE 28 LTHE/LB/EH
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Martha Pavon

From: Western, Evan <evan.western@cardinalhealth.com>

Sent: Friday, July 14, 2023 12:19 PM

To: Bryan Parker

Cc: Sara Forster

Subject: [External_Sender] Amendment Requests 34-31793-03MD; 34-32780-05
Attachments: 230714 Change RSO Jehl Add AU Still.pdf; 230714 Add AU Still.pdf

Good afternoon Bryan,

Please find attached a pair of amendment requests for two of our Indianapolis facilities. One is to change the RSO at our
Georgetown Road facility (Ra-223 pharmacy/Innovation Center) and make a few adjustments to the AU list. The other is
for the newer future manufacturing facility on Zionsville Road to add an additional AU.

Please let me know if you have any questions.
Thanks and have a great weekend!

Evan T. Western, CHP

Manager, Health Physics

a 7000 Cardinal Place, SC6
CardinalHealth  oubiin, or 43017

614.553.4555 tel / 614.553.9763 fax

Learner | Analytical | Woo | Individualization | Input

Please note: | will be traveling for business during the weeks of July 24 and July 31t and my response time may be delayed during
these times.

This message is for the designated recipient only and may contain privileged, proprietary
or otherwise private information. If you have received it in error, please notify the sender
immediately and delete the original. Any other use of the email by you is prohibited.

Dansk - Deutsch - Espanol - Francais - Italiano - Japanese - Nederlands - Norsk - Portuguese - Chinese
Svenska: http://www.cardinalhealth.com/en/support/terms-and-conditions-english.html



Martha Pavon

From: Tammy Tomczak

Sent: Monday, July 17, 2023 7:17 AM

To: Martha Pavon

Cc: Sandy Pavon

Subject: FW: Please open actions

Attachments: [External_Sender] Amendment Requests 34-31793-03MD; 34-32780-05

Good morning, Sandy and Martha,
Can you please add the attached to ADAMS? If possible, can you add the two requests separately?

Thank you!
Tammy

From: Bryan Parker <Bryan.Parker@nrc.gov>
Sent: Friday, July 14, 2023 1:33 PM

To: Tammy Tomczak <Tammy.Tomczak@nrc.gov>
Subject: Please open actions

Hey Tammy,

Please open 2 separate actions with the attached from Cardinal Health. He sent different requests for 2 of their licenses
in this one email, but they are not really related, so they don’t necessarily have to be assigned together.

Please let me know if you have any questions.

Thanks.

B//gﬂm/





