Cardinal Health

Nuclear Pharmacy Services
Quality & Regulatory

7000 Cardinal Place

Dublin, OH 43017

tel 614.757.4120

fax 614.652.4598

www.cardinal.com

CardinalHealth

April 14, 2017

U.S. Nuclear Regulatory Commission

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

Liste, IL 60532-4352

Re: Amendment Request for Radioactive Materials License 34-32780-04MD, Cardinal Health Nuclear
Pharmacy Services, Dublin, OH.

Licensing:

Cardinal Health 414, LLC (Nuclear Pharmacy Services and Radium-223 Manufacturing Services,
hereafter Cardinal Health), requests a change in the manufacturing Radiation Safety Officer (RSO) for the
above referenced radioactive materials license. Please remove Cami Still as an authorized user and the
RSO, and add myself currently the alternate RSO, to be the manufacturing RSO in condition 11.A. A
subsequent request under separate cover will be sent to change the RSO when the vacancy has been
filled.

In addition, please add Elizabeth Tindle as the alternate RSO in condition 11.B. Elizabeth Tindle is an
authorized user for this license and is familiar with the radiation safety program. Documentation of
training is enclosed in Attachment A.

Cardinal Health submits an update to our Radiation Safety Program organizational chart for the above
referenced license. The revised organizational chart is enclosed in Attachment B. There will be no
change in the licensee or entity name, federal tax identification number, facilities, procedures or
personnel for the above referenced license.

if you have any questions regarding this request, please contact me at 614.757.9586.

Singerely,

-«

Glenn Sullivan, CRSO

Corporate Radiation Safety Officer
Director, Health Physics

Nuclear Pharmacy Services

/dh

Encl:  Attachment A — Documentation of Training
Attachment B — Organizational Chart
Original + 1 copy

cc: License File, Loc. 5889 (3)

David Pellicciarini, VP Pharmacy Safety, Practice and Technical Operations
Katherine Benson

- RECEIVED APR 17 200
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Cardinal Health

Nuclear Pharmacy Services

Quality and Regulatory Department
7000 Cardinal Place

Dublin, OH 43017

tel 614.757.5000

fax 614.652.4598

www.cardinal.com

CardinalHealth

DOCUMENTATION OF MANUFACTURING
RADIATION SAFETY OFFICER TRAINING

| hereby certify that the individual below has satisfactorily received 200 hours
didactic training and practical radioisotope handling experience commensurate with
the scope of intended use; and that the individual has achieved a level of
competency sufficient to independently supervise the radiation safety program as a
radiation safety officer. This includes training as radiation safety officer under a
current radiation safety officer.

Date: 14 mAR 20|73

RSO Designee Name (Print) Elizabet\n Tind\e

RSO Designee Signature: %W Date: IHAPR 2017




Name:

RADIOISOTOPE HANDLING EXPERIENCE
Elizabeth Tindle

Date; 14APR2017

Document the actual use/handling of radioactive material under the supervision of an Authorized

User.
ISOTOPE MAXIMUM USE EXPERIENCE WHERE
ACTIVITY See key Actual ciock hours EXPERIENCE
HANDLED below: (Include date range GAINED
1,2,3,456,7 of experience)
Tc-99m 30 mCi 1,2,5,6 25: May14-Aug14 UTHSCSA, CAH
60: Jul15-Feb16 IMS
80: Feb16-current
C-14 10 mCi 1,2,5,6 50:May14-Aug14 UTHSCSA, TAMU
160:Jul15-Feb16
P-32 10 mCi 1,5,6 75: May14-Aug14 UTHSCSA, TAMU
160:Jul15-Feb16
Cs-137 500 mCi 1,2,5,6 75: May14-Aug14 UTHSCSA, TAMU
160:Jui15-Feb16
Co-60 8 Ci 1,2,5 6 100: May14-Aut14 UTHSCSA, TAMU
160:Jul15-Feb16
F-18 20 mCl 1,2,5,6,7 100: May14-Aug14 UTHSCSA
1Ci 1,2,3,57,8 75: May14-Aug15
Ra-223 2000:Mar16-current UTHS?NSIQ\, CAH
1,5,6,7
Ac-227 2Ci 2000:Mar16-current CAH IMS

Key for "Use™: the number, or numbers, entered under "Use" should correspond to the handling

experience for each isotope.

1.

Ordering, shipping, receiving radioactive materials and performing reiated radiation
surveys

Calibrating, using and performing checks for proper operation of dose calibrators,
scintillation detectors, survey meters, and, if appropriate, instruments used to measure
alpha- or beta-emitting radionuclides

Calculating, assaying and safely preparing dosages for patients or human research
subjects

Using appropriate internal controls to avoid mistakes in the labeling and/or administration
of by product or accelerator material

Using procedures to prevent or minimize contamination and using proper

decontamination procedures

Learning emergency procedures to handle and contain spilled materials safely, including
related decontamination procedures, surveys, and wipe tests

Production of radioactive materials via bombardment in a nuclear reaction.
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ATTACHMENT B

Cardinal Health 414, LLC
Radiation Safety Program Organizational Chart
(April 2017)

Ra-223 Mfg. Services, Indianapolis IN (IMS, 5889) April 14, 2017
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