Cardinal Health

Nuclear Pharmacy Services
Quality & Regulatory

7000 Cardinal Place

Dublin, OH 43017

tel 614.757.4120

fax 614.652.4598

varamalHealth

November 12, 2018

Radioactive Materials Licensing
U.S. NRC Region lil

2443 Warrenville Road, Suite 210
Lisle, IL 60532

RE: Amendment Request for Radioactive Material License Number 34-32840-01, Cardinal
Health PET Manufacturing Services, East Lansing, MI.

Licensing:

Cardinal Health 414, LLC (Nuclear Pharmacy Services and PET Manufacturing Services,
hereafter Cardinal Health) requests an amendment for the above referenced license to add
Brandon Xiong, Hoppe Achuonjei and Brandon McLean as cyclotron operators / authorized
users (AU). Training documents are attached.

In addition, please remove the following AU: Corey Damocles and Charles Parraga.

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

Qinmarakhs

Corporate Radiation Safety Officer
Director, Health Physics
Nuclear Pharmacy Services

Encl: AU Training Documents
cc: Jason Foster, MRSO, Loc. 5860

Rob Symons, Loc. 5860
License File 5860 (3)

RECEIVED NOV 1 4 201




Cardinal Health

Nuclear Pharmacy Services
Quality & Regulatory

7000 Cardinal Place
Dublin, OH 43017

tel 614.757.5000

fax 614.652.4598

varamalHealth

PET Manufacturing Services Training Authorization

November 12, 2018

| have reviewed the education and training documents listed below and they meet the
training requirements outlined in the PET Manufacturing Services Radiation Safety
Manual, Section 9.

PETtrace Cyclotron Training (30-60-90 Day Training Documentation)
Basic Radioisotope Handling Techniques Worksheet
Didactic Training Certificate

Therefore, | authorize Hoppe Achuonjei to act as a PET Technician AU/Cyclotron
operator on any PET Manufacturing License that grants self-approval for Authorized
Users/Cyclotron Operators. A copy of this approval letter must be kept on file at all
locations where the above named individual has worked for 5 years after the last date
of employment.

Gle... ...

Corporate Radiation Safety Officer
Director, Health Physics

Nuclear Pharmacy Services




Cardinal Health Manufacturing Training Summary

Hoppe Achuonjei has completed the following Cardinal Health Manufacturing training at the __st Lansing, Michigan cyclotron site
on November 6, 2018. This training was performed on a GE PETtrace_cyclotron by an authorized user and cyclotron operator who
received manufacturer or equivalent training on the GE PETtrace_cyclotron.

PET Trace Cyclotron Training

Health, General and Radiation Safety
Cyclotron Theory and Physics
Controls and Displays

Operating Instructions

Preventive Maintenance

Cyclotron Software

Cyclotron Shielding

Cyclotron Documentation

PN WN =

100 hours

FDG Chemical Synthesis

1. Chemical Syntheses Theory
Materials Preparation
Chemical Preparation
Coincidence Synthesis Box Preparation
Coincidence Synthesis Box Operation
Handling up to 3 Ci of FDG
GMP Practices
Production Abnormalities

N MWD

60 hours

Quality Control

1. Radinnuclidic Identification: Half-life test
Pt. . _sting
Chemical Purity of Fludeoxyglucose F-18 Injections: Gas Chromotography
Radiochemical Identity and Purity of Fludeoxyglucose F-18 Injection: Radio-TLC
Chemical Purity of Fludeoxyglucose F-18 Injection: Kryptofix TLC
Bacterial Endotoxin Testing
Membrane Filter Integrity Test
Radionucidic Purity of Fludeoxyglucose F-18 injection
Sterility Testing

NI R LN

80 hours
Radiation Testing and Equipment
1. Radiation Safety Training for Individuals Working in or Frequenting Restricted Areas
2. Portable Survey Meters and Wipe Tests
3. Transport and Receipt of Radioactive Materials
4. Dose Calibrator and Fume Hood

25 hours
Component Materials Management
1. Receiving
2. Tracking
3. Batch Record Compliance
4. Record Retention
5. Inventory
15 hours
TOTAL: ~"1 hours

Certification of Review of Training

| certify that | have reviewed the training and experience documentation of the above named individual and have determined that
the individual has satisfactorily completed the training and experience requirements set forth in the PET Manufacturing Services
Radiation Safety Training Manual.

Glen Date
Corporate Radiation Safety Officer

Director, Health Physics

Nuclear Pharmacy Services










Cardinal Heaith

Nuclear Pharmacy Services
Quality & Regulatory

7000 Cardinal Place
Dublin, OH 43017

tel 614.757.5000

fax 614.652.4598

varaimalHealth

PET Manufacturing Services Training Authorization

November 12, 2018

| have reviewed the education and training documents listed below and they meet the
training requirements outlined in the PET Manufacturing Services Radiation Safety
Manual, Section 9.

PETtrace Cyclotron Training (30-60-90 Day Training Documentation)
Basic Radioisotope Handling Techniques Worksheet
Didactic Training Certificate

Therefore, | authorize Brandon Xiong to act as a PET Technician AU/Cyclotron
operator on any PET Manufacturing License that grants self-approval for Authorized
Users/Cyclotron Operators. A copy of this approval ietter must be kept on file at all
locations where the above named individual has worked for 5 years after the last date
of employment.

[

Corporate Radiation Safety Officer
Director, Health Physics

Nuclear Pharmacy Services




Cardinal Health Manufacturing Training Summary

Brandon Xiong has completed the following Cardinal Health Manufacturing training at the East Lansing, Michigan cyclotron site on
November 6, 2018. This training was performed on a GE PETtrace_cyclotron by an authorized user and cyclotron operator who
received manufacturer or equivalent training on the GE PETtrace_cyclotron.

PET Trace Cyclotron Training
1. Health, General and Radiation Safety
Cyclotron Theory and Physics
Controls and Displays
Operating Instructions
Preventive Maintenance
Cyclotron Software
Cyclotron Shielding
Cyclotron Documentation

@NOOAWN

100 hours
FDG Chemical Synthesis
. Chemical Syntheses Theory
Materials Preparation
Chemical Preparation
Coincidence Synthesis Box Preparation
Coincidence Synthesis Box Operation
Handling up to 3 Ci of FDG
GMP Practices
Production Abnormalities

—_

ONoOGMWN

60 hours

Quality Control

1. Radionuclidic ldentification: Half-life test
Ph Testing
Chemical Purity of Fludeoxyglucose F-18 Injections: Gas Chromotography
Radiochemical Identity and Purity of Fludeoxyglucose F-18 Injection: Radio-TLC
Chemical Purity of Fludeoxyglucose F-18 Injection: Kryptofix TLC
Bacterial Endotoxin Testing
Membrane Filter Integrity Test
Radionucidic Purity of Fludeoxyglucose F-18 injection
Sterility Testing

N~ ®N

80 hours
Radiation Testing and Equipment
Radiation Safety Training for Individuals Working in or Frequenting Restricted Areas
Portable Survey Meters and Wipe Tests
Transport and Receipt of Radioactive Materials
Dose Calibrator and Fume Hood

hPON=

25 hours
Component Materials Management
Receiving
Tracking
Batch Record Compliance
Record Retention
Inventory

orwN=

15 hours

TOTAL: ~~" "1ours

Certification of Review of Training

| certify that | have reviewed the training and experience documentation of the above named individuai and have determined that
the individual has satisfactorily completed the training and experience requirements set forth in the PET Manufacturing Services
Radiation Safetv Trainina Manual.

G Date
Corporate Radiation Safety Officer

Director, Health Physics

Nuclear Pharmacy Services










Cardinal Health

Nuclear Pharmacy Services
Quality & Regulatory

7000 Cardinal Place
Dublin, OH 43017

tel 614.757.5000

fax 614.652.4598

e 2 h

PET Manufacturing Services Training Authorization

November 12, 2018

| have reviewed the education and training documents listed below and they meet the
training requirements outlined in the PET Manufacturing Services Radiation Safety
Manual, Section 9.

PETtrace Cyclotron Training (30-60-90 Day Training Documentation)

Basic Radioisotope Handling Techniques Worksheet

Didactic Training Certificate

Therefore, | authorize Brandon McLean to act as a PET Technician AU/Cyclotron
operator on any PET Manufacturing License that grants self-approval for Authorized
Users/Cyclotron Operators. A copy of this approval letter must be kept on file at all

locations where the above named individual has worked for 5 years after the last date
of employment.

(SRR
Corporate Radiation Safety Officer
Director, Health Physics

Nuclear Pharmacy Services




Cardinal Health Manufacturing Training Summary

Brandon MclLean has completed the following Cardinai Health Manufacturing training at the East Lansing, Michigan cyclotron site
on November 6, 2018. This training was performed on a GE PETtrace_cyclotron by an authorized user and cyclotron operator who
received manufacturer or equivalent training on the GE PETtrace_cyclotron.

PET Trace Cyclotron Training

Health, General and Radiation Safety
Cyclotron Theory and Physics
Controls and Displays

Operating Instructions

Preventive Maintenance

Cyclotron Software

Cyclotron Shielding

Cyclotron Documentation

ONOOAWN =

100 hours
FDG Chemical Synthesis
Chemical Syntheses Theory
Materials Preparation
Chemical Preparation
Coincidence Synthesis Box Preparation
Coincidence Synthesis Box Operation
Handling up to 3 Ci of FDG
GMP Practices
Production Abnormalities

NN =

60 hours

Quality Control

1. Radionuclidic ldentification: Half-life test
Ph Testing
Chemical Purity of Fludeoxyglucose F-18 Injections: Gas Chromotography
Radiochemical Identity and Purity of Fludeoxyglucose F-18 Injection: Radio-TLC
Chemical Purity of Fludeoxyglucose F-18 Injection: Kryptofix TLC
Bacterial Endotoxin Testing
Membrane Filter integrity Test
Radionucidic Purity of Fludeoxyglucose F-18 injection
Sterility Testing

©CNOORAWN

80 hours
Radiation Testing and Equipment
1. Radiation Safety Training for Individuals Working in or Frequenting Restricted Areas
2. Portable Survey Meters and Wipe Tests
3. Transport and Receipt of Radioactive Materials
4. Dose Calibrator and Fume Hood

25 hours
Component Materials Management
1. Receiving
2. Tracking
3. Batch Record Compliance
4. Record Retention
5. Inventory
15 hours
TOTAL: 2801 -

Certification of Review of Training

I certify that | have reviewed the training and experience documentation of the above named individual and have determined that
the individual has satisfactorily completed the training and experience requirements set forth in the PET Manufacturing Services
R

Cicris wanivan Daie
Corporate Radiation Safety Officer

Director, Health Physics

Nuclear Pharmacy Services
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