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 7, 2016

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 Ménufacturing Services,
hereafter Cardinal Health) requests an amendment for the above referenced license to add
Corey Damocles as a cyclotron operator / authorized user (AU). Training documents are
attached.

In addition, please remove the following AU: William Rose and Don James.

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

Sincerely,

lenn Sullivan
Manager, Health Physics
Quality and Regulatory
Nuclear Pharmacy Services

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

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

RECEIVED APR 21 101



Cardinal Health

Nuclear Pharmacy Services
Quality & Regulatory

7000 Cardinal Place
Dublin, OH 43017

tel 614.757.5000

fax 614.652.4598

www.cardinal.com

CardinalHealth

PET Manufacturing Services Training Authorization

April 7, 2016

| 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 Corey Damocles 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.

Qe

Glenn Sullivan

Manager, Health Physics
Quality and Regulatory
Nuclear Pharmacy Services




Cardinal Health Manufacturing Training Summary

Corey Damocles has completed the following Cardinal Health Manufacturing training at the East Lansing, Michigan cyclotron site
on March 31, 2016. 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

ONOORAWN

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

GNP LN S

60 hours

Quality Control
1. Radionuclidic Identification: 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

CENOORWLN

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

pON=

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

aogropNp=

15 hours
TOTAL: 280 hours
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
Radiation Safety Training Manual.

/)\Z/ M /ﬁj‘k 476

Glenf Sullivan Date
Manager, Health Physics

Quality and Regulatory

Nuclear Pharmacy Services




Name: C orey

RADIOISOTOPE HANDLING EXPERIENCE
O A oc,\ N

Date 3¢ MAR [ (o

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

User.
ISOTOPE MAXIMUM USE EXPERIENCE WHERE
ACTIVITY See key Actual clock hours EXPERIENCE
HANDLED below: (Include date range GAINED
1,2,3,4,5,6,7 of experience)
Uq QQ \Qé}LC: :2 14"5?(00
. [ 000 Wrg

F %

£15,000 .

1,3,4,5,67

M 1S

< 1,000,G

1,3,4,5,6,7

02 NOV 1§~
30 MARIG

Ca,(‘o\t‘{\u.{
Heal+h
YL Service

fas" LM‘S:'« 9

ML

45324

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 related 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
decontamination procedures

minimize contamination and using proper

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.



TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

Name: Corey Damocles

BREAKDOWN OF COURSE CONTENT IN CLOCK HOURS*
Total Radiation Radiation Math Radiation | Radiopharmaceutical
Location of Training Date(s) of Course Title Clock Physics & Protection | Pertaining Biology Chemistry
Accordance Hours of } Instrumentation to Radio-
Course activity
CARDINAL HEALTH CARDINAL HEALTH
1/18/2016 to | AUTHORIZED USER
DUBLIN, OH 3/1/2016 )} EDUCATION PROGRAM
200 85 58 25 32 0
*Note:
Show a breakdown of
hours by institution, dates, and subjects. TOTAL HOURS 200 | 85 58 25 32 0
List each hour only once (i.e., under the
most applicable subject category)

%gc’o 21—

Scott Claunch, Corporate Radiation Safety Officer

Signature: Date: 3/14/2016




9107/81/% Tuny-awer Jpund//us/ quny/Surddys/wod xapay mmm//:sdny

"apINg) 80IAJIBS XJPo4 JUSLIND 89S ‘SHLLI| SWI} JOLAS UIYHM P3(l} 84 }SNW SWIBD USHIUAA ‘SpINE)adIAISS JNO Ul Palsi| SWa)

 Jay)o pue sjuswnysul a|genobau ‘siejaw snoald ‘Alemal ‘68 ‘000° LS SI ONjEA AIBUIPJOBIIXS JO SW) JOJ WNWIXERY SSO| pajuswnoop
|enjoe paoxa jouued AISA0I3Y 'aNnjeA PaIR[IBP PAZIIOUINE au} 1o 001 S JO Jajealb ay) o) paliwy S| |eoads 1o ‘[enuanbasuod‘|gjuspioul
‘Joa4ip JaLpaym abeLiep JO S0 JISUI0 PUB ‘SISOD 's98) s,Aaulolie ‘Jjoid ‘Jsalsjul swoouy ‘sajes Jo ssof ‘abexoed ayl Jo anjea

aisuuul Buipnour ‘ssoj Aue 1oy Xx3pa4 woJ Janooal 0} Jybu 1noA “Aidde aping) a01A19S X3pa JUalInNd 3y} ul puNo} suchelwWI Wiepd Ajawg
e 8|1} pue ssoj |enjoe Jnok Juawnoop ‘abieyo [euoyippe ue Aed ‘enjea Jaybiy e aJejosp NoA ssajun ‘uonewlouIsiW 10 ABAIRPSIW' AlaAlBp
-uou ‘Aejop ‘abewep ‘SSOj JO JNsas ay} Jayiaum ‘obeyoed sod goL$ 4O SS80X3 Ul Wiejo AUE 10} Siqisuodsal aq JoU M XIpad Wod xapa}
Uo 9|ge|leAe ‘apiNc) 80IAJ9S XJPa4 JUS.LND 3Y) Ul SUCIIPUCD 32IAI3S 3U} 0} Juawaaibe Jnok sapniisuoo walshs siy) Jo asn

*Jaquinu Junodoe X3pad JnoA jo uoje|isoued ayy yum Buoe ‘sablieyd Buljiq [euchippe Ut jinsal

pinood pue uainpney} st sasodind Buiddiys Joy j1aqe; siyy jo Adooojoyd e Buisn ‘Buiddiys Joy |age| jeuibuo pajuud auy Ajuo asn :Buluseps

‘PAUURDS pue peal aq Ued j9ge| ay jo uolljod apooseq ay) eyl os juswdiys 1nok o} )l Xuje pue yonod Buiddiys ul |age| 8%eld ‘¢
‘auyf |ejuozioy ayy Buoje abed pajuud syl pio4 ‘2

“Jopuud 18l4ul Jo Jase| JnoA o} |aqe] JnoA Juud o) abed siyl uo uopng Juld, @Y asn L

‘teqe| sy Buguud seyy

ALZHTPOUITOPS o ARLYROZISLDNSLP
i ax o
5 S W
o e ——
MB_._Nl._ aAl E % —
Wm._m « - - o~ m = —
‘HmM t — ' A ————
W a — ]
268 2 = ==t 2 iS ——
sf5 2 = Eees = ———
N = =
a iR =t —— ————
< g | Eataemeaa —
S | a3 =
2 w R ) A ——————
= o= = Taeea & —
2 ZZS =5 N ] ==
& oL o === 2 ==
o [TT T e [=] "% pony —
=D SO 2® == = ™ ——
=SS ENa, === il =
T o RulAeS N, I=S== S
2 ko Fwwi SEESCS 2 —
o= Sk SNm_“Lmv M% ~ H ——
Wuﬂu_wc 20 szwmm = el v ——
=~ < mbE o —
52358 35| e 5 oD
e = .

[Jo 1 93eq

RECEIVED APR 21 20%



