() Triad Isotopes

patient focused. | community driven.

8 July 2011

U.S. Nuclear Regulatory Commission
Nuclear Materials Licensing Section
Region llI

2443 Warrenville Road

Lisle, IL 60532-4351

RE: Amendment RAM license #09-32781-03-MD
Triad Isotopes, Inc.- Saginaw
2795 Universal Drive
Saginaw, M| 48603

Dear License Reviewer:
The following amendment requests to license #09-32781-03MD are submitted below:

1. Please, add Robert Masa as an Authorized Nuclear Pharmacist. Mr. Masa’s ANP training and
experience is attached for your reference, as is the verification of his Michigan pharmacist’s
license #5302040548. Mr. Masa completed experiential training hours in the Triad Isotopes, Inc.
nuclear pharmacy in Elk Grove Village, IL and a preceptor attestation is attached.

2. Please, remove as Authorized Nuclear Pharmacists James Burzynski, Eric Lester, and Selina
Mirjavadi.

We appreciate an expedited review of this request. Please contact Brigette Nelson, Senior Director,

Quality and Safety, if you have any questions at 904-220-7210. A completed copy of the amendment

requ st can be sent to the Triad Corporate offices at 200 S. Orange Ave., Ste. 2100, Orlando, FL 32801
_and/or to the ’Sagmaw pharmacy address to the RSQ’s attention.

Jacksonville, FL 32225
(904)-220-7210 (office)
(904)-220-6980 (fax) =
(904)-562-8260 (cell) =
bnelson@triadisotopes.com
Cc: Shannon Julian, file, Neil Stubbs

RECEVED JuL 1 3
200 S. Orange Avenue  Suite 2100 @ Orlando, FL 32801-3439

phone 407.455.6700
www.triadisotopes.com




Jul 0111 10:31la

g847-593-5608

JHRC FORM $13A {ANF) U.S. NUCLEAR REGULATORY COMMISSION
{3-2008)
AUTHORIZED NUCLEAR PHARMACIST TRAINING AND i den - dahiatdes
EXPERIENCE AND PRECEPTOR ATTESTATION '

110 CFR 35.55]

Robert Masa

Name of Proposed Authorized Nuclear PharmaTst

- State or Tetritory Where Licensed
i vtichigan

the date of application or the individual
the required training and experience
education and experience related to.the

oy

__ 1. Board Certification

PART | - TRAINING AND EXPERIENCE
{Sefect one of the two methods below)

a. Provide a copy of the board certification.
b. $kip to and complete Part;~ I Preceptor Attestation.

57. 2. Structured Educational Program|for Proposed Authorized Nuclear Pharmacist

a. Classroom and Laboratory Training.

* Training and Experience, incfucﬁing boatd certification, miist have beeén obtained within the 7 years preceding
ust have obtained related continuing education and experience since

s completed. Provide dates, duration, and description of continuing

nuclear pharmacy uses.

' £ P - s Y s
! e oo | s N - . Clock | Datesof
L Descnpt:onof Trazm‘rw]i“ i | Location of Training - | ] | Hours N Training* {
L EPnrduc University 85 2111 - 5111 i
. ! ; o
:Radiation physics and instrumentation’ ’ i
| o A |
, A § | 3 ]
i i Furduc University 46 ;2/1 1-5/11 X
: : | . ' |
. : ! | '
‘Radiation protection : : ! i
% i ; | | ,
& ! !
: | | . n
! iPurduc University 23 l2n1-sny f
‘Mathematics pertaining to the use : l . i
+and measurement of radioactivity ; i
| Purdue University 40 izm -sni i
R 1 ¥
“Chemistry-of byproduct material for I ;
Kr_nedicajl use ' i ‘
i
} Pordue University 21 !ZIH -5M1 E
;Radiatiou biology ? i
| | - |
: z s l .
I Total Hours of Training: 215 ’
NRC FORM 3134 (AND) (3-2009) PRINTED ON RECYCLED m}-m PAGE
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847-593-56808

NRC FORM 313A (ANP)
32000

U.S. NUCLEAR REGULATORY GOMMISSION

AUTHORIZED NUGLEAR PHARMACIST TRAINING AND EXPERIENCE
AND PFECEPTOR ATTESTATION {continued)

|

1

iUsi’ng procedures to prevent or
minimize radioattive contamination
and using proper decontamination
}procedures

601-F Busse Rd
Elk Grove Village, IL 60007

054.017338

2. Structur , ri (continued)
b. Supervised Practical Experience ih @ Nuclear Pharmagy.
“ sl . , Location of Experience/License or ' | Clock ., _Datesof
| Description of Experience , E Permit Number of Facility i Hours | Experience™ |
- ‘ - ; " - o !
Triad Isotopes 49 12111 -5
601-F Busse Rd ’ i
o e i ‘Efk Grove Village, 1L, 60007 i
1 Shipping, receiving, and performing | : [ ‘
Xrelated radiation surveys 054.017338 l ; |
]
; - i |
" ; _ “Triad Tsotopes a0 1-sm
1Using and performing checks for  l¢p1 ¢ Busse Ra i | i
proper operation of instruments used | g Grove Village, IL. 60007 l !
-fo determine the activity of dosages, I " f
lsurvey meters, and, if appropriate, l054.017338 ; : !
_instruments used to measure alpha- Y |
io: beta-emitting radionuclides ] i i
— 7 - . ; }1
kTria‘d, Isotopes “300 -5 '
,601-17 Busse Rd ' i
‘Calculating; assaying, and safely EIk Grove Village, TL. 60007 I :
{preparing dosages for patients.or ;
‘hum’an research subjects os4.017338 l |
L | | » 5 A
s'T'rind Isatopes 1100 2/11-51)
661-F Bussc Rd I ! :
"Using administrative controls to avoid | £1k Grove Village, IL 60007 f ; !
-medical events in administration of f ,
[ byproduct materiat 054.017338 z : 1
| | |
| ' '
Triad Isotopes fl 00 12111 - &1

|
|

Total Hours ¢f Experience; 580

L

1 Supervising Individual
Darsen Prusha, Pharm D).

¢. Goto.and complete Part Il Preceptdr Attestation.

PAGE.2
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847-593-5808 p-4

NRC FORM 313A {ANP)
{2-2009)

AUTHORIZED NU(
AND P

ILEAR PHARMACIST TRAINING AND EXPERIENCE
RECEPTOR ATTESTATION {continued)

{.S. NUCLEAR REGULATORY COMMISSION

PA
fNote: . This part must be completed by the

First Section
Check one of the following:

Board Certification
T T attest that.

RT Il - PRECEPTOR ATTESTATION

- Name of Proposed Auth)

10 CFR 35.55(a)(1). (a)(2), and
independently as an authorized

Structured Educational Program
{7_} lattestthat  Robert Masa

brized Nuciear Plammacist

huclear pharmacist.

OR

Name of Proposed Autho

expertience in nuclear pharmacy,
competency sufficient to function

Second Section

1 am an Authorized Nuclear Pharma

4017338 L -Om7- 01 B]-
LicehselPermmit Number -

ived Nuclsar Pharmacist

educational program consisting of both 200 hours of classroom and laboratory training, and practical
as required by 10 CFR 35.55(b)(1) and has achieved a level of
independently as an authorized nuclear pharmacist.

Compiete the following for preceptor attestation and signature:

individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor ;?rovides, directs, orverifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

has satisfactorily completed the requirements in

(a)(3) and has achieved a level of competency sufficient to function

has satisfactorily completed a 700-hour structured

P G WS TR ER Em o e W we D RN ee m W NS a SW SR M R SR W W R N G MW SR ER IR W

cist for _tl‘riad Isotopes, Elk Grove Village, Hlingis ’

il

Nuclear Phamacy or Mcdical Facility

ITelephcme Nu;n}:wérm '"[E{e R

- : SN O AN )
Name of Preceptor i Signature ‘
Darren Prusha 3 [\/‘ * (847) 593-5206 0613072011

A

SN OOV YOS D

PAGE 3




Health License/Registration Detail Page 1 of 1

MICHIGAN.GOV

. y g:%keigfn‘s
Department of Licensing and Regulatory Affairs Web Site

VERIFY A LICENSE/REGISTRATION

Name and Address

Name : ROBERT MICHAEL MASA
Address : South Elgin, IL 60177

Profession and License/Registration Information l
Profession : Pharmacy Type : Pharmacist
Permanent ID # Status Issue Date Expiration Date
5302040548 Active 06/24/2011 06/30/2012

Complaint(s) |

Open Formal Complaints
None l

Disciplinary Action l

Disciplinary Action
None

New

e S R A

The data on this web page is refreshed daily.

DISCLAIMER

The Issue Date is the date the license/registration was first issued. Please note this information is not always available in the database. The
Expiration Date given above is the date the license/registration expired or will expire. The license/registration may not have been active from
the Issue Date to the Expiration Date. There may have been periods of non-licensure or registration.

For those licensees/registrants who have actions listed in the Disciplinary Action section above, the date the licensee/registrant complied
with their board order is listed for all disciplinary actions subsequent to January 1, 2005. The date of compliance is not listed for disciplinary
actions that began prior to that date. You should check with our office to confirm the status of the cases if the date of compliance is not listed.

You may fax a request for additional information under the Freedom of Information Act (FOIA) at 517-241-1212 or contact Mary E. Hess, Asst.
FOIA Coordinator at BHP-FOIAINFO@michigan.qov for directions on how to obtain more information regarding the license/registration history
or disciplinary actions.

Michigan.gov Home | LARA Home | LARA Contact | State Web Sites
Privacy Policy | Link Policy | Accessibility Policy | Security Policy

Copyright © 2001- 2011 State of Michigan

http://www7.dleg.state.mi.us/free/publicinfo.asp?rb_name=ON&rb_facility=&I_person_id... 6/29/2011
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PURDUE

UNIVERSITY COLLEGE OF PHARMACY

May 27, 2011

Robert Masa

Triad Isotopes
601-F Busse Road
Elk Grove, IL 60007

Dear Robert,

We are pleased to provide the enclosed certificate to recognize formally your
completion of the Purdue University Nuclear Pharmacy Certificate Program.
You have successfully completed all requirements of both the distance and on-
campus components of the program as set forth by the Nuclear Regulatory
Commission and Purdue University. We enjoyed the brief opportunity to share
our knowledge from the world of academia. We wish you the very best for a
gratifying and successful professional career.

As you continue on in your career, please do not hesitate to let us know if we can

be of any assistance to you - we consider you part of the “Purdue family” and
we look forward to hearing from you in the future!

Sincerely,

wa D Weathermon

Kara Duncan Weatherman, PharmD, BCNP, FAPhA
Clinical Assistant Professor of Pharmacy Practice
Nuclear Pharmacy Programs

Purdue University

Nuclear Pharmacy Programs, Departmtent of Pharmacy Practice

R. Heine Pharmacy Building, Room 502 © 575 Stadium Mall Drive & West Lafayette, IN 47907-2091
(765) 496-1815 = Fax: {765) 496-1886 # nuclearpharmacy.purcdue.edu



http://nuclearpharmacy.purdue.edu

NUCLEAR PHARMACY
CERTIFICATE
PROGRAM

Synopsis of Clock Hours of Training

Robert Masa
Certificate Program #73
Campus session: May, 2011

College of Pharmacy
Department of Pharmacy Practice
Nuclear Pharmacy Programs
Purdue University

West Lafayette, Indiana 47907

Copyright, (2007) by Purdue Rescarch Foundation, West Lafayelte,
Indiana 47907. All Rights Reserved. Unless permission is granted,
this material shall not be copied, reproduced or coded for reproduction
by any eleetrical, mechanical or chemical processes, or combinations
thereof, now known or later developed.




Contents:
1.

2.

Nuclear Pharmacy Certificate Program Outline:

Program Concept

Synopsis of Clock Hours of Training

DVD and Workbook (Self-Study Portion) Clock Hours

Campus Portion Laboratory and Lecture Clock Hours

Instructional Staff

Abbreviations Used:

RPI:

RP:

MA:

RB:
RC:

Radiation Physics / Instrumentation
Radiation Physics

Math

Radiation Biology

Radiochemistry




Nuclear Pharmacy Certificate Program Concept

The School of Pharmacy and Pharmacal Sciences at Purdue University offers a Certificate Program

in Nuclear Pharmacy. The goal of the certificate program is to provide fundamental information to

post-graduate pharmacists that will serve as a foundation for attalning competency as
practitioners in nuclear pharmacy. The program follows the guidelines for nuclear pharmacy
tralning prepared by nuclear pharmacists in the American Pharmaceutical Association, Section on

Nuclear Pharmacy Practice.

This student completed the videotaped distance learning portion of the certificate program.
This training module utilizes self-study concepts, including lectures on videotape and correlated
reading assignments. The nuclear pharmacy manager, or other qualified nuclear pharmacist at the
practice site, serves as the clinical instructor and mentor for the pharmacist in training. This
portion is self-paced by the trainee with regular examinations returned to Purdue to assist in

monitoring the learning process.




Form Updated 08/10

TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES*

Trainee: ROBERT MASA

Date issued: MAY 27, 2011

Breakdown of Course Content in Clock Hours
Total
Location of | Date(s) of Nuclear Clock Radiation Radiation Math Radiation Radio-~
Training Attendance Pharmacy Hours Physics & Protection Pertaining Biology pharma-
Certificate of Instru- to Radio- ceutical
Program Course mentation activity Chemistry
Purdue February, 2011 DVD- 150 51 33 13 21 32
University | Thru Workbook
May, 2011
May, 2011 On-Site 65 34 13 10 0 8
Total Hours Received 2 1 5
Hourly breakdown by topic
85 46 23 21 40

* This form is representative of that which is used to apply for an NRC license amendment for an authorized user.

Director of Nuclear Pharmacy Training Programs:

_Kua P

Kara Duncan Weatherman, PharmD, BCNP, FAPhA
Clinical Assistant Professor of Pharmacy Practice
Purdue University

Nuclear Pharmacy Programs




Nuclear Pharmacy Certificate Program

DVD and Workbook (Self-Study Portion) Clock Hours

DVD Instructor Hours
Physics and Overview Dr. Stanley M. Shaw RP/T: 11
Disc -4 RP: 4
MA: |
Radiation Protection Dr. Paul Ziemer RP: 8
Disc 1-2
Instromentation Dr. Kara Weatherman RP/L: 4
Disc |
Radiopharmaceuticals Dr. Kara Weatherman RP: 3
Disc 1-3 RB: 3
RC: 6
Math Review Dr. Kara Weatherman MA: 4
Disc 1
Radionuclide Generators Ms. C. Anne Smith RP/E: 2
Disc 1 MA: 2
Kit Preparation Dr. Kara Weatherman MA: 4
Disc |
Quality Control Ms. C. Anne Smith RP/L: 2
Disc 1 MA: 1
RC: 1
Radiopharmaceutical Mr. James Ponto RP/I: 1
Formulations MA: |
(Disc 1) RC: 2
Health Physics and Dr. Brigette McGhee RP/I: 2
Recordkeeping RP: 2
(Disc 1)
Radiation Biology Dr. Stamley M. Shaw RP/: 3
Disc 1-3 RB: 9
Late Effects of Ionizing Radiation Dr. William R. Widmer RP/I: 1
(Disc ) RB: 3
Radiation Safety in Prergnant and Mr. James Ponto RP/L: 1
Breastfeeding Patients RP: 3
{Disc 1)
Adverse Drug Reactions Mr. James Ponto RP/IL: |
(Disc 1) RP: 2
RB: 1
Radiopharmaceutical Updates Dr. Richard Kowalsky RPI: 9
{Disc 1-3) RB: 3
Blood Pool Imaging Dr. Ronald Calahan RP/I: |
(Disc 1) MA: 1
RC: 2
Clinical PET Dr. Laura Boles Ponto RP/: 1
RP: |
RC: 2
Nuclear Pharmacy Regulations Dr. Stanley M. Shaw RFP: 8
(Disc 1-2)
Dr. Mark A. Green RC: 16

Radiopharmaceutical Chemistry
(Disc 1-4)




Nuclear Pharmacy Certificate Program
On-Campus Portion Clock Hours

Session Instructor
On-Campus portion: Dr. Kara Weatherman RP/I: 34
: RP: 13
MA: 10
RB: 0
RC: 8

Nuclear Pharmacy Certificate Program

Instructional Staff
Dr. Stanley M. Shaw, Ph.D. Brigette McGhee
Professor of Nuclear Pharmacy Staff Pharmacist
Purdue University Central Pharmacy Services, Inc
West Lafayette, Indiana 47097 Jacksonville, FL.

Dr. Paul Ziemer, Ph.D.

Professor Emeritus of Healih Physics
Purdue University

West Lafayette, Indiana 47097

Dr. Kara Weatherman, PharmD, BCNP, FAPhA
Assistant Professor of Nuclear Pharmacy
Purdue University

West Lafayette, Indiana 47907

Ms. C. Anne Smith, M.S,, B.C.N.P.
Nuclear Pharmacy Program Director
Purdue University

West Lafayeite, IN 47907

Mr. James A. Ponto, M.S., B.C.N.P.
Division of Nuclear Medicine
University of Iowa Hospitals and Clinics
Towa City, Towa 52242

Dr. William R. Widmer, D.V.M.

Associate Professor of Diagnostic Imaging
Department of Veterinary Clinical Sciences
School of Veterinary Medicine

Purdue University

West Lafayette, Indiana 47907

Dr. Richard J. Kowalsky, PharmD, BCNP, FAPhA
Associate Professor Pharmacy and Radiology
University of North Carolina

Chapel Hill, North Carolina 27599

Dr. Ronald Callahan, PhD
Harvard Medical School
- Associate Professor of Radiology
Massachusetts General Hospital

- Director of Nuclear Pharmacy
Boston, Massachusetts 02114

Dr. Laura Boles Ponto, PhD

Division of Nuclear Medicine

University of lowa Hospitals and Clinics
Iowa City, Jowa 52242

Dr. Mark A Green, PhD

Professor of Industrial and Physical Pharmacy
Division of Nuclear Pharmacy

Purdue University

West Lafayette, Indiana 47907




From: (904) 220-7210 Origin ID: USTA MEX Ship Date: 12JUL11
®

Brigette Nelson ActWgt 1.0LB
Triad Isotopes Express | cAD: 9600876/INET3180
1554 Nottingham Knoll

Delivery Address Bar Code

T T

Jacksonville, FL 32225

J11201104290225
SHIP TO: (904) 220-7210 BILL SENDER R
. of #
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US Nuclear Regulatory Commission Dopt #
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NUCLEAR MATERIALS LICENSING SECTION RECENED Jub 132010

LISLE, IL 60532
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TRK#
| 7972 9544 0090

" 60532

After printing this label:

XH BDFA
ix
1. Use the 'Print' button on this page to print your iabe! to your laser or inkjet printer.

I
2. Fold the printed page along the horizontal line.

S0FG2/F556/F5F4
3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could result in additional
billing charges, along with the cancellation of your FedEx account number.

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be responsible for any
claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery,misdelivery,or misinformation, unless you declare a higher value, pay an
additional charge, document your actual loss and file a timely claim.Limitations found in the current FedEx Service Guide apply. Your right to recover from FedEx for any
loss, including intrinsic valueof the package, loss of sales, income interest, profit, attorney's fees, costs, and other forms of damage whether direct,
incidental,consequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual documented loss.Maximum for items
of extraordinary value is $500, e.g. jewelry, precious metals, negotiable instruments and other items listed in our ServiceGuide. Written claims must be filed within strict
time limits, see current FedEx Service Guide.
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