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3624 Market Sireet , Sth floor

®
|a\| A d Philadelphia, PA 19104
Tel. (215) 966-624
> V] Fax (413) 826-0416

Radiopharmaceuticals www.avidrp.com

February 18, 2008 NHIBL
Dennis R. Lawyer

Commercial and R&D Branch

Division of Nuclear Materials Safety

Region |

King of Prussia .

PA 19406 ,30321%7

Re; Amendment to NRC License (37-31148-0])
Denr Mr. Lawyer:

AVID Radiopharmaceuticals would like to request an amendment to our radioactive material
ficense (37-31148-01). The request involves removing the current RSO, Rajesh Manchanda, and
adding Nathaniel Lim, Ph.D, ns an authorized user and as the designated Radiation Safety
Officer,

Dr. Lim has had formal training in handling radioisotopes such as 18F (up to 500 mCi) and
99mTc (up to 10mCi) for over a year at TRIUMF (Canada’s National Laboratory for Particle nnd
Nuclear Physics). He has been employed at AVID Radiopharmaceuticals for aver a yeur and hus
handled radioisotopes such as | 8F (up to 1.5 Ci), 1231 (up to 200 mCi) and 1251 (up to ImCi)
with an excellent radintion safety record. In addition, he has attended the Radiation Safety
Academy’s “Radiation Safety Officer Training Course” in Gaithersburg, MD from

February 11-15, 2008,

[F you have any questiong/concerns, please do not hesifate to contact me.
Thanking you in advance,

Sincerely,

T.

Franz F. [left, Ph.D.
Chief Scientific OfTicer

Enclosures: (1) Nathaniel Lim’s Training and Experience Record
(2) Centificates of Training
2.1. Fundamentals of Radiation Safety
2.2. Radiation Safety Officer with DOT Certification
2.3. DOT & NRC Requirements for Shipping and Receiving Radioactive
Muterials
(3) Radiation Safety Academy course outline for Radiation Safety Officer's Training
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TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER
1. Name of Proposed Authorized User 2. For Physiclans, State or Territory
whaera Licenaed
Nathaniel C. Lim N/A
3. Certificatlon
Specilalty Board Category Month and Year Certified
A 8 c
4. Training Received in Basic Radioisotope Handling Techniques
Type and Length of Tralning_
Field of Training Location and Date(s) of Training Clock Hours Clack Hours of
, Supervised On-
A B in Lecture or The-Job
. l.aboratory Experianca
Radiation Safety Officer with DQT Radiation Safaty Acadamy, Gaitheraburg, MD 44
Certification Training Fabruary 11-15, 2008
On line iraining
Fundamantals of Radiation Safaty Radlation Safaty Academy, Gaithersburg, MD 4
Fabruary 11, 2008
DOT, IATA & NRC Raquiremants for On line training
Shipping Limited Quantity Radicactive Radiation Safety Academy, Gaithersburg, MD 5
Matariai Octobar 04, 2007
; On line training
Rediatier, Rafrasher Training on Realation Safoty Academy, Galihereburg, MD 3
Dacambar 22, 2006
TRIUMF Radiation Protaction Course L’ﬁ;“z“ff'z‘.fgg°°“"°" RC 16
Univarsity of British Columble '
Radionuclide Safely and Mathodology 3:::22&::" ;EH“M‘ Safsty and Enviranment 16
Sapnamberl 20,2004

5. Experience with Radiation or Radioactive Materials (Actual uss of Radlolsotopes or Equivalent Experience)

Activity Used at
Isotope one time Location Clock Mours Type of Use
(mCi)
Te-00m 5-10 University of Britigh 300 RAD Radiolabaling
Columbia/TRIUMF
F-18 10-500 University of British 400 R&D Radiolabeling
Columbia/TRIUMF
F-18 100- 1500 AVID Radiopharmaceuticale 800 R&D Radiolabaling
I-128 3 AVID Radiopharmacetiticale 30 R&D Radlolabaling
[-123 5 AVID Radiopharmacauticals 260 R&D Radlolabefing
(<123 200 AVID Radiopharmacsuticals 260 R&D Radlolabsling

TRAINING AND EXPERIENCE form.doc
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Certificate of Training

Awarded To

Nathaniel Lim

Recognizing completion of 4 hours of specialized instruction in

Fundamentals of Radiation
Safety

February 11, 2008

Presented By
Radiation Safety Academy \Mzé

A Division of Dade Moeller & Associalas G pae
48] North Frederick Avenuc, Suite 302 ‘“"i”"
Chithersburg, Marylond 20877 ) ,/

Ray Johnson, MS, PE, FHPS, CHP
Vice President, Training Programs
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Certificate of Training

This Certifies That

Nathaniel Lim

has been trained, tested and succassfully completed specislized instruction in

DOT & NRC Requirements
for Shipping and Receiving
Radioactive Materials

February 15, 2008

Presented By: Sean M. Austin, Jostructor
Radiation Safety Academy
A Divigion of Dade Moaller & Assoclales
481 North Frederick Avenue, Suile 302, Gaithershurg, Maryland 20877
www, RudiationSafetyAcudemy.com -- 301-930-6006

Presented For:  Avid Radiopharmacenticals

Presented At:  Gaithersburg, MD

“Mhis certifies thal the employee namad on thig certificoie
has bean trained and I=sled in accordance with the mining
requirements of 49 CFR 172, Subpan H.

e L@t

Employer's Signuiure

This certificate is valid for 24 months (or ICAO/IATA und
for three yeur for U.S. Depariment of Transporiation snd
UL.§. Nuciesr Reguintory Conwnigsion or Agrecment Stfe

Sean Austin, MS, RSO, CHP Agencies
Senior Health Physicist
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Certificate of Training

Awarded To

Nathaniel Lim

Recognizing completion of § days of specialized instruction in

Radiation Safety Officer with
DOT Certification

February 15, 2008

Presented By
Radiation Safety Academy

A Divislon of Dade Moaller & Associates
481 North Frederick Avenue, Suite 302

Gaithersburg, Maryland 20877
ABTH has awarded thls course 5.0 CM Polnts, CM Approval # 08-260

% %/M/ h a-:;._‘;,;,-

Ray Johnson, MS, PE, FHPS, CHP
Vice President, Training Programs
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A Division of Dade Mosller 8 Associates® and Assuranca of Redialon Seisty
[Treining _Licanse/Mgmt Buuport _On-aita/] aah Guppon _Lab Anslyala __Inainimeniation Publishing Resouraes |

Beairter Nowl | R dlation Bafaty Officer (RSO)

AiZo Soa. . 40-hour course, UB' 15095
with LSC Qatjon, USE 2,105
o REO with DQT Cartification_Qption, $2,165

Mantoring | Nawly updatedt course cantant and electivas

© Jastimonials Highly acclaimed by over 2.000 RS0% In the pest 10 yoars

o Bampla We offar thiz course monthly with fras rafresher traning for bil former RSO
Agenda studanta and frae online course praview for bl students. Qur Certfied

o Cororpte | Heatth Physicist faculty are full time training profedsionals on staff. Collactively
Expariance. | we have over 100 years of practical radiation cafety program exparience to
gesxpips | assura that you will ba well prepared to Gerve as an RSO.

Talior the Coursa to Your Neads with Blactives

This |5 not a “one-class-fits-all” course. a
Thraughout the week students can choose i
elactives 1o tallor the course to their
spaclal program naeds In resaarch,
medicine, blomeadical, hospitals,
government, Lniversitics, (rradiators, x-
rhy machines, senfod source gouges,
radisgraphy, and ather Industris!
applications.

Requirad Subfocts
Students must complete 31 hours In the following subjects:
radiation and radioactivity, radioactive deceay, radiation
unlts, sources of radiation, Interdetion with matter, health
effects, regulations and protection standards, licensing,
enforcemeant, dosimetry, shielding, litigation, regiation
Instruments, Interpreting radiaven dats, quality aggurhnes,
transpertation ovarview, receiving of radioactive matarials,
developing raning programs, radlation safety program
management, preparing for inspections, and emergency
responGe.

Blective Subjacts

Studants must camplete at ieast, 9 hourg from the fallowing
23 hours of electivas: sesled gources Bnd (ndustrial gauges,
leak testing, x-ray sofety, radioactive wastes and manifests,
math review, problem gelving, llcance applications, medical
reguiations (1DCFRAS)Y, Intemal docimetry, madical radlatian
safety, practical record-keeping, how £ conduct suiveys,
effective communications for RSOs, and training far the
radlation safety trainer,

Emphasic on Practical Xnowledge

Thig [s not @ courge about theary. wWe emphasize practica)
knowledge (or implementing a good radiation safety
program bt b reasonable coat and haw 1o aosure gaod
radiation safety Inspections. Bach student wlli receive
axtengive reference materialg Including a specially designed
1,200 page Radlation Safety OMcer Manual, which inciudes
relevant Federal reguiations and selectad Reguiatory
Guldes.

Frae Onlina Caurse Previaw

Prior to attending our course, you wiii be invited te complcte

our online Fundamentals of Radiation Spfoky course. Thie
frec course provides an excellant preview of radiation
fundamentals ag well as introduces soma radiatian

mathemptic concepts.

Frea Refroshar Training

After completing this course, you may return at any time to
rake part or 3ll of the course over once again ag refresher
training for frae. You will recaive all new handout materials.

Cartificates
You will be issued & course cectificate showing complation af
a 40=-hour RSQ clags.

Full-Tima Profassional Faculty
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Ray Johnson, MS, PE, FHPS, CMP
Dr. Alan Felliman, CHP, RSO
Sean Austin, MS, CHP, RSO
Kelly Austin, MS, CHP

Liquid Scintillation Counting Option

Students selecting this option (additional $200 fe¢ required) will complate an
additiond! four hours of course work on the fundamentals of liquid scintiliation
tounting (LSC). The objective of thig ciags Ig to provide students with 2 baslc
understanding of the principles of liquid &cintiliadon counting for analycia of
suiface ewipeE, blomedical, environmental, waste and other typac of samples.
Thie module is conducted at the and of the regular RSO coursa an Friday
afternoon.

DOT HAZMAT Certification Option

Students galacting this option (additional $20D fee raquired) will complete an
additional four hours of course work an shipping and receiving of radioactive
materials. This class is designad to train workers In the requirements of the
DOT at specified by 49 CFR 172 Subpart M and the NRC as spacifiad by 10 CFR
71.5 and 10 CFR 20.1306. This module Is conducted at the and of the regular
RSO course on Friasy afternoon and will conciude with an examination.
Students who suceesafully complate tha exam will receive an additional
certificata documenting this training.

.. (1]
Training Dates R 33 Y ]
v ;E‘ H
2008 “é lf %
February 11 - 15 il -
Mareh 10 - 14 T
April 7 - 11 perer el
Mey §-9 |: % 12
June 16 - 20 17 l HA )
uly 21 - 28 HBREEE
August 18 - 22 o fdﬂ'?'v '
] i 2
Course Credits g |€ lh ]
n ﬂ poun

AANP - 32 CE Credits
ABIH - 4.5 CM Paints or

- 5.0 CM PGINTE (with DOT or LSE Option)
SNMT/ARRT - up to 52.25 CEHs

| Special Fantures |

Frae Online Course Praviaw

Frea refreshar training
{you may take this course onca agaln for free)

Elactive modules for customized training
tiquid Scintiation Counting Option
DPOT HAZMAT Cartification Option

Radiation Safety Officer
Sample Agenda
Facuity: Ray lohnsan, MS, PE, FMPS, CP

aian Fellman, PhD, CHP, RSO

Sean.Augtin, MS, CHP, RSO

Kelly.Austin, MS, CHP
Elactive courses aro displayed in Itolics. To aarn a 4D~hour cartificate,
studsnts must completa all 32 hours of required cibasas and at laagt 6
hours of alactiva claseas.

Day 1 | Monday

7:30 Continental Breekfast
8:00 Intraduction, Course Overview, Views on Radiation
11:00 Radiation and Radioactivity, Radloactive Decay
1.2:00 Lunch (provided)
1:00 Radiation Unitg, Sources of Radiation, Interaction with Matter

P.7/9
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4:00 Health Effocts
5:30 Dally Review

6:00 Training for tha Radiation Safety Trdiner (oprionsl)
7:30 Adfourn for the day

Doy 2 | Tuasday

7:30 Continental Braskfast

8:00 Radiation Protaction Standards, 10 CFR Part 19 and 20
10:00 Eggential Mighlights of 10 CFR part 2, 30, 31, 33
12:00 Lunch (provided)

1:00 lIlcense Applications and Amendmants

2:00 External Radlation Pratection and Shielding

3:30 Intornal Radigtion Protaction
¥:30 Sealed Sourcas & Industrial Gaupes

5:30 Dally Reaview

6:00 Math Raview & Radiation Seofsty Problam Soiving (agtional)
7:30 Adjourn far the day

Day 3 | Wadnesdoy

7:30 Continental Breakfast
8:00 Radiation Survey Instruments
12:00 Luneh (providand)

12:30 Instruments Lab, Applications & Y ﬁ“ﬂ
Troubieshaoting

2:30 Emergency Response

15 - 1INy
i f HIER

3:30 Radiation Safaty Surveys

3:30 EMective Communications for the Radlation Safety Officer b5 a
Manager and Instructor

5:00 Dally Review

5:30 Hands-on Laboratory Survey and PPE Exartisd (optional)
7:00 Adjourn for the day

Day 4 | Thursday

7:3D Continental Braakfast
8:00 Interprating Radintion Measurements and Quality Agaurance

930 Transportation of Radioactive Materials and Package Recelving
12:00 Lunch (provided)

1:00 Developing a Tralning Program
2:00 Medical Radiation Safety
2:00 Practical Record-keeping for RSOs

3:30 Redioactive Waste Managemant, Mixed Wastes, Wacte Manifests
3:30D X-Ray Safaty

5:30 Dnlly Review

6:00 Recoption {Refreshments)

7.30 Adjourn for the day

Day S | Friday

7:30 Conninenta) Breakfast
8:00 Legal Implicationg: Radiation Litigation
9.00 First Steps for New RS0s
10:00 Radiation Protaction Program Management,
Praparing for Regulatory Inspections
12:00 Presentation of Certificates and Adjourn RS0 Course

1:00 Fundamantels of l.iquio 5cintiilation Counting
(optiahsl moag, $200 sddikions! fae)

1:00 DOT MAZMAT Certification Option
{optionsl madute, $200 sdditionsl fas)

5:00 Adjourn Optional Modules

Tralning | Liccnse/Manpgement Supnort | Qp-site/Taghnlcal Supoart
Lap Analvsls ( Instrumentation | Publishing | Resouwrces

P.8-9
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About Ug | Fazulty/Staff | Contect Us
privacy Bolicy | SitamaR | Home

fpdiation Rafaty Academy

A Division of Daas Moaliar § Assacintas

401 N. Pradarick Ave, Gta 302, Gattharghurg, MD 20077
Phone: J01-D90-6004 fax: 303=000-D070
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This is to acknowledge the receipt of your lettet/application dated

2 /3 /7"‘79 , and to inform you that the initial processing which
includes an administrative review has been performed.

Arteasd. 37-311¢B -=/ .
There wére no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

D Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number /¥’/$é3 .
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (Rl) Sincerely,
(6-96) Licensing Assistance Team Leader



