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475 Allendale Road -
King of Prussia, PA 19406-1415 o
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Re Materials License # 19-07538-05

Dear Madam / Sir

We are requesting the following change to our Materials License # 19-07538-05
1).  Change the Radiation Safety Officer (RSO) for this license from Robert J.
Parker to Neil Hartman, Ph.D. in Condition #12 of the Materials License.

Dr. Hartman has been an authorized radiation user in the Department of Health

and Human Services since 1987 and is listed as an authorized user on our current

Materials License. He has more than 20 years experience working with the |
isotopes listed on the current license, H-3, C-14 and S-35.

Dr. Hartman recently completed a 5-day Radiation Safety Officer Course offered
by the Radiation Safety Academy in Gaithersburg MD.

Attached is a letter acknowledging completion of the Radiation Safety Officer
Training Course and a Course Outline. Also attached is a CV for Neil Hartman,
Ph.D.

Thanks for your assistance.

Sincerely, /Q%/ /) /ZQN

Robert Parker Ph.D., Acting Director




Laboratory of Clinical Pharmacology
FDA/CDER/OPS/OPTR/LCP

Life Sciences Building 64 / Room 2018
10903 New Hampshire Ave

Silver Spring MD 20993

Phone: (301) 796-0117

Fax: (301) 796-9818

Email: robertj.parker@fda.hhs.gov



Certificate of Training

Awarded To

Neil Hartman

Recognizing completion of 40 hours of specialized instruction in

Radiation Safety Officer

March 27, 2009

Presented By
Radiation Safety Academy

A Division of Dade Moeller & Associates

438 N. Frederick Avenue, Suite 220, Gaithersburg, MD 20877
www radiationsafetyacademy.com -- 301-990-6006
AAHP has awarded this course 32 Continuing Education Credits, 2007-00-031
ABIH has awarded this course 4.5 CM Points, CM Approval # 09-211
ARRT and SNMT have awarded 46.75 CER's, 027194-027227

Ayt o —

Ray Johnson, MS, PE, FHPS, CHP
Vice President, Training Programs
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RADIATION
SAFETY ACADEMY |

ADivision of Dade iﬁééiler & Associates"" j

March 23 - 27, 2609’3{ |

R e

Instructors: Ray Johnson, MS, CHP; Alan Fellman, PhD, CHP; Sean Austm, MS, CHP,
Kelly Austin, MS, CHP; BarbaraHamrick, CHP, ID; Michad Jedlicka, BS

This course is intended to provide a minimum of 40 hours of requiféd and electiveclasses
to meet provisions of 10 CFR 33.15. Required classes are already checked.
Please select elective classes for a total of 40 or more hours.

March 23, 2009

e e B

Class Start , Gla:-éé

Selected Time Class Titles (electivesin bold, italics) Hou's
& 8:00 Introduction, Course Overview, Views on Radiation ' 3(3
8 11:00 Radiation and Radioactivity, Radioisctive Decay K
12:00 Lunch (provided) 67
a 1:00 Radiation Units, Sources of Radiation, Interaction With Matter 30 )
| 4:.00 Health Effects 1‘7
a8 5:30 Daily Review _ O‘m
O 6:00 Security of Radioactive Sources and Increased .Controls (optional) 1. 3

7:30 Adjourn for the day |

Tuesday March 24, 2009
Class  Start ' L Class
Selected Time Class Titles (electives in bold, italics) Hours
8 8:00 Radiation Protection Standards, 10 CFR Part 19 and 20 29
& 10:00 Essential Highlights of 10 CFR Part 2, 30, 31, 33 2.9
12:00 Lunch (provided) L
o 1:00 License Applications and Amendments {optional) 11)
O 1:00 Medical Radiation Safety (optional) 9 ¥
2:00 External Radiation Protection and Shleldmg | 15 7
O 3:30 Internal Radiation Protection B | o , ‘ 2)
) 3:30 Sealed Sources & Industrial Gauges 2?
@ 5:30 Daily Review 0.5
@

6:00 Math Review & Radiation Safety Problem Solvmg (optional) 13
7:30 Adjourn for the day | T

© Dade Modller & Associates, 2009 (800) §71-7930



Wednesday March 25 2008

Class Start : SR P NG R " Claj
Selected  Time Class Titles (electives in bold, italics) “Hoy:
é@ 8:00 Radiation Survey Instruments l . 4)
12:00 Lunch (provided)
(e 12:30 Instruments Lab, Applications & Troubleshooting 2.
g 2:30 Emergency Response 1:)
O 3:30 Radiation Safety Surveys 1.0 .
O 3:30 Effective Communications for the Radiation Safety Officer as a 1.p 7
Manager and Instructor and Daily Review
5:00 Daily Review 0.
O 5:30 Hands On Laboratory Survey and PPE Exercise (optional) 1.p
7:00 Adjournforthe day

Thursday March 26, 2009
Class Start Clas
Selected  Time Class Titles (electives In bold, italics) Hou g
& 8:00 Interpreting Radiation Measurements and Quality Assurance 1t /
48 9:30 Transportationof Radioactive Materials Overview and Package Receiving 24 é)
12:00 Lunch (provided)
a 1:00 Developinga Training Program 1.4
@ 2:30 Practical Record-Keeping For RSOs 1.t .
@) 3:30 Radioactive Waste Management, Mixed Wastes 2.4
O 3:30 X-Ray Safety 2
5:30 Daily Review ot~
O 6:00 Reception (refreshments)
7:30 Adjournfor the day

March 27, 2009

Class Start
Selected Time Class Titles (electivesin bold, italics)
a 8:00 Legal Implications: Radiation Litigation
] 9:30 First Steps For New RSOs 1.4
& 10:30 Radiation Safety Program Management, Preparing for Regulatory 1.4
Inspections
12:00 Presentationof Certificates and Adjourn 40-hour course o
O 12:30 Liquid Scintillation Counting Option = Additional Fee ffé_.,ﬁ
O 12:30 DOT HAZMAT Certification Option ~ Additional Fee ﬂ 5
5:00 Adjourn optional modules i! A
,,

© Dade Moeller & Associates. 2009

(800) 871{‘7930 L



NAME: Neil R. Hartman 15 November 2008
SERIES/GRADE: GS 0405-13/09

EDUCATIONAL BACKGROUND

B.S., 1978 Pharmacy, University of Michigan, Ann Arbor, Ml
Ph.D., 1986, Pharmacology, University of Minnesota, Rochester, MN

PROFESSIONAL EXPEFUENCE

(1979-1981) Pharmacy Intern, University Hospital, Ann Arbor, Michigan.

(1986-1987) Postdoctoral Research Fellow in Pharmacology, Mayo Graduate School of
Medicine, Rochester, Minnesota.

(1987-1989) Staff Fellow, Laboratory of Biochemical Pharmacology, DTP, DCT, NCI, NIH,
Bethesda, MD.

(1989-1991) Senior Staff Fellow, Laboratory of Biochemical Pharmacology, DTP, DCT, NCI,
NIH, Bethesda, MD.

(1991-) Pharmacologist, Laboratory of Clinical Pharmacology, FDA/CDER/OPS/OPR,
Rockville, Maryland

HONORS, AWARDS, AND COMPETETIVE FDA CASH AWARDS FOR RESEARCH

o National Science Foundation Graduate Fellowship. Cash award to support graduate school
research, 1982-1985.

e Team Excellence Award, Center for Drug Evaluation and Research, FDA, for exceptional

dedication in assuring her proper care and humane treatment of animals used in research,
testing and education, 1998.

e Team Excellence Award, Center for Drug Evaluation and Research, FDA, for outstanding

efforts in evaluating doxycycline stability and palatability towards developing a pediatric

antibiotic treatment regimen in response to antlhrax bioterrorism.
FDA SPECIAL ASSIGNMENTSAND ADVISORY ACTIVITIES
e Member, FDNCDER Internal Animal Care and Use Committee, Chairman 2000-2002
BIBLIOGRAPHY
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Hartman, N. R., Balzarini, J., and Johns, D. G. Potent DNA chain termination activity and |
selective inhibition of human immunodeficiency virus reverse transcriptase by 2'3'-
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Browers, P, Perno, C.-F., Allain, J-P., Johns, D. G., and Broder, S. The National Cancer
Institute Phase | study of ddl in adults with AIDS or AIDS-related complex: Analysis of
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17. Hartman, N. R., Yarchoan, R., Pluda, J. M., Thomas, R. V., K. Wyvill, S., Broder, S., and
Johns, D. G. Pharmacokinetics of 2',3'-dideoxyinosine in patients with severe HIV infection.
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1. Compound, Composition And Method Of Treating Cancer; U.S. #6,235,761, Hartman, N.,
Struck, R. F, O’Reilly, S., Strong, J. M., Rowinsky, E. K., Callins, J. M.; May 22,2001.



This is to acknowledge the receipt of your letter/application dated

%//7‘//”" © 7 . andtoinform you that the initial processing which
includes an administrativereview has been performed.

L APr0O7S5 3805
There were 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.

|:| 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 /@?ésfj’
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 (R}) Sincerely,
{6-96) Licensing Assistance Team Leader



