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475 Allendale Road 
King of Prussia, PA 19406-1415 

1 

Re Materials License # 19-07538-05 

Dear Madam Sir 

We are requesting the following change to Materials License # 19-07538-05 

1). 	 Change the Radiation Safety Officer (RSO) for this license from Robert J. 

Parker to Neil 
 in Condition of the Materials License. 

Dr. 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, and S-35. 

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 Outline. Also attached is a CV for Neil 

Dr. 

Thanks for your assistance. 

Robert Parker Acting Director 

I 

I 
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Email: robertj.parker@fda.hhs.gov 

Laboratory of Clinical Pharmacology 

Life Sciences Building 64 Room 2018 
10903 New Hampshire Ave 
Silver Spring MD 20993 
Phone: (301) 796-01 17 
Fax: (301) 796-9818 
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March 

Instructors:Ray Johnson, MS, CHP; Alan Sean MS, 
Kelly Austin, MS, CHP; Barbara CHP, JD; Michael Jedlicka, BS , 

This course is intended to provide a minimum of hours of required and elective classes 
to meet provisions of 10 CFR 33.15. Required classes are already 


Please select elective classes 
 a of 40 or more hours. 

Class Start 
Selected Time Class Titles (electives in bold, italics) Hou 

Introduction, Course Overview, Views on Radiation 

Radiation and Radioactivity, Radioisctive Decay 

Lunch (provided) 

Radiation Units, Sources of Interaction With Matter 

Health Effects 

Daily Review 

and 

Adjourn for the day 

Class Start 
Selected Time Class Titles (electives in bold, italics) 

r-

Radiation Protection Standards, CFR Part 19 and 20 

Essential Highlights of CFR Part 2, 30, 31, 33 
-Lunch (provided) 

License Applications and {optional) 

Medical Radiation Safety (optional) 

External Radiation Protection and 

Radiation Protection 

Sources Gauges 
-I

@ Daily Review 

Math Review Radiation Solving (optional) 1. 

Adjourn for the day 
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Selected Time Class 

Radiation Survey Instruments 
Lunch (provided) 

Instruments Lab, Applications Troubleshooting 
' -

Emergency Response 

Radiation Safety Surveys 

Effective Communications for Radiation Officer as a 
Manager and Instructor and Daily Review 
Daily Review 

Hands On Laboratory Survey (optional) 

Adjourn for the day -.-

Interpreting Radiation and Quality Assurance I 

Class Start C I  A ~  
Selected Time Class Titles In bold, italics) s 

Transportation of Radioactive Overview and Package Receiving 

Lunch (provided) 

Developing a Training Program 
Practical Record-Keeping For I 

Radioactive Waste Mixed Wastes 2. 

X-Ray Safety 
Daily Review O.! 

Reception (refreshments) 
Adjourn for the day 

Class Start 
Selected Time Class Titles (electives in bold, italics) 

Legal Radiation Litigation 

First Steps For New 1 
Radiation Program Preparing 
Inspections 

Presentation of Certificates and 40-hour course 

Liquid Scintillation Counting Option -Additional Fee 

DOT HAZMA T Certification Option Fee 

Adjourn optional modules 
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Bio~hvs. Res.Commun!. 133(3): 

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

EDUCATIONAL BACKGROUND 

B.S., 1978 Pharmacy, University of Michigan, Arbor, MI 
1986, Pharmacology, University of Minnesota, Rochester, 

PROFESSIONAL EXPEFUENCE 

(1979-1981) Pharmacy Intern, University Hospital, Ann Arbor, Michigan. 
(1986-1987) Postdoctoral Research Fellow in Pharmacology, Graduate School of 

Medicine, Rochester, Minnesota. 
(1987-1989) Staff Fellow, Laboratory of Biochemical Pharmacology, DTP, DCT, NCI, NIH, , 

Bethesda, MD. 
(1 989-1 991) Senior Staff Fellow, Laboratory of Biochemical Pharmacology, DTP, DCT, NCI, 

NIH, Bethesda, MD. 
(1 99 1 -) Pharmacologist, Laboratory of Clinical Pharmacology, 

Rockville, Maryland 

research, 1982-1985. 

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. 
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 ASSIGNMENTS AND ADVISORY ACTIVITIES 

Member, FDNCDER Internal Animal Care and Use Committee, Chairman 2000-2002 

BIBLIOGRAPHY 

Peer-reviewed, Archival Publications 

1. N.R., Basseches, P.J., and G.: Effect of cyclophosphamide pretreatment on 
the short-term disposition and biliary excretion of Adriamycin metabolites in rat. Cancer 
Chemother. Pharmacol. 10: 11 -1 5, 1982. 

HONORS, AWARDS, AND COMPETETIVE FDA CASH AWARDS FOR RESEARCH 

National Science Foundation Graduate Fellowship. Cash award to support graduate school 

2. N.R., Trimble, L.A., Vederas, J.C., and I. An acid metabolite of 
cyclosporine. Biochem. 964-971, 1985. 

I 
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N.R. and I. Mass spectrometric analysis of cyclosporine metabolites. 
Biomed. Environ. Mass Spectron. 

3. 
36 1-1 72, 1986. 

4. N.R. and I. The in vitro activity, radioimmunoassay cross-reactivity, and 

molecular weight of thirteen rabbit cyclosporine metabolites. Drug. 

661-664, 1987. 


5. Hao, Z., Cooney, D. A., N. R., C.-F., Fridland, A., A. L., 
M. G., and Broder, S. Factors determining the anti-hiv activity of 


dideoxynucleosides. Mol Pharmacol. 
 1-435, 1988. 

6. C.-F., Yarchoan, R., Cooney, D. A., N. R., Gartner, S., Popovic, M., Hao, Z., 
Gerrard, T., Wilson, Y. A., Johns, D. and Broder, S., Inhibition of Human 
Immunodeficiency Virus Replication in Fresh and Cultured Human 

Peripheral Blood by Azidothymidine and Related 

Dideoxynucleosides. J. Exp. Med. 168: 1 1 1 
 125, 1988. 

7. C.-F., Yarchoan, R., Cooney, D. A., N. R. Webb, D. S. A. Hao. , Mitsuya, 
H., Johns, D. G., and Broder, S. Replication of HIV in monocytes: Granulocyte-macrophage 
colony stimulating factor (GM-CSF) viral production yet enhances the antiviral 
effect mediated by AZT and other congeners of thymidine. J. Exp. Med. 
169: 933-951, 1989. 

8. Wang, C. P., N. R., R., I., Lin, F-T., J. E. Starzl, 
T. E., and Burckart, G. J. Isolation of 10 metabolites from human urine. Drug 

and Dispos. 17: 292-296, 1989. 

9. Yarchoan, R., Mitsuya, H., Thomas, R. V., Pluda, J. M., N. R., C.-F., 
Marczyk, K. S., Allain, J.-P., Johns, D. G., and Broder, S., In vivo activity against HIV and 
favorable toxicity profile of Science 245: 412-41 5, 1989. 

10. Hao, Z., Cooney, D. A., Farquhar, D., C.-F., Zhang, K., Masood, R., Wilson, Y., 
N. R., Balzarini, J., and Johns, D. Potent DNA chain termination activity and , 

selective inhibition of human immunodeficiency virus reverse transcriptase by 
dideoxyuridine-5'-triphosphate. Mol 37: 157-1 63, 1990. 

11. N. R., Yarchoan, R., Pluda, J. M., Thomas, R. V., Marczyk, K. S., Broder, S., and , 
Johns, D. G. Phannacokinetics of and in patients 
with severe HIV infection. Clin. Pharmacol. 47: 647-654, 1990. 

12. N. R., Johns, D. G., and Mitsuya, H. Pharrnacokinetic analysis of dextran sulfate in 
rats as pertains to its clinical for therapy of HIV infection. AIDS Res. Hum. 
Retroviruses 6: 805-812, 1990. 
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13. Yarchoan, R., Mitsuya, H., Pluda, J. M., K. S., Thomas, R. V., N. R., 
Browers, P., C.-F., Allain, J.-P., Johns, D. G., and Broder, S. The National Cancer 
Institute Phase I study of in adults with AIDS or AIDS-related complex: Analysis of 
activity and toxicity profiles. Rev. Infect. Dis. 12 (Supp. 5): 1990. 

14. Yarchoan, R., Pluda, J. M., Thomas, R. Mitsuya, H., Browers, P., Wyvill, K. M., 
N.R., Johns, D. G., and Broder, S. Long-term profile of 

dideoxyinosine in AIDS or AIDS-related complex. Lancet 2: 526-9, 1990. 

15. Zaharco, D. S., Kelley, J. A., J. E., Hegedus, L., and N. R. 
Cyclopentyl cytosine: Interspecies predictions based on rodent plasma and urine kinetics. 
Invest. New Drugs 9: 9-17, 1990. 

16. N. R., Ahluwalia, G. S., Cooney, A., Mitsuya, H., Kageyama, S., Fridland, A., 
Broder, S., and Johns, D. G. Inhibitors of IMP dehydrogenase stimulate the phosphorylation 
of the anti-HIV nucleosides and 
Pharmacol. 40: 1 18-124, 199 1. 

17. N. R., Yarchoan, R., Pluda, J. M., Thomas, R. V., K. Wyvill, S., Broder, S., and 
Johns, D. G. Pharmacokinetics of in patients with severe HIV infection. 

The effect of different oral formulations and the presence of other medications. Clin. 
Pharmacol. Ther. 50: 278-285 (1991). 

18. C. F., Cooney, D. A., Gao, W. Y., Z., Johns, D. G., Foli, A., N. R., 
Calio, R., Broder S., and Yarchoan, R. Effects of bone marrow stimulatory cytokines on 
human immunodeficiency virus replication and the antiviral activity of dideoxynucleosides in 
cultures of Blood, 995-1003, 1992. 

19. Bondoc L.L. Jr., Ahluwalia, G. D., Cooney, Pi., N. R., Johns, D. G., and Fridland, 
A. Metabolic pathways for the activation of the antiviral agent in 
human lymphoid cells. Mol Pharmacol. 42: 1992. 

20. Fried, M. W., Korenman, J. C., Di Bisceglie, M., Park, Y., Waggoner, J. G., Mitsuya, H., 
N. R., Yarchoan, R., Broder, S., and Hoofnagle, J. H. A pilot study of 

dideoxyinosine for the treatment of chronic hepatitis B. Hepatology 16: 86 1-864, 1992. 

21. Ahluwalia, G., Cooney, D. A., N. R., Mitsuya, H., Yarchoan, R., Fridland, A., 
Broder, S., and Johns, D. G. Anomalous accumulation and decay of 
5'-triphosphate in human T-cell cultures exposed to the anti-HIV drug 

Dispos. 2 1: 369-3 76, 1993. 

22. Agbaria, R., C. A., N. R., Cooney, D. A., Blaese, R. M., and Johns, D. G. 
Effects of IMP dehydrogenase inhibitors on the phosphorylation of ganciclovir in 
cells before and after herpes simplex virus. thymidine kinase gene transduction. 
Pharmacol. 45: 777-782, 1994. 
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23. O'Reilly, S., N. R., Grossman, S. A., Strong, J. M., Eller, S., Lesser, G. J., 
Donehower, and R. C., Rowinsky, E. K. The tissue and tumor distribution of 
penclomedine in rats. Clin. Cancer Res. 2: 1996. 

N. R., O'Reilly, S., Rowinsky, E. K., Collins, J. M., and Strong, J. M. and 
human in vivo penclomedine metabolism. Clin. Cancer Res. 2: 953-62, 1996. 

25. Waud, W. R., Tiwari, A., S. M., Shih, T.-W., Strong, J. M., N. R., 
O'Reilly, S., and Struck, R. F. 4-demethylpenclomedine, an antitumor-active, potentially 
nonneurotoxic metabolite of penclomedine. Res. 57: 8 15-8 17, 1997. 

26. O'Reilly, S., Grochow, L. B., Donehower, R. C., Chen, T.-L., Bowling, K., N. R., 
Struck, R. F., and Rowinsky, E. K. Phase I and pharmacologic study of penclomedine, a 
novel alkylating agent, in patients with solid tumors. J. Clin. Oncol. 15: 1974-1 984, 1997. 

27. N. R., Leo, K. U., Brewer, T. G., Strong, J. M. The in vitro metabolism of 
penclomedine in mouse, rat and human systems. Dispos. 26: 513-5 19, 1998. 

Effects of cytochrome 
conjugation by primary human hepatocytes. Br. 

J. Clin. Pharmacol. 48: 733-742, 1999. 

29. O'Reilly, S. N. R., Bowling, K. M., E. K., Donehower, R. C., Colins, J., 
and Strong, J. M. Bioavailability of penclomedine and systemic exposure to 
demethylpenclomedine in patients receiving oral and intravenous penclomedine. Cancer 
Chemother. Pharmacol. 48: 223-228,2001. 

30. N. R., Cysyk, R. L., Bruneau-Wack., C., J. P., Parker, R. J., and Strong. J. 
M. Production of intracellular 35s-glutathione by rat and human hepatocytes for the 
quantification of xenobiotic reactive intermediates. Interact. 142: 43-55,2002. 

31. Cysyk, R.L., Parker, J.J Jr., Steeg, P.S., N.R., and Strong, J.M. The 
reaction of geldanamycin and C17-substituted analogues with glutathione: product 
identifications and pharmacological implications. Chem. Res. Toxicol. 19: 376-38 1,2006. 

Conference or Society Proceedings 

Effect of Cycloplhosphamide on Hepatic Metabolism and 
in the Rat, 1982 FASEB meeting, New Orleans, LA. 

2. N. R. J. R. Lopez, F. G. W. E. S. R. Taylor, G. Trube, L. 
A. Wanek. Paralysing Effects of Cardiotoxin on Skeletal Muscle are not Caused by 
Influx of Extracellular 1983 FASEB meeting, Chicago, IL. 

24. 
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3. I. G. Scanlan, N. R. Mass Spectrometric Analysis of Cyclosporine 
Metabolites. 31 st Annual Conference on Spectrometry and Allied Topics, 1983, 
Boston, MA. 

4. I. N. R. Mass Spectrometric Analysis of Cyclosporines. International 
Symposium on Mass Spectrometry in the and Sciences, 1 984, San Francisco, 
CA. 

5. N. R. I. Rabbit Biliary of Cyclosporine. 

Conference on Mass Spectrometry and Allied Topics, 1985, San 
 CA. 

6. I. N. R. The Structure and Activity of Cyclosporine Metabolites. 
European Drug Metabolism Workshop, 1986, London, U.K. 

7. C.-F. D. Cooney, R. Yarchoan, T. S. Gartner, N. M. Popovic, D. 
Johns, S. Broder. Inhibition of Human Virus (HIV) Infection of Fresh 
Peripheral Blood by Dideoxynucleosides and 
Phosphonoformate. Second International on Antiviral Research, April 10-14, 
1988, Williarnsburg, VA. 

8. C.-F. R. Yarchoan, D. Cooney, Z. Hao, S. Gartner, M. Popovic, N. D. 
Johns, S. Broder. Protection of Monocyte-Macrophages against HIV Infection by 
Dideoxynucleosides In Vitro. IV International Conference on AIDS, June 12-16, 1988, 
Stockholm, Sweden. 

9. J. S. Roth, C. L. Litterst, N. R. J. A. Kelly. HPLC Determination of 
Dideoxyadenosine, An Experimental Anti-,AIDS Drug in Biological Fluids. Twelfth 
International Symposium on Column Liquid Chromatography. June 19-24, 1988, 
Washington, DC. 

10. N. R. G. Ahluwalia, A. Fridland, R. Yarchoan, S. Broder, D. G. Johns. Cellular 
and Clinical Pharmacology of and NIH 
AIDS National Cooperative Drug Discovery and Development Meeting, Oct 30-Nov 2, 
1988, Oakland, CA. 

11. L. Hegedus, J. A. Kelley, N. R. D. Zaharko. Development of HPLC 
Methodology for the Measurement of Cyclopentenyl Cytosine in Biological Fluids and 
the Determination of Pharmacokinetics in Anniversary Meeting of the 
EORTC Pharmacokinetics and Metabolism Group. December 14-1 7, 1988, Cambridge, 
England. 

12. R. Yarchoan, R. V. Thomas, J. Pluda, N. R. 

(DDI) in Patients with AIDS or AIDS-Related Complex (ARC). American Federation 
for Clinical Research, May, 1989, Washington, DC. 

H. Mitsuya, C. F. K. S. 
Marczyk, D. G. Johns, S. Broder. An Initial Clinical Study of 
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13. N. R. R. Yarchoan, G. S. J. A. Kelley, S. Broder, D. G. Johns. 
Cellular Pharmacology and Clinical of and 

5th International Conference on AIDS, 1989, Montreal, Canada. 

14. R. Yarchoan, R. V. Thomas, J. M. Pluda, R. H. Mitsuya, C. D. G. 
Johns, S. Broder. Escalating Dose Phase I Study of Intravenous and Oral 
Dideoxyinosine (DDI) in patients with AIDS or ARC. 5th International on 
AIDS, 1989, Montreal, Canada. 

15. R. D. G. Johns, S. Broder, H. Mitsuya. Pharmacokinetic Study of Dextran 
Sulfate in Rats. Second International on Drug Research in Immunologic and 
Infectious Diseases: Acquired Immune Syndrome (AIDS), November 6-9, 
1989, Arlington, VA. 

and Presence of Other Medications on the 
6th International Conference on AIDS, June 

20-24, 1990, San Francisco, CA. 

17. N. R. D. A. Cooney, G. S. A. Fridland, L. L. Bondoc Jr. H. Mitsuya, 
D. G. Johns. Stimulation of the Phosphorylation and Anti-HIV Activity of 
dideoxynucleosides by IMP Dehydrogenase Inhibitors. 82nd Annual Meeting of the 
American Association for Cancer Research, May 15-18, 199 1, Houston, TX. 

18. Z. Hao, D. A. Cooney, M. H. Zhang, N. R. D. G. Johns. Resistance to 
Cyclopentenyl Cytosine and Increased CTP Synthetase Activity in Leukemia 
Cells. 83rd Annual Meeting of the Association for Cancer Research, May 
23,1992, San CA. 

19. N. R. J. M. Strong, J. M. Collin!;. Metabolism of Penclomedine by Human 
Liver. 85th Annual Meeting of the American Association for Cancer Research, April 
13, 1994, San Francisco, CA. 

20. N. R. S. O'Reilly, E. K. Rowinsky, J. M. Collins, J. M. Strong. The In 
Metabolism of Penclomedine. 86th Annuai' Meeting of the American Association for 
Cancer Research, March 18-22, 1995, Toronto, Ont. Canada. 

21. S. O'Reilly, N. R. J. M. Strong, S. Grossman, R. C. Donehower, S. Eller, E. 
Rowinsky. Tissue and Tumor Distribution of and its Metabolites in 
Rats with and without Brain Tumors. 86th Annual Meeting of the American Association 
for Cancer Research, March 18-22, 1995, Toronto, Ont. Canada. 

22. S. L. Grochow, R. C. Donehower, K. Bowling, T. L. Chen, S. Sartorius, E. 
Roskes, S. Ludeman, N. R. J. M. Strong, R. Struck, E. K. Rowinsky. Phase I 
and Pharmacologic Studies of (Pen), a Novel Alkylating Agent with 



Oncoloay, 

Hartman, 
Perfused 

Hartman, 
17a-Ethinylestradiol (EE2) 

Hilton 

Hartman, ThCnot, 3 5 ~  

Quantification 1 o ' ~  
IIV. 

Hartman, 
I 

5 1" 

Trleating #6,235,761, Hartman, 
O'Reilly, 

Prominent Preclinical Activity in Breast Cancer. 31st Annual Meeting of the American 
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K. U. Leo, T. G. Brewer, J .  M. Strong. Metabolism of Penclomedine by 
the Isolated Rat Liver. 87th Annual Meeting of the American Association for 
Cancer Research, April 20-34, 1996, Washington, DC. 

24. A. P. Li, N. R. C. Lu, J. M. Collins, J. M. Strong. Effects of Cytochrome P450 
Inducers on Conjugation in Primary Human Hepatocytes. 
North American ISSX Meeting, October 26-30, 1997, Head, SC. 

25. N. R. R. L. Cysyk, J.-P. J. M. Strong. Production of Intracellular 
Glutathione for the of Xenobiotic Reactive Intermediates. North 

Society of Clinical 

23. N. R. 

American ISSX Meeting, October 24-28,2000, Indianapolis, 

26. K.D. White, N. J. Strong, S. Musser. In Vitro Metabolism of Kava Kava 
Pyrones to Glutathione Reactive Metabolites. ASMS Conference on Mass 
Spectrometry, June 8-12,2003. 

PATENTS 

1. Compound, Composition And Method Of Cancer; U.S. N., 
Struck, R. F., S., Strong, J. M., Rowinsky, E. K., Collins, J. M.; May 22,2001. 
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