
Department of Health and Human Services 
U.S. Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

Silver Spring, MD 20993 

April 24, 2008 

Licensing Assistant Section 
Nuclear Materials Safety Branch 
U.S. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia, PA 19406-1415 

Dear Madam/Sir: 
We would like to amend our Materials License number 19-07538-05. 
1) Remove Richard Cysyk, Ph.D. as an authorized user in Condition # I  1 of the Materials 
License. 

2) Change the Radiation Safety Officer (RSO) for this license from Raymond W. klecker to 
Robert Parker, Ph.D. in Condition # I2  of the Materials License. 

Robert Parker has been a radiation user in the Department of Health and Human Services 
since 1981. He successfully completed the IO-day Authorized User Course offered by 
Radiation Safety Branch of the National Institutes of Health and has been a continuous user 
since that time. He has experience with the isotopes of the current license, H-3, C-14 and S- 
35, as well others that are not on our current license, 1-125 and Cr-51. 

Attached is a letter acknowledging the completion the Authorized User Course and a Course 
Outline. Also attached is a CV for Robert Parker, Ph.D. 

Thanks for your assistance 

Since re1 y , 

John M. Strong, Acting Director 
Laboratory of Clinical Pharmacology 
Office of Testing and Research 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration, DHHS 
Life Sciences Building #64 
10903 New Hampshire Ave 
Silver Spring, MD 20993 
Phone (301) 796-0121 
Fax (301) 796-9818 

attachments 

cc. Robert Parker, Ph.D., Raymond W Klecker. 
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CDER, ORR, Division of Clinical Pharmacology 
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Rockville, MD 20850 3 J--'i=) 

This is to venfi that Dr. Robert J .  Parker (RSB#3495) successfully completed the requiremgts 
for the course, RADIATION SAFETY FOR AUZWORIZED USERS December 11, I980 as 
presented by the Radiation Safty Branch, Division of Safety, National Institutes of Health. He 
was approved as an Authorized User by the Radiation Safety Committee on February 1, 1981. 
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As an Authorized User (AU), Dr. Parker was approved to procure and supervise the use of 
radioactive materials. The AU also takes on the responsibility to instruct and supervise 
laboratory workers in the proper and approved safe handling of radioactive materials and 
approved laboratory practices to keep personnel radiation exposures as low as reasonably 
achievable. Other responsibilities of the A U include routine laboratory monitoring, and 
complying with all regulations governing the use of radioactive materials and Jaboratories as 
established by the Nuclear Regulatory Commission and the NIH Radiation Safety Ofice. 

Dr. Parker, also attended the I986 Annual Radiation Safety Refresher Courses as presented by 
the Radiation Safety Branch on October 26, 1989. 

Completion of this refresher course satis-es the annual NIH radiation safety training 
requirements for individuals working with radioactive materials licensed by the U. S. Nuclear 
Regulatory Commission. Radiation workers completing these reJLesher courses may continue to 
use radioactive materials under the supervision of Authorized Users. 

Attached are copies of the refresher training outline and a representative outline for the RSAU 
course. Iffirther information is needed, please contact me. 

William F. Holcomh 
Truining 0gice.r 
Rudiution Sujkty Brunch 
Division qf Sufety 
(301) 496-2255 
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RADIATION S A F E 7  FaA AUTHORECI  U S E X  

COURSE OUTLINE 
IFALL-7 991 \ 

I .  COURSE OVE3VIE"I 
A. S t r x c z e  
E. Hancccrs 
C. Quizos  
D. Homewcrk 
E. Lab Sessians 
F. Stair' a c  gues; lecures 
G. Exmimien 

I I .  INFODUCTION 
A. We!c=lme 5y Brmch Chief and NIH Radiation Sa%.ery Officer 
B. Overview ci progam 

111. RADIATION AND RADIOACTIVm- 1,11, a d  111 
' A. Atomic and Nuclear Structure 

1. arcrns, protons, neutrons electrons, Z,A 
- 2. isatopes, nuclides 

3. nuc!ear reactions 
4. ionization and ioniring characteristics 

1. d p h ,  beta,gamma, X-rays, neutrons 
2. speciiic activity 
3. half-Me, exponendal decay 

C. Produdon of Radioac=ivrty 
1. inernal conversion 
2. orMzii eiectron capture 
3. positron decay 
4. Erernsstiahlung 

D. Other Sources of Radiation 
1. narurat radioactivity 
2 acc,o!erators 
3. non-ionizing 

- 

8. Radioadvity and Radioactive Decay 
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A. 
6. 

C. So E z:ic 

1. direc, incirec: 
2. ionizzIicn, exci7ar:cn 

4. radicsensidviPj 
E.;iecs 

3. cne5:cai iinc 51c:c::czl c,cla.?lces 

1. 

2. 

Prompt effecs; mechanism of induc:icn 
a. acute radiation syndrome 
b. btocd changes 
C. Gi, CNS 

De!zyed eifzcs: mechanism of inauc.cn 
a. 

C. 
b. 

d. 

carcinogenesis 
leckernia 
life skxening 
ca~~.czcs 

D. Genetic Eiiects 
1. risks 
2. individual versus population 

E. Teratogenic effects 
F. Coping mechanisms (repair processes) 
G. Extrapolations into the low-dasa region 

A. Human study populations of interest 
8. Disassian of site-specific cancsr mortaiity findings 
C. Key factors considered in radioepidemiologic studies 

- 

X. E?IDEMIOLOGY OF RAOIOGENIC EIOE%*ZTS 

1. 
2. 
3. 
4. 
5. 
6. 
7. 
8. 
9. 

duration of follow-up 
age at exposure 
gender 
type of radiation 
mute of exposure 
dose 
dose rate 
organ exposed 
coiactors 
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PART 
PART 

II -- LIQUID SClNTiLLAnGN C3UNTING WORKSifOP 
V -- MCNTHLY SL'fiVEf OF A USE3 LAEORATOfiY 

XV. RS3 DATAEASE COMP?ITS.=i S'fSTE:A 

XVI. NIH ADM1NIST"nATIVE PFiOCE3URES 
A. Authcrizod use: s7iuC:ure; uszr res!s;;ztian . .. 

6. Raaktrion S a f q  Training 
C. Ad;rrtnis;;ative aspcs of Sicasssy prcgram, FS program -. 

D. Limits on acivities taken tc user labs; protocols 
E. NI H radianuciice invenrcry 
F. MCEihlY stacris qxt : untrained users; biozszy requests 

XVII. SifIPPiNG AND AEZEiVING 
A. Placin~ orders icr ;adionuc!ides 
E. How raaioacive mzwiais are received at NIH -- 
C. Contamination and contents checking 
0. Delivery to labs or storage in Bldg. 21 
E. Procedure far shipping - to another license - 

XVIII. REGUlATlONS, GUIDES, POLICIES 
A. Distribution of regulatory functions over which agencies 
8. Code of Federa Requiations . 

C. Guides 

D. Polices 

1. 
2. 
3. 

1. 

2 

1. 
2. 

10 CfFT 19, 20, 35 
pertinent provisions 
trzining requirements for human users 

NRC regulatory guides 
a. instrudons concerning risk (8 .Z)  
b. prenatal risk (8.13) 
c. amiicauons for medical use programs (10.3) 

NCRP, ICRP, other similar pubiications 

NRC licenses he!d by NIH 
Rzaiztion S&'erl/ Guide 
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NAME: Robert J. Parker 
SERIESGRADE: GS 13/10 

December 22,2006 
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B.Sc.(Hons) 1975 Pharmacology, University of Northumbria, School of Pharmacy, Sunderlzd, 
County Durham, England. UK. 
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Ph.D. 1977 University of London, St. Mary's Hospital Medical School, Paddington, London, 
England, UK. 

PROFFESSIONAL EXPERIENCE 

(1 978-1 985) 

(1 985- 1987) 
( I  987-1 990) 

1989 
(1990 -) 

Visiting Fellow/Associate, Laboratory of Chemical Pharmacology Division of 
Cancer Treatment, NCI, NIH, Bethesda, Maryland. 
Research Pharmacologist, Hazeleton Laboratories, Vienna, Virginia. 
Cancer Expert, Special Studies Section, Office of the Director, Division of Cancer 
Etiology, NCI, NIH, Bethesda, Maryland. 
Nagasone Fellowship, National Cancer Institute, Tokyo, Japan 
Pharmacologist FDA/CDER/OPS/OTR, Silver Spring Maryland 

HONORS, AWARDS, AND COMPETETIVE FDA CASH AWARDS FOR RESEARCH 

0 Nakasone Fellowship, Carcinogenesis Division, National Cancer Research Center, Tokyo, 
Japan 1990 

0 Cash award as member of CDER's IACUC committee 1994. 
0 Outstanding performance award for Development of Analytical Method to measure 

conjugated estrogens in human plasma 1998. 
0 Commendable Service Award as a member of the Nicotine Patch Research and Review 

Working Group 1998. 
CDER Information Technology Excellence Award as a Member of the OPS Laboratory 
Research Y2K Team 1999. 

0 

LICENSES and CERTIFlCATIONS 

0 Radiation Safety for Authorized Users - 5 day course completed December 1 1, 1980 at 
Radiation Safety Branch, NIH (RSB User #3495) 
DOT and NRC Requirements for Shipping Radioactive Materials - Training Certification 
from the Radiation Safety Academy on June 6,2007. 

0 

FDA SPECIAL ASSIGNMENTS AND ADVISORY ACTIVITIES 

0 

0 

FDNCDER, Animal care and Use Committee (1992 - 1995) 
CDER Reviewer Affairs Committee (1 999 - 2000) 
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liposomes. Aids Res. Hum. Retro. 6, 691-702, 1990. 
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24. Johnson, B.E., Parker, R., Tsai, C., Baltz, J., Miller, J., Shoemaker, R., Bastian, A., 
Stocker, J., Phares, J., Mulshine, J., Gazdar, A., and Idhe, D. Phase I clinical trial of 
dihydrolenperone in lung cancer patients, a novel compound with in vitro activity 
against lung cancer. Invest New Drugs , l  1,29-37, 1993. 
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31. Parker, R.J. . Hartman, N. R., Roecklein, B. A., Kupferberg, H. J., Stables J. S. (, d 
Strong J. M. Stability and comparative metabolism of felbamate metabolites and 
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Parker, R. J., and Black, C. D. V. : Local and cellular factors in the pharmacology of 
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Conference or Society Proceedings 

PRESENTATIONS (last 5 years or since last promotion, indicate Invited by asterisk* 

1. Enzyme induction in plateable cryopreserved human hepatocytes". IBC Life Sciences 
Conference "Drug-Drug Interaction and Metabolism" Philadelphia PA December 12- 13, 
2002. 

2. Comparison of Felbamate and Postulated Fluoro-Felbamate Intermediary 
Metabolism by Human Liver S9 Fractions Leading to Reactive 
Metabolites. 1 3th North American Meeting of the International Society for 
the Study of Xenbiotics, Wailea, Maui, Hawaii, October 23-27,2005. 



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

v(y/Le% , and to inform you that the initial processing which 
includes an administrative review has been performed. 

l ?do 77J.a-4- 
d T h e r e  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 / y 2 3 + p ,  
When calling to inquire about this action, please refer to this control number. 
You may call us on (61 0) 337-5398, or 337-5260. 

NRC FORM 532 (RI) 

(6-96) 
Sincerely, 
Licensing Assistance Team Leader 


