
09/1&/200& 0 & : 2 2  FAX 908 707 9211 J i% J GPSWPRD !dl 002 

P H  ARMAC EU T 1 CAL R E S E A R C H  
& DEVELOPMENT,  L.L.C. 

1000 U S  Highway 202. P.0. Bow 300 
Rarifan NJ 08869 

September 18,2008 

Licensing Assistance Team 
Division of Nuclear Materials Safety 
U.S. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia, PA 19406-1415 

Dear Sir or Madam: 0 30 IU 8 14 
This is a request by Johnson & Johnson Pharmaceutical Research 62 Development, L.L.C. 

h Mtan,  NJ to amend its NRC Material License number 29-02608-03 to reflect a change in the 
Radiation Safety Officer fiom Curtis Smock to James Kwiatkowski. 

Please find attached two copies of NRC Form 3 13 Application for Materials License and 
Mr. James Kwiatkowski’s CV pertaining to radioactive materials experience. 

In addition, al l  correspondence related to this license and the radiation safety program at 
Johnson & Johnson Pharmaceutical Research & Development, L.L.C in hitau,  NJ should be 
directed to Mx. James Kwiatkowski, Manager - Environmental, Health & Safety.  

I f  there are any questions regarding this, please contact James Kwiatkowski at (908) 704- 
4930. 

Kirk Hukr 
Sr. Director Operations & Process Quality 
Johnson & Johnson Pharmaceutical 
Research & Development, L.L.C. 
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US MZC License No. 2942608-03 Amendment 
Johnson & Johnson Pharmnceatical.Res-w.rch & Develonment. L.L.C. 

September 18,2008 
Raritan, NJ 

ITEM: NO. 7: INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAPETY PROGRAM AND 
TWEIR.TRAINING EXPERIENCE: 

Johnson & Johnson Pharmaceutical Research & Development, L.L.C. has appointed James Kwhtkowski as 
the Radiation Safety Oficer replaciring Curtis Smock, who has resigned &om Johnson & Johnson. Mr. 
Kwiatkowski currently serves as Manager of Environmental, Health & Safety for Johnson & Johnson 
Pharmaceutical Research & Development, L.L.C. in Wan, NJ. Mt. Kwiatkowski has been employed 
by Johnson & Johnson for 7 years, during which time he has been responsible fbr various aspects of the 
radiation safety programs across three NRC licenses, including the radiation safety officer role for 
Johnson & Johnson Consumer Product Company from 2002 - 2003. 

Attached please fmd Mr- Kwiatkowski's CV. 



J & J GPSGIPRD @I 007 

Attachment I[ - Curricalum Vitae 

JAMES T. KWIATKOWSKl 
Manager - Environmental, Health & Safety 

Johnson & fohns011 Pharmaceutical Research & Development, L.L.C. 
1000 Route 202 

Raritan, NJ 08869 
(908) 704-4930 

EDUCATION: 

Universitv of Medicine & Dentism of New Jersey Kl$lD --" NQ. Piscatawav. NJ 
MPH Environmental & Occupational Health, October 2001 

Rutgers University, Cook College, New Brunswick, NJ 
B.S., EnViomntal SciencePollution & Treatment Sciences, May 1997 

EXPERIENCE: 

M m e r ,  Environmental. Health & Safktv - Johnson & Johnson Environmenral, Health & 
S&ty supporting Johnson & Johnson Pharmaceutical Research & Development, L.L.C. (2/07 - 
present). 

Assistant Miation Safety Officer for the site supporting approximately 40 
laboratories and two radioactive waste storage areas utilizing/storing millicurie 
quantities of a variety of beta and gamma emitting materials (primarily H-3, C-I 4, 
Fe-59) 
Providing technical advice and guidance regarding procedures and practices for safe 
handling of radioactive materials, radiation-producing equipment, lasers and other 
sources of non-ionizing radiation. 
Providing ionizing and non-ionizing radiation sw training to users to ensure 
guidance in safe handling for a variety of beta and gamma emitting radioactive 
materials, ionizing radiation equipment and vafjous lasers and non-ionizing radiation 
producing equipment. 
Coordinate radioactive waste collection, storage, decay-in-storage and off-site 
shipment programs h r  waste s t r m  containing H-3, C-14 and Fe-59. 

Stafflndustrial Hvniene Specialist - Johnson & Johnson Safety & lndustrial Hygiene supporting 
Johnson & Johnson Pharmaceutical Research & Development, L.L.C. (8/06 - 2/07). 

0 Assistant Radiation Safety Officer for the site supportiug approximately 40 
laboratories and two radioactive waste storage areas utilizing/storing millicurie 
quantities of a variety of beta and gamma emitting materials (primarily H-3, C-14, 
Fe-59) 

PERSQNAL INFQRMATION WAS REMOVED 
BY NRC. NO COPY OF THIS INFORMATION 

DAS RETAINED BY THE NRC. 
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Providing technical advice and ~ k l a n c e  regarding procedures and practices for safk 
handIing of radioactive materials, radiation-producing equipment, lasers and other 
sources of non-ionizing radiation 
Providing ionizing and non-ionizing radiation sake training to users to ensure 
guidance in s& handling for a variety ofbeta and gamma emitting radioactive 
materials, ionizing radiation equipment and various lasers and non-ionizing radiation 
producing equipment. 
Coordinate radioactive waste collection, storage, decay-in-storage and off-site 
shipment programs for waste streams containing H-3, (2-14 d Fe-59. 

0 

Sr. Industrial .Hvgiene Specialist - Johnson & Johnson Safety & Industrial Hygiene. supporhg 
Johnson & Johnson Pharmaceutical Research C Development, L.L.C (V04 - 8/06). 

Assistant Radiation Safety Of€icer for the site supporting approximately 100 
laboratories and two radioactive waste storage areas utilizing/storing milIicurie 
quantities of a variety of beta and gamma edttkg materials (primarily H-3, C-14, P- 
33, P-32, Fe-59,1-125 and S-35). 
Providing technical advice and guidance regarding procedures and practices for safb 
handling of radioactive materials, radiation-producing equipment, lasers and other 
sources of non-ionizing radiation. 
Manage radioactive materials receipt, inventory, waste management and records 
maintenance programs. 
Supervising quarterly/month€y monitorhg utilizing liquid scintillation counting 
systems, gamma counting systems and a variety of portable survey instruments for 
approximately 100 laboratories and 2 waste storage areas utilizinglstoring millicurie 
quantities of a variety of beta and gamma emittins materbls. 
Providing ionizing and non-ionizing radiation safety training to users to ensure 
guidance in safe handling for a variety of beta and gamma exniting radioactive 
materials, i o d g  radiation equipment and various lasers and non-ionizing radiation 
producing equipment. 
Coordinate radioactive waste collection, storage, decay-in-storage and off-site 
shipment programs for waste streams containing H-3, C-14, P-32, P-33, S-35, Fe-59, 
Ca-45 and 1-125. 

0 

0 

Indust~hl Hwiene SDeciaJist -Johnson L Johnson Safety & Industrial Hygiene supporhg 
Johnson & Johnson Pharmaceutical Research Institute, Raritan, NJ, Ortho-Clinical Diagnostics 
Inc., Raritan, NJ and Johnson & Johnson Consumer Products Companies, Skillman, NJ (8101 - 
7/04). 

0 Radiation Safiety Officer for Johnson & Johnson Consumer Products Companies. 
Provide technical advice and guidance regarding procedures and practices for safe 
hading of radioactive mterids, radiatioa-producing equipment, lasers and other 
sources of non-ionizing radiation. Manage radioactive materials receipt, inventory, 
waste management and records maintenance programs. 
Assuring compliance with all elements of state and Meral government issued 
radioactive materials licenses. 
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Providing ionizing and ma-ionizing radiation safety training to users to ensure 
guidance in safe handling for a variety of beta and gamma emitting radioactive 
materials, ionizing radiation equipment and various lasers and non-ionizing radiation 
producing equipment. 
Supervising quaaerly/mnthly monitoring utilizing liquid scintillation counting 
systems, gamma coming systems and a variety of portable survey instruments for 
approximately 100 labomtones and two radioactive waste storage areas 
utilizing/storing millicurie quantities of a variety of beta and gamma emitting 
materjals. 
Perform thyroid scans and evaluations for employees working with 1-125 and 
performing iodinations. 
Coodinate radioactive waste collection, storage, decay-in-storage and off-site 
shipment programs fix waste streams containing H-3, C-14, P-32, P-33, S-35, Fe-59, 
Ca-45 and 1-125. 
Attend quarterly radiation safety committee meetings. 
Cabrate portable radiation detection instrumentation, liquid schtUation counting 
systems and gamma counting systems utilizing Cs-137,1-125,1-129, H-3, C-14 and 

Evaluate incoming and outgoing radioactive materials with wipe testing and dose rate 
evaluation fbr packages containing site authorized radioactive materials. 
Coordinate distriiution, collection, maintenance and evaluation of personnel 

Sr-90 SOWC~S. 

dosimetry program. 

Health & S&ty S-mialist - Rutgers Environmental Health & Safety, Piscataway, NJ (9/99 - 
810 I). 

Conducted quarterly monitoring of approximately 100 laboratories us& up to 
millicurie amounts of C-14, H-3, S-35, P-32, P-33 and 1-125. 

0 Performed annual contamkation surveys in approximately 100 laboratories utilizing 
liquid scintillation counting systems and a variety ofpombk survey instruments fbr 
detecting beta and gamma emitting materials. 

0 Participated on an emergency response team to handle radioactive and chemical 
spilldemergencies. 

Radiation Safetv Specklist - Rutgers Environmental Health 62 Safety, Piscataway, NJ (10/98 - 
9/99). 

0 Presented radiation safety training to lab personnel employed by Rutgets University 
and Robert Wood Johnson Medical School to ensure sa& handling of the following 
radioisotopes: P-32, P-33, S-35, H-3, C-14, Cr-51,I-125 and Ca-45. 

0 Coordinated radioactive waste collection, storage, decay-in-storage and off-site 
shipment programs for waste streams containing P-32, P-33, S-35, H-3, C-14,Cr-51, 
1-125 and Ca-45. Sampled and surveyed radioactive waste held for decay-in-storage 
to ensure compliance with fkderal, state and local regulations. 
Conducted quarterly audits of the radioactive waste storage facility utilizing liquid 
scintillation counting systems and a variety of portable survey instruments. 
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0 Continued responsibilities of a Radiation Safety Technician. 

Radiation Safetv Technician - Rutgers Environmental Health & Safkty, Piscataway, NJ (10/97 - 
10/98). 

0 Picked-up millicurie amounts of €3-3, C-14, P-32, P-33, S-35,1-125, Cr-51 and Cad5 
waste fiom all radioactive materials-use laboratories at Rutgers University and Robert 
Wood Johnson Medical School. All radioactive waste was transported to a storage 
facility on Busch Campus following NRC and DOT regulations. 

0 Conducted quarterly audits of the radioactive waste storage fiic;licv utilizing liquid 
scintillation countmg systems and a variety of portable survey instruments. 

0 Coordinated radioactive waste storage, decay-in-storage and preparation of containers 
for off-site shipment programs for waste streams containing 33-3, C-14, P-32, P-33, S- 
35,l-125, Cr-51 and Ca-45. Sampled and surveyed radioactive waste held fbr decay- 
in-storage to ensure compliance with fbderal, state and local regulations. 

0 Maintained up-to-date inventory on all waste being genexated and disposed utilizing 
HPA computer program. 

0 Developed and updated Standard Operathg Procedures (SOP) to be followed while 
working with radioactive waste. 

DOT Trabiq Req uirements for ShibDk & Receivim - Radhactive 
Medicine & Dentistw of NJ (UMD NJZ Newark, NJ 2003. 

- University of 

Radiation Safm Annual R e k s k r  Training - JM Pharmaceutical Research & Development, 
L.L.C., f i t -  NJ, 2002-2007. 

Radiation Safetv Officer - CSI Radiation Safety Academy, Gaithersburg, MD, 2001 (40 hours) 

D_OT T r a W  - Reauirements for S h i b ~ h t ~  & Receiving Radioactive Mate&& - CSI Radiation 
Safety Academy, Gaithersburg, MD, 2001. 

Radiation Safkty Orientation Training - R W. Johnson Pharmaceutical Research InstitUte, 
Raritan, NJ, 2001 (4 hours). 

DOT Hazmat Emdwee Trajnin5 - Clean Harbors Environmental Training Specialists, 2000 (8 
hours). 

Liquid Scintillation Countins - Cook College Department of Environmental Sciences and the 
Eastern Regional Radon Training Center, Piscataway, NJ, 1999. 

Basic Radioisorone Theom - Cook College Department of Environmental Sciences and the 
Emem Regional Radon Training Center, Piscataway, NJ, 1999. 
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Radiation Instnun entation - Cook College D e m e n t  of Environmental Sciences and the 
Eastern R e g b d  Radon Training Center, Piscataway, NJ, 1999. 

Radioactive Waste Packing.  Traasoo rtation and Disposal Workshop - Chem-Nuclear Systems, 
Columbia, SC, 1998 (40 hours). 

Annual Radiation Sa&@ Trainins - Rutgers University, Pkataway, NJ, 1998-2001. 

Hazardous Waste Site Operations Refiesher - Clean Harbors Environmental Training 
SpeCialbtS, 1998-200 1 (8 horns). 

Radiation Safetv Orientation. Training - Rutgers University, Piscataway, NJ, 1997 
(4 h o w  

- University ofMedicine and DOT Hazardous Materials Transmrt@ion.Regulations T r m q  
Dentistry of New Jersey-Robert Wood Johnson Medical School, New JerseyMew York 
Hazardous Materials Worker Training Center, 1997 (8 hours). 

. .  

Hazardous Materials Incident Response Operations - U.S. Environmental Protection Agency, 
Office of Emergency and Remedial Response, Edison, NJ, 1996 (40 hours). 

PROFESSIONAL ORGANIZATIONS: 

New Jersey American Industrial Hygiene Association (2006 - present) 
0 American Industrial Hygiene Association (2000 -present) 


