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4. During this inspection certain of your activities. as described below and/or attached. were in vidation of NRC requirements and are being 
cited. This form is a NOTICE OF VIOLATION, which may be subject to posting in accordance with 10 CFR 19.1 1. 

(Violations and Corrective Actions) 

U ITED TATES 
NUCLEAR RE % i ?  UL RY COMMISSION 
2443 WAR ENVILL ROAD SUITE 210 

LkLE, IL 60532-4352 
 REA^% 111 

.- ._ 
Licensee’s Statement of Corrective Actions for Item 4, above. 

iereby state that. within 30 days. the actions described by me to the inspector will be taken to correct the violations identified. This statement of 
irrective actions is made in accordance with the requirements of t o  CFR 2.201 (corrective steps already taken. corrective steps which will be taken, 
rte when full comoliance will be achieved). I understand that no further written resoonse to NRC will be reauired. unless soecifically requested. 
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Field OHice 

0 Temporary Job Site 

PROGRAMSCOPE 

The licensee is a clinical research entity authorized for any byproduct material identified in 10 
CFR 35.100, limited to 150 millicuries of hydrogen-3 and carbon-14 for medical use in human 
research studies. The research involves the administration of carbon-14 and hydrogen-3 labeled 
investigative study drugs to research volunteers to determine the absorption, distribution, 
metabolism and excretion of the studied drug in humans. No licensed activities had been 
conducted since the previous inspection. Other medical research is ongoing as principle 
activites. 

Performance Observations 

During the inspection, the staff discussed protocols for: (1) surveys; (2) removable 
contamination surveys; (3) package receipt and handling; (4) waste handling; and 
(5) security of licensed material. 
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