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#5118] 10H2 H Orientation

5520 10H9H GLP “General Provisions” and “Organization and Personnel”

#5310l 10H16H GLP “Facilities’ and “Equipment”

554[0] 10§23 H GLP “Testing Facilities Operation” and “Test and Control Articles”
#5510 10H30H GLP “Protocol for and Conduct of a Non-clinical Laboratory Study”
#elnl 11H6H GLP “Records and Reports”

#5710l 11H13H GLP “Disqualification of Testing Facilities”

#58[0] 11H20H GLP “Timing of Pre-clinical Studies in Relation to Clinical Trials”
#59lrl 12H4H GLP “Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals”
#5108 12H11H GLP “Safety Pharmacology Studies for Human Pharmaceuticals”
#51110] 12H 18 H Toxicokinetics 1

#5120] 12H25H Toxicokinetics 2

#513[9] 1H8H Research ethics

#514[8] 1H15H Chemical analysis 1

#5158 1H22H Chemical analysis 2
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* Attendance and active participation 50%
* Presentation50%
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Handouts
1.Code of Federal Regulations ICH Guideline
2.Lu" s BASIC TOXICOLOGY 4th edition Frank C. Lu and Sam Kacew, Taylor and Francis, 2002
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Credits of “Introduction to Toxicology” and “Environmental Health” are required.
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