Day One

TIME

1:00-2:30
2:30-2:45
2:45-4:00

Day Two
TIME
9:00-10:30
10: 30-10:45
10:45-Noon
Noon-1:00
1:00-2:30
2:30-3:45
3:45-5:00

Day Three
TIME
9:00-10:30
10: 30-10:45
10:45-Noon
Noon-12:30
12:30-145
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APs and Biomanufacturing

2008 Course Outline

TOPIC

Drug Development and Regulatory Affairs
BREAK

Drug Development and Regulatory Affairs (cont’d)

TOPIC

Regulatory Agencies and Enforcement
BREAK

Biomanufacturing Overview

LUNCH

History of CGMPs

BREAK

CGMP Definitions and Application of the
Regulations

TOPIC

CGMPs and Pharmaceutical Manufacturing
BREAK

CGMPs and Biomanufacturing

LUNCH

Regulatory Concerns and Warning
Letters
Evaluation forms and Closing Remarks
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