Basic GMPs for a Early Stage Vaccine Product

By 

Laureen E. Little, Ph.D.

Section 1 ……………………………………………………………………8:30 – 10:00

Topics Covered:  Product Development Cycle: Pre-Clinical; Phase 1; Phase 2; Phase 3 – the purpose and how this alters your testing, manufacturing and concerns.  The PHS and FD&C Act, FDA structure and its relationship to product life cycles – Safety, Efficacy and Consistency.

Break………………………………………………………………………...10:00-10:30

Section 2……………………………………………………………………..10:30-12:00

Topics covered: Approaching Early Stage GMPs :  Calibration vs. Qualification, IQ/OQ/PQ for equipment in the plant and in the laboratory, Change Control for Phase 1 and 2;  Capture vs. Control, establishing good documentation control and independent QA. Releasing Clinical Lots

Lunch…………………………………………………………………………12:00-1:00

Section 3………………………………………………………………………1:00-2:30

Topics covered:   Vaccine special topics:  Review of recently approved products, testing requirements, manufacturing lot size, animal rule vs. standard clinical approach for vaccines, stability issues, and problems with potency testing

Break………………………………………………………………………..…2:30-3:00

Section 4……………………………………………………………………….3:00-4:00

Topics covered: Phase 3 manufacturing: GMPs 210 and 211; The subsections A – F.  Including Organization and Personnel; training issues, equipment, monitoring, and Facilities.  Emphasis on issues for clinical manufacturing including:  hold validation, cleaning validation, reprocessing,
Day 2

Section 5………………………………………………………………………9:00-10:30

Topics covered:  GMPs continued: Subsections G-K, with an emphasis on Good Documentation Practices, Laboratory Controls, Quality Assurance Systems as they relate to aseptic processing

Break………………………………………………………………………..…10:30-11:00

Section 6……………………………………………………………………….11:00-12:30

Topics covered: Failure Investigations and how to treat Out-of-Specification (OOS) Results.  Historical introduction, guidance review and current inspectional finding 
