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Disc One — The video presentation consists of 12 modules that can be viewed
individually.

Part | — Introduction to FDA GMP regulations

Part Il —

Organization and Personnel, 21 CFR 211.22-211.34

Buildings and Facilities, 21 CFR 211.42-211.58

Equipment, 21 CFR 211.63-211.72

Control of Components and Drug Product Containers and Closures, 21 CFR
211.80-211.94

Production and Process Controls, 21 CFR 211.100-211.115
Packaging and Labeling Control, 21 CFR 211.122-211.137
Holding and Distribution, 21 CFR 211.142-211.150

Laboratory Controls, 21 CFR 211.160-211.176

Records and Reports, 21 CFR 211.180-211.198

Returned and Salvaged Drug Products, 21 CFR 211.204-211.208

Part 111 — Building Quality Systems

Disc Two — Resources

Regulations — 21 CFR Parts 210 and 211

Guidance for Industry — Quality Systems Approach to Pharmaceutical CGMP
Regulations

Pharmaceutical cGMPs for the 21st Century — A Risk-Based Approach

Q7A — Good Manufacturing Practice Guidance for Active Pharmaceutical
Ingredients

Q10 — Pharmaceutical Quality System

FDAnews Management Report — A Process Approach to Pharmaceutical Quality
Systems: A Guide to ICH Q10 Compliance
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