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[ ] API [ ] GAMP [ ] PAT

[] Biotech [ ] Good Control Lab Practices | [ ] Product Process Devt
[]c&Q [ ] HVAC [] Project Management

[ ] Containment [] Investigational Products [] Sterile Products Processing
[] Critical Utilities [ ]OsD [] Sustainable Facilities

(] Disposables [] Operations Management

[ ] Eng Stds Benchmarking [ ] Packaging
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1 - Product Development
A. Formulation, clinical phases, and manufacture
B. Technology transfer
C. Production scale-up and optimization
2 - Facilities and equipment
A. Design and construction/installation
B. Commissioning and qualification as a risk management strategy
C. Operation and maintenance
D. Controls and automation
3 - Information systems
4 - Supply chain management
A. Materials management
B. Operational economics
C. Warehouse and distribution management
5 - Production systems
A. Production unit operations - drug (small molecule) and biologics
B. Production management
C. Production Control
6 - Regulatory compliance (includes drugs, environmental, health and safety)
A. Government regulations
B. Standards, practices, and guides
7 - Quality systems
A. Risk management and Quality Management System (QMS)
B. Systems validation (changed from Validated Controls)
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