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Scope and Issues of Teaching Quality Regulation
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CMC
(CDE)

Standard
(ChP)

Testing
(NIFDC)

GMP

GSP

GLP/GCP/ADE

Product R&D

Review
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CDE:      Center for Drug Evaluation
ChP:      Chinese Pharmacopeia 
NIFDC:  National Institute of Food and Drug Control
GSP:      Good Supply Practice

Complexities:
• domestic vs. international 
• state vs. provincial
• local vs. global new/generic
• interest in how not why

Limitations: 
• national exam
• thesis requirement
• regulatory concerns
• doctrine courses
• faculty uncertainty
• logistic issues
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An Education Program Dedicated to Pharmaceutical Quality

Master’s Degree Program in International Pharmaceutical Engineering Management (IPEM)
Peking University with Collaboration from the US FDA and CFDA

 Established in 2007, enrolled 413 students, graduated 287, +50% of faculty from the US and EU
 Student profile: mid level managers in R&D, manufacturing, quality and registration
 Visited by FDA Commissioner (2010, 2014), SFDA Commissioner (2013), CFDA Minister (2015)

Quality System

Law & Regulation Product & Process

Quality Management

Law and Regulation Product and Process

 Law, regulation, guidance, preamble

 ANDA/DMF/NDA/505b2

 Application and compliance review

 FDA and ICH update

 Communication with regulators

 R&D of API, process and polymorph

 R&D of drug formulation and process

 R&D of product specs and methods

 R&D of biologics

 GMP, validation and regulatory filing

 Quality management

 Operational excellence

 Project management

 Product life cycle management

Technical Business

 Critical thinking, risk analysis

 Business considerations of generic

 Quality and price

 Legal issues of overseas marketing

 Supply chain security and integrity

 Intellectual property 

 Corporate governance, branding

 Statistical analysis

 Design of experiment 

 Drug discovery

 Automation and GAMP5

 Computer system validation

 Facility and equipment 

 Environment, health and safety

Curriculum
Critical Thinking, Quantitative Reasoning, Integration of Regulation with R&D
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In an increasingly hostile environment to the drug industry with:  

• higher regulatory hurdles and competition, 

• lower visibility and selling price,

• high interest in information, but low interest in knowledge,

• a short‐term mind set with no integrity bottom line of any kind,  

Would such a (traditional) education program survive?

Challenges

Sometimes, I feel we are preaching, not teaching, quality

Qiang Zheng
zhengqiang@pku.edu.cn

Center for Pharmaceutical Information and Engineering Research
Master’s Degree Program in International Pharmaceutical Engineering Management 

College of Engineering   Peking University

Thank You


