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Jack Chu K

Jack Chu is a licensed Professional Engineer. Jack works in Bio-pharm
and Medical Device Industries for more than 35 years. Jack retired from
Merck & Co. Inc. after (25) year services. He is Principal Consultant and

Key Account Manager of CAI (Commissioning Agents, Inc. USA). Jack is

continuing on his professional journey of the global bio-pharm industry.
Jack has extensive engineering knowledges and application experiences
in the Bio-pharm Industry. He is the SME in thermodynamics, hydraulics and
aerodynamics. He managed many large projects and delivered quality results. He led his
project team successfully completing large OSD manufacture’s redesign/rebuild project with
PAT applications to advance the manufacturing systems. In 1992, Jack developed a
retrospective qualification protocol utilized the science and risk based approach
methodology. His C&Q team (commissioning and qualification) successfully achieved CPP’s
(critical performance parameters) test results and re-qualified existing OSD manufacture
HVAC systems. In 1998, he developed the Heat Mapping Validation Strategy that
established an achievable critical path for the industry to evaluate and to qualify the
process equipment.

He is one of the strong supporters to International Society of Pharmaceutical Engineering
(ISPE). He is the member of OSD Baseline Guide (Oral Solid Dosage) leadership team since
1997. In 2011, ISPE appointed Jack as chairperson to lead OSD BG 3rd Revision. Jack
teaches OSD and API training courses (ISPE), and he is a frequent speaker to international
bio-pharm conferences.

Mr. Chu focuses on the Technologically Advancement and Process Reliability. He is the firm
believer of Pharm 4.0 for revolutionizing our Bio-pharm Industry. Jack envisions the future
of Bio-Pharm Industry shall be capable of E-Quality System, Smart Manufacturing
Operating Systems, PAT Application/Control Systems and Continuous Manufacturing
Process Systems.

Jack is the Vice Chairman (elected) of IAG (Industrial Advisory Group) at Widener
University, where he lectures Pharmaceutical Manufacturing Engineering of BME (Bio-

medical Engineering).
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