CURTIS LUI
San Francisco, CA | 415-933-7397 | curtis.lui.wc@gmail.com | www.linkedin.com/in/curtislui | www.curtislui.com
TECHNICAL OPERATIONS & ENGINEERING LEADERSHIP | PROCESS ENGINEERING | MANUFACTURING READINESS
Engineering and technical operations leader with 16+ years of experience in regulated manufacturing. Led multidisciplinary engineering teams and programs in manufacturing readiness, external manufacturing oversight, process optimization, capital planning and execution, technology transfer, startup and scale-up, and continuous improvement. Maintained direct technical involvement in GMP production support, investigations, process validation, equipment qualification, and manufacturing documentation. Recognized for building process monitoring capabilities that increase visibility into operations and guide technical decisions. Remote/Hybrid/Onsite worker, located in San Francisco Bay Area with up to 20% travel.
Organizations Worked With: Otsuka, Novartis, Grifols, Intarcia Therapeutics, Korsch, Mesa Labs, Mettler Toledo, 
Proditec, Adhesives Research, Sever Pharma Solutions
CORE SKILLS
Technical Operations | Process Engineering | Manufacturing Readiness & Transformation | Process Validation / PPQ 
Equipment Qualification | Continued Process Verification (CPV) | Troubleshooting & Production Support | Design Control
Technology Transfer & Scale-Up | Deviation Investigations / CAPA | Change Control & GMP Documentation | ISO 13485
External Manufacturing / CMO Oversight | Cross-Functional Program Leadership | Risk Management / FMEA
Capital Planning | Strategic Planning | People Leadership & Development | KPI Development & Performance Analytics
JMP | Microsoft Excel| Microsoft Copilot| ChatGPT
BUSINESS IMPACT HIGHLIGHTS
· Led a cross-functional team of 19 members through a 12-month site-wide process revalidation and equipment requalification program following a major facility upgrade and relocation of Manufacturing and Quality Control operations, combining technical execution and leadership to sustain GMP readiness and clinical supply. (Otsuka)
· Led CPV program for 25+ commercial antigen products used in blood testing kits; also authored and executed PPQ protocols supporting readiness of commercial manufacturing for products transferred to new facility. (Grifols)
EXPERIENCE
Associate Director, Process Engineering, Otsuka Pharmaceutical, Hayward, CA                              Dec 2023 – Oct 2026

Led and developed a team of 3 senior engineers while maintaining direct technical involvement in developing, scaling, and operationalizing equipment and processes across placebo tablet manufacturing, product packaging, and stability-related manufacturing. Set team priorities, allocated resources, and provided technical direction for Good Manufacturing Practice (GMP) operations and clinical supply. Worked directly with Manufacturing and Quality to resolve issues and deviations, execute technical deliverables, and maintain operational readiness.
· Directed engineers delivering capital projects (typically valued at $400K–$500K with larger projects exceeding $500K) from initiation through equipment selection, procurement, commissioning, qualification, and production readiness. Owned OPEX and CAPEX planning for Process Engineering, prioritizing investments and resources.
· Oversaw engineers managing external Contract Manufacturing Organizations (CMOs) that manufacture critical raw materials, providing direction on equipment selection and evaluation, technical issue resolution, and supplier change management and performance.
· Expanded packaging operations for clinical drug products through process development, equipment qualification, and documentation readiness.
· Improved engineering workflows with AI-assisted tools across the team, reducing end-to-end cycle times for GMP technical documentation by more than 50%.

Senior Staff Process Engineer, Otsuka Pharmaceutical, Hayward, CA                                              May 2021 – Dec 2023

Led process engineering, validation, and continuous improvement projects for manufacturing of an ingestible sensor and tablet while managing a team of 3 senior engineers responsible for designing and implementing processes and equipment, introducing materials and specifications, and sustaining operations. Authored and executed qualifications and change controls, conducted investigations, and created GMP documentation in partnership with Manufacturing, Quality, and external suppliers.
· Revitalized the site’s stability program for core ingestible sensor products, resolving testing and documentation gaps, coordinating execution and closure of 5 long-term stability studies, and establishing and extending shelf lives, including a 50-month shelf life for tablet products.
· Developed the framework to reestablish the site’s process monitoring program, defining stakeholder requirements, data sources, metrics, and responsibilities to support statistical process control (SPC), improving visibility of process performance and supporting data-driven decisions. 
Senior Engineer, Grifols Diagnostic Solutions, Emeryville, CA	       	                                       Apr 2018 – May 2021

Led site-wide Continued Process Verification (CPV) program and team for commercial manufacturing of recombinant proteins, providing statistical monitoring, analytics, and performance reporting as part of Manufacturing Science & Technology (MSAT). 
· Expanded CPV to new manufacturing site, establishing upstream and downstream Key Performance Indicators (KPIs) and reporting tools to support technology transfer and ongoing performance monitoring of commercial production.
· Developed dashboards and a data management system to improve operational visibility, support regulatory compliance, and guide operational improvements.
· Authored and executed Process Performance Qualification (PPQ) protocols to qualify manufacturing of multiple antigens transferred to a new manufacturing facility. Successfully completed PPQs to support commercial readiness.
Manufacturing/Process Engineer III, Intarcia Therapeutics, Inc., Hayward, CA	                          Jun 2015 – Mar 2018

Provided manufacturing and process engineering support for aseptic GMP operations, leading process improvements, risk reduction initiatives, validation activities, and technical investigations to improve process robustness and operational reliability. 
· Led implementation of a new glove integrity testing program, fulfilling an FDA remediation commitment by 2017.
· Authored and revised batch production records, specifications, SOPs, and change controls spanning membrane molding, subassemblies, cleaning, suspension mixing, filling, and Tangential Flow Filtration (TFF).
· Introduced environmental-monitoring equipment into GMP manufacturing operations, developed specifications and operating procedures, and executed system qualification to enable routine monitoring.
Process Development Engineer, Novartis Pharmaceuticals, San Carlos, CA	                           Jun 2010 – Jun 2015

Supported drug product process development, technology transfer, scale-up, and introduction of new products into GMP manufacturing, bridging early-stage R&D and commercial production through process characterization, equipment implementation, and manufacturing readiness.
· Led introduction and feasibility assessment of multiple drug products on GMP manufacturing equipment, defining process and equipment requirements for implementation in clinical production.
· Developed and scaled downstream capsule-filling processes for spray-dried APIs for inhalable products, from R&D to commercial production. Characterized powder flowability and evaluated filling performance across capsule sizes.
· Adapted capsule-filling processes for API product changeovers, including execution of process and cleaning validations to support safe and consistent manufacture of multiple drug products.
EDUCATION 
Master of Science (M.S.) Degree – Industrial & Systems Engineering, San Jose State University (summa cum laude) 
Bachelor of Science (B.S.) Degree – Mechanical Engineering, University of California, Berkeley		               
Certificate in Project Management, University of California, Berkeley (Extension) 
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