
8:00  Registration and Continental Breakfast

8:45 Co-Chairperson’s Opening Remarks
Ben Locwin, Senior Vice President of Quality, LUMICELL
TBD representative from THERMO FISHER SCIENTIFIC

9:00 Keynote Address
• Discuss the current landscape of the commercial manufacturing industry as a whole
• Understand the importance of risk management and quality oversight
• Look forward to discuss the future of commercial manufacturing industry
Ben Locwin, Senior Vice President of Quality, LUMICELL

RISK MANAGEMENT
9:45 Lessons Learned: Tech Transfer in Emerging Markets and Risk Management

• Discuss the landscape of emerging markets and how data integrity relates to them
• Understand inherent risks and challenges associated with long-distance working relationships
• Analyze case study scenarios to recognize the best practices and learn from prior lessons
• Explore the results: Talk about improvements that have been made
Eyad Salman, Principle Quality Site Manager, GENENTECH

10:30  Networking Break

11:00 Seven Stages of Lifecycle Management for Risk Assessment
•  Discuss a systemic approach to identifying and mitigating risks throughout the life cycle of a product’s development
• Integrate information systems between sponsor and vendor
• Outline partnership goals and communication standards
• Understand the legal requirements and limitations of a vendor relationship
• Define performance indicators that hold economic value in response to quality assessments
Adnan Sabir, Principal Consultant, Pharma Consulting Services, Former Associate Director of QA, KOWA PHARMACEUTICALS 

11:45 Lessons Learned: Building a Risk-Based Supplier Program: Balancing Diverse Needs Across a Global 
Network 
• Identify quality issues early in the supply chain to manage quality-related costs and risks
• Supplier Relationship Management: A partnership focused on value creation
• Valuable metrics for successful supplier management
Lisa Wyman, Vice President, Quality, ACCELERON PHARMA

12:30  Luncheon

1:30 Refine the Relationship Between Drug Product Quality and Timeline
•  Discuss the resources needed to ensure high-quality products are produced during an accelerated manufacturing timeline
• Pinpoint critical data points that can indicate quality standards in drug products
• Explore operational models and processes involved in quality assurance
• Balance quality, capacity, and timeline to ensure the needs of potential clients and regulatory agencies can be met
Li-Chung Huang, Executive Director, CMC Management, WUXI BIOLOGICS

STAKEHOLDER RELATIONSHIP
2:15 A Quality Perspective: Drive Success Through Effective CMO Selection 

• Understand key objectives for your partnership with CMO
• Discuss the desired technical capabilities of a vendor
• Assess the risk associated with potential partners
• Communicate with vendors to align quality and supply requirements
• Define key measurements to evaluate the working partnership throughout the product development process
Naymisha Patel, Vice President, Quality, OCULAR THERAPEUTIX

3:00  Networking Break
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3:30 PANEL DISCUSSION: Outsourcing Models: Evaluate and Understand the Different Services Offered by 
Various CDMOs to Aid Your Selection Process 
• Discuss the different outsourcing models including transactional outsourcing, preferred providers, and strategic partnerships
• Analyze the factors that go into choosing the best outsourcing model and resources for your needs
• Enhance the decision-making process by investigating how capacity, process, and costs are related
• Pinpoint common challenges faced when operating using the various outsourcing models
Heidi Hoffman, Executive Director, CMC and Supply Chain, SUTRO BIOPHARMA 
If you are interested in joining this panel, please contact Christopher Summa at csumma@questex.com or 917-932-0432. 

4:15 CMO/CDMO SHOWCASE
A select few manufacturing and development organizations will present to an audience filled with key decision-makers. This 
showcase will give the attendees a look into the inner-workings or CMOs and CDMOs of varying sizes.
• 15-minute blocks designed solely for CMO & CDMO professionals
• Take center stage and deliver insightful content and experiences to your targeted buyers
• Present a case study that details your facilities, capabilities, resources, and competitive advantages
• Answer questions received directly from decision-makers in the audience
TBD representative from THERMO FISHER SCIENTIFIC
If you would like to join the CMO/CDMO showcase, please contact Christopher Summa at csumma@questex.com or 917-932-0432.

5:30  Day One Concludes

Day One Monday, September 23

Day Two Tuesday, September 24
8:00  Continental Breakfast

8:45 Chairperson’s Recap of Day One
Ben Locwin, Senior Vice President of Quality, LUMICELL
TBD representative from THERMO FISHER SCIENTIFIC

9:00 A Risk-Based Approach for Managing Projects With CMOs
• Understand the tools to create risk assessments and risk management action plans.
• Ensure oversight over CMO processes using supplier risk management techniques
• Explore the interaction of operational risk management with CGMPs
• Discuss challenges of engaging CMOs in risk management activities and potential solutions
• Understand how to use a risk based approach to foster an efficient partnership
Jayet Moon, Quality Engineering Lead, TERUMO MEDICAL

9:45 Improve Efficiency and Collaboration Through CMO Relationship Management 
• Draft a comprehensive and descriptive quality agreement to ensure open communication
• Discuss the various business models carried out between sponsors and CMOs
• Organize the logistics of the agreement to define technical expectations
• Understand the importance of communication to help drive success and efficiency
Scott Duncan, Director of CMC, CENTREXION THERAPEUTICS 

10:30  Networking Break

11:00 PANEL DISCUSSION: Improve Vendor Relationships to Create Operational Excellence 
• Establish a foundation of trust between owners and contract manufacturers to ensure quality
• Discuss the role of transparency in regard to timeline, budget, and data
• Collaborate effectively to conduct the most efficient and successful tech transfer
• Explore sponsors expectations of timeline flexibility, focused expertise, and regulatory compliance
Scott Duncan, Director of CMC, CENTREXION THERAPEUTICS 
Jim Stahl, Senior Director of Analytical Development, PROMEDIOR 
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QUALITY OVERSIGHT
11:45 Lessons Learned: Utilize Centers of Excellence to Improve End-to-End CMO Management 

• Identify, evaluate, select and approve an external manufacturing site using the framework outlined by this model
• Discuss best practices for executing contract manufacturing oversight
• Analyze examples of processes, tools, decision points and governance
• Explore various strategies to partner with and manage CMOs in order to fully comply with global regulations
Jonathan Patroni, Global Head of Quality Assurance, KYOWA KIRIN BIO-PHARMACEUTICALS 

12:30  Luncheon

1:30 Contract Negotiation Strategies that Help Align Quality and Supply Goals
• Understand quality and supply risks as well as opportunities from the customer and provider perspective
• Optimize agreements for a world of M&A on both provider and CDMO sides
• Ensure alignment between quality and manufacturing agreements
Gerd Kochendoerfer, Senior Vice President, Head of Operations, PELLEPHARM
Terry Novak, Chief Operating Officer, TEDOR PHARMA

2:15 Establish Quality Systems and Prepare for FDA and EMA Inspections
• Analyze the FDA’s CGMP regulations to understand the parameters of inspection
• Pinpoint actionable solutions for inspection readiness
• Discuss the importance of data integrity when preparing for audits
Amnon Eylath, President, BROAD SPECTRUM GXP COMPLIANCE

3:00 Lessons Learned: China Rx: Exposing the Risks Associated with Outsourcing
•  Analyze the increasing dependency on China that the U.S. pharmaceutical supply chain has developed over the past 20 years
• Discuss root causes of quality assurance, product recalls and patient perspective incidents
• Explore the role that regulatory oversight plays in Eastern manufacturing environments
• Recognize the impact that the international landscape has on vendor relationships
• Identify disruptive strategies to improve the quality of the supply chain
Rosemary Gibson, Author of China Rx, Senior Advisor, THE HASTINGS CENTER

3:45  Conference Concludes

Day Two Tuesday, September 24
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