
8:00 Registration and Continental Breakfast

9:00 Chairperson’s Opening Remarks

9:15 KEYNOTE SESSION: “Ten Commandments” — The 
Keys to a Seamless Technology Transfer
A seamless technology transfer is desired by all but difficult 
to achieve in most cases due to poor planning.  Set the tone 
for the next two days with these “ten commandments” that 
should aid in preparing a successful tech transfer plan.
• Determine a plan for what should ensure a successful tech

transfer using ten key rules
• Discuss the trio of ICH guidelines Q8, 9, and 10, with an

emphasis on risk analysis to build quality into a product
• Increase confidence for releasing a product commercially:

Explore the benefits to optimization/scale-up 
• Understand the risk of miscommunication with CDMOs
Adnan Sabir, Principal Consultant, Pharma Consulting 
Services, Former Associate Director of QA, KOWA 
PHARMACEUTICALS

10:15 QbD Tech Transfer to Streamline Cell Therapy 
Development Across Multiple Sites
• Explore the opportunity to incorporate QbD tech transfer 

into cell therapy manufacturing
• Address alignment and communication efforts between

receiving and transferring sites for a smooth tech transfer
• Manage the application of quality by design principles and

project management 
• Establish key performance indicators to reduce risk and

increase process success rate 
Russell Beste, Sr. Director Global Process Development, 
MYLAN

11:00 Networking Break

11:30 A Road Map to Collaboration and How to 
Overcome Obstacles Throughout the Tech 
Transfer Process
• Follow the tech transfer process by hearing from multiple

professionals involved in different stages of the process 
• Understand interconnectivity of activities and groups and

learn tactics to assure collaboration across all departments
• Address errors that are made and the implications it may

have on the transfer success or timeline
• Strengthen your overall tech transfer process by employing

best practices
Moderator:
Jim Leverone, Senior Engineer, Manufacturing Sciences, 
IMMUNOGEN

12:30 Luncheon

1:30 Streamline the Manufacturing Process of 
Biologics to Reduce Risk and Ensure Efficiency 
• Discuss new ways of approaching antibody development
• Explore ways in which smaller biotechnology companies

achieve a faster transfer without formal processes
• Evaluate challenges in analytical tech transfer with the help

of case studies dissecting flaws and successes
• Overcome missing information throughout the process

while ensuring higher quality
Magdalena Leszczyniecka, Chief Executive Officer, President, 
STC BIOLOGICS
Dr. Zahra Shahrokh, Chief Development Officer, STC 
BIOLOGICS 

2:15 Address Complications in CMO Relationship 
Establishment to Strengthen CMO-to-Client 
Connections
• Discuss how to establish upfront transparency on

expectations across both client and CMO including 
interpretation of quality and service agreements

• Open dialogue with your CMO to ensure clear knowledge
of operational capabilities and lessons learned to enhance 
supply outcomes while helping the client understand 
potential upfront TT bottlenecks

• Establish how to manage and communicate internal client
business needs and timelines most effectively while 
prioritizing CMO internal and client challenges to strengthen 
the outcome

• How to apply key technology transfer concepts to new
modalities with the cell and gene therapy operational space

• Case Study: Explore past hurdles and how tools for data
trending, process trending, and management can be 
leveraged for future success

Jonathan Romero, Director, Biologics Development and 
Manufacturing, CELGENE

3:15 Networking Break

3:45 Remember When Engineering and Clinical Runs 
Were a Thing? Case Study: Direct Tech Transfer 
to Process Performance Qualification (PPQ)
• Experience an in-depth review of a tech transfer and scale-

up of a partner process to the 15K scale for PPQ
• Discuss challenges and successes with facility fit, risk

mitigation, readiness, and manufacturing operations
• Explore project management details for project completion

including scope of work, milestones, performance
• Interpret areas of improvement and lessons learned to

ensure future growth
Mitch Goetz, Senior Engineer II, BIOGEN 
Carin Gray, Senior Engineer II, BIOGEN

4:45 Day One Concludes
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8:00 Registration and Continental Breakfast

9:00 Chairperson’s Opening Remarks

9:15 Explore Methods to Leverage an Accelerated 
Technology Transfer 
• Gain a full understanding of technical requirements key to

the manufacturing of biologics
• Ensure a smooth and regulated accelerated process

utilizing certain process methods
• Identify SOP essential to accelerate processes and improve

existing procedures
Jody Logan, Senior Manufacturing Technical Specialist, 
GENENTECH

10:15 Technology Transfer of Biological Processes 
Suitable for Rapid Response for Single-Use 
Facility
• Discuss rapid response approaches to addressing

pandemics
• Evaluate challenges and defining success in rapid

technology transfer and development
• Case study: Technology transfer with single-use equipment

processes
Daniel Rudolph, Ph.D., Principal Engineer, Manufacturing 
Development, BioDefense Division, EMERGENT 
BIOSOLUTIONS

11:15 Networking Break

11:45 A Holistic Approach to the Management Process 
From Transfer to Manufacturing
• Ensure a thorough transfer of technology through a variety

of management techniques 
• Explore late stage process development and requirements

for success 
• Address challenges when scaling up and how to overcome

difficulties
Claudia Buser, Scientific Director, SANOFI GENZYME

12:30 A Regulatory Perspective: Government 
Technology Transfer Transactions
• Discuss protection of proprietary information, press

releases, and nondisclosure agreements and ensure a 
template of agreements to maintain privacy throughout the 
tech transfer process

• Case Study: Explore examples of a variety of agreements
executed by a regulatory body 

• Ensure a safe and effective technology transfer thus
improving success rates and minimizing risks

1:15 Luncheon

2:15 How to Remain Agile and Maximize Successful 
Tech Transfers With the Help of Your CDMO
• CDMO and customers for maximum communication and

transparency
• Standardize tech transfer by developing global policies to

align and drive success across multiple manufacturing sites
• Utilize tech transfer protocols, tools, and platforms to

increase speed and reduce costs
• Discuss project management tailored to leverage standard

stage gates and risk-based assessments 
• Address challenges when leveraging single-use platforms

but also embracing opportunities for delivering reduced risk 
in commercial-grade manufacturing 

Mark Ramsey, Senior Manager MSAT, THERMO FISHER 
SCIENTIFIC 

3:15 CASE STUDY: The Upstream Perspective for 
Technology Transfer of Novel Molecules  
• Adjust to new demands of process design and equipment

adaptation essential to the manufacturing of novel 
molecules

• Modify plant capabilities to accommodate the constraints
associated with new molecules 

• Evaluate the limits of traditional process boundaries
• Support adoption of new process alternatives

4:00 Closing Remarks
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“I received a holistic insight into tech transfer! It is undervalued at my company, but I got a lot of 
information to help higher-ups understand its importance.” 

—MSAT, Tech Transfer Specialist, BioMarin

“Excellent sessions. Very well planned and essential to understanding perspectives. Very 
applicable to multiple levels of tech transfer.” 

—Director, Engineering, Marketing and IOT, Cognizant 

“Excellent, interactive, and thought-provoking. It was wonderful working with other people and 
seeing how others interpret the same ideas.” 

—QA Associate, Regeneron 
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