DAY 1 – October 07, 2026
Advancing Innovation in Human Gene Therapy

Session 1
Gene Delivery Technologies
This session will focus on viral and non-viral delivery systems, vector engineering, targeted delivery approaches, and emerging technologies improving safety and therapeutic efficiency in gene therapy.
Potential Speakers:
• Viral Vector Expert – Thermo Fisher Scientific
• Director, Vector Development – Novartis
• Research Lead – BioNTech
• Gene Delivery Scientist – Moderna
• Innovation Leader – Lonza Group

Session 2
Clinical Trials and Therapeutics
This session will highlight advancements in clinical trial design, patient recruitment strategies, therapeutic development, and translational approaches in gene therapy.
Potential Speakers:
• Clinical Research Leader – IQVIA
• Director, Clinical Development – Parexel
• Global Clinical Lead – Pfizer
• Translational Medicine Expert – Roche
• Research Head – Novartis

Session 3
Efficient Human Genome Editing
Gene editing technologies including CRISPR, base editing, and prime editing are transforming precision medicine. This session will discuss innovations, safety, and therapeutic applications.
Potential Speakers:
• Gene Editing Lead – CRISPR Therapeutics
• Director, Genome Engineering – Beam Therapeutics
• Scientific Director – Intellia Therapeutics
• Research Leader – Editas Medicine
• Innovation Head – Vertex Pharmaceuticals

Session 4
Applications – Exploring Diverse Applications
This session will explore the application of gene therapy across oncology, rare diseases, neurological disorders, cardiovascular diseases, and regenerative medicine.
Potential Speakers:
• Oncology Research Lead – Bristol Myers Squibb
• Rare Disease Expert – Vertex Pharmaceuticals
• Neurology Specialist – Biogen
• Clinical Leader – Roche
• Gene Therapy Director – Novartis

Session 5
Market Trends and Opportunities
Experts will discuss investment trends, emerging markets, industry growth, partnerships, and future business opportunities in the global gene therapy landscape.
Potential Speakers:
• Market Strategy Leader – Pfizer
• Investment Expert – Biotech VC
• Commercial Strategy Director – Roche
• Industry Analyst – Deloitte
• Innovation Head – AstraZeneca

Session 6
Regulatory Landscape
This session will provide insights into evolving regulatory frameworks, approval pathways, compliance requirements, and global policy developments for gene therapies.
Key discussion areas will include regulatory expectations, CMC requirements, GMP compliance, quality systems, and inspection readiness throughout the gene therapy development lifecycle.
Potential Discussion Topics:
Assumption or Risk? Common Gene Therapy Manufacturing Beliefs That Become Regulatory Findings
This interactive quality and regulatory session will examine common assumptions in gene therapy development that may later become CMC, GMP, or regulatory risks.
Discussion points:
• “Closed” viral vector manufacturing systems versus effective contamination control strategies
• Single-use technologies: contamination control benefits and potential risks
• Comparability challenges following AAV, lentiviral vector, or plasmid process changes
• Potency assay assumptions that may create late-stage development challenges
• Transition from early clinical controls to commercial GMP expectations
• Quality system gaps identified during audits, inspections, and commercialization readiness assessments
• Developing documented, risk-based control strategies
Potential Speakers:
• FDA Representative
• EMA Representative
• Regulatory Affairs Leader – Roche
• Policy Expert – WHO
• Compliance Director – Novartis

DAY 2 – October 08, 2026
Commercialization, Manufacturing & Future Directions

Session 1
Investment and Funding Opportunities
This session will focus on venture capital trends, biotech investments, public-private partnerships, and funding opportunities supporting innovation in gene therapy.
Potential Speakers:
• Venture Capital Expert – Biotech VC
• Investment Director – Goldman Sachs
• Funding Strategist – Pfizer Ventures
• Partnership Lead – Roche
• Industry Innovation Advisor – Novartis

Session 2
Manufacturing and Supply Chain Strategies
Scaling manufacturing while ensuring quality, consistency, and compliance is critical for commercialization. This session will discuss GMP manufacturing, automation, logistics, analytical strategies, and supply chain optimization.
Key discussion areas will include manufacturing readiness, quality systems, process robustness, and challenges in transitioning gene therapy programs from clinical development to commercial production.
From Clinical Promise to Commercial Readiness: CMC and Quality Risks That Can Delay Gene Therapy Approval
This session will focus on the gap between promising clinical data and the CMC and quality maturity required to support late-stage development, regulatory submission, and commercial readiness.
Discussion points:
• Process robustness and manufacturing consistency for viral vector products
• Comparability planning before major process, site, scale, or analytical changes
• Potency assay readiness and linkage to mechanism of action
• Raw material, plasmid, and supplier control strategies
• Contamination control expectations for viral vector manufacturing and fill-finish operations
• Quality system maturity from Phase 1/2 development toward commercial stages
• Readiness considerations before BLA/MAA submission and regulatory inspections
Potential Speakers:
• Manufacturing Leader – Lonza Group
• Bioprocessing Expert – Thermo Fisher Scientific
• Director, Manufacturing – Pfizer
• Head of CGT Production – Novartis
• Supply Chain Expert – Bayer

Session 3
Clinical Development and Trial Design
This session will cover adaptive trial designs, patient-centric strategies, biomarker integration, and innovative approaches accelerating clinical development.
Potential Speakers:
• Clinical Development Lead – Parexel
• Translational Medicine Expert – Roche
• Global Trial Director – Pfizer
• Research Leader – IQVIA
• Clinical Innovation Lead – Bayer

Session 4
Technology Innovations
Emerging technologies are rapidly reshaping the future of gene therapy. This session will highlight advancements in AI, automation, analytics, and next-generation therapeutic platforms.
Potential Speakers:
• AI Innovation Leader – NVIDIA
• Digital Transformation Director – Roche
• Genomics Expert – Illumina
• Technology Scientist – Moderna
• Innovation Head – AstraZeneca

Session 5
Collaborations and Partnerships
Collaboration between academia, biotech, pharmaceutical companies, and healthcare organizations is driving progress in gene therapy. This session will discuss strategic alliances and partnership models.
Potential Speakers:
• Partnership Director – Gilead Sciences
• Business Development Lead – Pfizer
• Alliance Manager – Roche
• Innovation Strategy Head – AstraZeneca
• Collaboration Expert – Novartis

Session 6
Commercialization and Market Access
This session will address commercialization strategies, reimbursement challenges, patient access, and market expansion opportunities for advanced therapies.
Potential Speakers:
• Market Access Lead – Novartis
• Commercialization Director – Roche
• Business Strategy Expert – Pfizer
• Pricing & Reimbursement Advisor – IQVIA
• Healthcare Access Specialist – Bayer


DAY 3 – October 09, 2026
Ethics, Monitoring & Future Perspectives

Session 1
Ethical and Societal Considerations
This session will explore ethical concerns, patient rights, equitable access, and the societal impact of emerging gene therapies.
Potential Speakers:
• Bioethics Expert – Harvard Medical School
• Policy Advisor – NIH
• Ethics Researcher – WHO
• Clinical Ethics Specialist – Roche
• Regulatory Expert – EMA

Session 2
Post-Market Surveillance and Real-World Evidence
Long-term monitoring and real-world evidence are essential for evaluating safety and effectiveness. This session will discuss surveillance frameworks and patient outcome tracking.
Potential Speakers:
• Pharmacovigilance Leader – Pfizer
• Real-World Evidence Expert – IQVIA
• Safety Monitoring Director – Roche
• Clinical Data Specialist – Novartis
• Post-Market Analyst – Bayer

Session 3
Intellectual Property and Licensing
This session will focus on patent protection, licensing agreements, technology transfer, and legal considerations in gene therapy innovation.
Potential Speakers:
• IP Counsel – Biotech Industry
• Licensing Director – Novartis
• Technology Transfer Expert – Roche
• Patent Attorney – Global Law Firm
• Innovation Policy Advisor – Pfizer

Panel Discussion
Future of Human Gene Therapy: Innovation, Accessibility & Precision Medicine
This panel discussion will bring together industry leaders, researchers, clinicians, and innovators to discuss the future of human gene therapy, emerging technologies, commercialization challenges, and the evolution of precision medicine.
Potential Panelists:
• CGT Leader – Pfizer
• Cell Therapy Director – Novartis
• Innovation Head – Gilead Sciences
• Research Leader – CRISPR Therapeutics
• Clinical Expert – AstraZeneca

