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This face-to-face meeting will focus on the recent expansion of scientific data and the current applications of
next generation sequencing technologies for adventitious virus detection in biological products. This will include
presentations on standardization and validation of the technical and bioinformatics steps involved in the NGS
workflow and applications of different NGS strategies for characterization and safety evaluation of biologics,
including human and animal vaccines, as well as gene therapy, and therapeutic products Current regulatory
expectations will be discussed. The meeting will bring together representatives from industry, academia,
contract research organizations, and international regulatory bodies for developing a scientific consensus
regarding recommendations for using NGS for detection of adventitious viruses.
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Day 1 -
08:00 Registration & Welcome Coffee

08:30 Welcome Remarks: IABS and Chairs

Session 1. Current thinking on using NGS for adventitious virus testing

- Regulatory and Health Authorities perspectives — FDA, EMA, PMDA Japan, HC, EDQM,
WHO...

- Industry and CRO perspectives including experiences with regulators

- Q& A and panel discussion

Session 2. NGS applications for adventitious virus testing

- Currently available platforms and NGS strategies
- Different biological material types (virus seeds, cell banks, ...)

- Human and veterinary biological products (vaccines, biotherapeutics)
- Q&Aand panel discussion

Day 2 -
08:00 Registration & Welcome Coffee

Session 3. Standards, NGS qualification and validation
- Reference reagents
- Reference databases
- Case studies (e.g. LOD, breadth of virus detection)
- Q&A and Discussion

Session 4. Strategies for optimization of NGS virus detection and follow up of NGS signal
- Strategies to optimize NGS workflow including bicinformatics pipelines
- Specific case studies (follow up for distinguishing true/false hits)
- Q&A and Discussion

Session 5. Panel discussion — Expectations for NGS implementation
— Advancing NGS into broader regulatory applications
- Limitations and opportunities

Closing remarks



