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ICH Considerations
» General Principles to Address the Risk of Inadvertent Germline Integration of Gene Therapy Vectors (2006)

» General Principles to Address Virus and Vector Shedding (2009)
» Oncolytic Viruses (2009)

International Pharmaceutical Regulators Programme (IPRP)
» Gene Therapy Working Group

> Reflection paper “Expectations for Biodistribution Assessments for Gene Therapy Products” 2018 (available at IPRP website)
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