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® FDA

FDA/CBER 2018 Draft Guidance: “Long Term Follow-Up After Administration of
Human Gene Therapy Products”

FDA/CBER 2015 — “Design and Analysis of Shedding Studies for Virus or
Bacteria-Based Gene Therapy and Oncolytic Products”

FDA/CBER 2013 - “Preclinical Assessment of Investigational Cellular and Gene
Therapy Products”

® EMA

EMA 2018 - “Guideline on the quality, non-clinical and clinical aspects of gene
therapy medicinal products”

EMA 2018 - “Guideline on quality, non-clinical and clinical aspects of medicinal
products containing genetically modified cells”
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® International Pharmaceutical Regulators Programme (IPRP)
Gene Therapy Working Grouph¥\E i L 7=Reflection paper
“Expectations for Biodistribution (BD) Assessments for
Gene Therapy (GT) Products” 2018 4
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