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Clinical Trials using Gene Editing Tools

(ClinicalTrials.gov, 2018. 7T —42 X&Y))
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(Protein Cell 2015, 6(5):363-372)
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N He Jiankui uses Hong Kong summit to reply to critics of his Crispr-
Gene editing Cas9 trials altering baby DNA for HIV resistance

Scientist in China defends human
embryo gene editing

The GuardianME2E KUY

A He Jiankui says he is proud of the work that has led to the birth of genetically changed twins Nana and Lulu
Photograph: Imaginechina/Rex/Shutterstock
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BET& S, (NIH National Library of Medicine )
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(Komor et al, Cell 2017)
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(Commission Directive 2009/120/EC)
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It contains an active substance which contains or consists of a recombinant
nucleic acid used it of administered to human beings with a view to
regulating, repairing, replacing, adding or deleting a genetic sequence
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c. ELFARERMICABRREFHDOLOHDIIFUEEENGL

M. Renner: EU regulatory aspects of genome editingd& Y
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Guideline on the quality, non-clinical and clinical aspects of gene therapy medicinal products
(2018.3)
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* This guideline is applicable to GTMPs containing recombinant nucleic acid
sequences (e.g. DNA vectors) or genetically modified micro-organisms or
viruses. This may including gene editing tools, listed above if they contain
recombinant elements, e.g. delivery vectors.
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® ERTREMIAERDMRE -FFEHRK-EBEKRHAMS12 (HIERE)
Guideline on quality, non-clinical and clinical aspects of medicinal products containing
genetically modified cells (Draft, 2018.7 )
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* Genetic modification can be obtained through a variety of methods (e.g. viral
& non-viral vectors, mRNA, genome-editing tools).
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