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https://www.rijksoverheid.nl/actueel/nieuws/2024/04/19/kabinet-laat-onafhankelijk-onderzoek-
doen-naar-demonstratierecht
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https://www.europarl.europa.eu/doceo/document/P-9-2024-
001044 EN.html
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https://www.whitehouse.gov/wp-content/uploads/2024/04/Global-Health-Security-Strategy-2024-1.pdf







































https://www.amnesty.nl/content/uploads/2022/11/AMN_22_33_demonstratierecht-onder-druk.pdf?x71340















●Human gene therapy seeks to modify or manipulate the expression of a gene or to alter the 
biological properties of living cells for therapeutic use.

●FDA generally considers human gene therapy products to include all products that mediate their 
effects by transcription or translation of transferred genetic material, or by specifically altering 
host (human) genetic sequences.

●Some examples of gene therapy products include nucleic acids, genetically modified 
microorganisms (e.g., viruses, bacteria, fungi), engineered site-specific nucleases used for 
human genome editing, and ex vivo genetically modified human cells.

●Gene therapy products meet the definition of “biological product” in section 351(i) of the Public 
Health Service (PHS) Act (42 U.S.C. 262(i)) when such products are applicable to the prevention, 
treatment, or cure of a disease or condition of human beings.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/human-gene-
therapy-products-incorporating-human-genome-editing







https://www.sciencedirect.com/science/article/abs/pii/S0141813024022323?via%3Dihu
b
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