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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/chemistry-manufacturing-and-control-cmc-information-human-gene-therapy-investigational-new-drug

an"eas

BT IR E R A IR 80 H#A

AT FDA NIEEFF R NREERIGRST (GT) 7= i i SRR (G T It K I U I 0 (LTFU M%) I, FFUERM GT =ik Ja B A
REFAEEE. 85, GT /i B e AR K A B U AR S BE T BOR . B T Kb 7 GT 7=, W 00 GmT BTG 3 A R 82
AN]SR AR, XA RERIUAREIR A R FAF. AT TR GRS R A 0 AU, AT LGB BRA 976 Hh 1 3233 AT K T g B ), i
WRCH KBV 7 (LTFU) H] AR o LTFU WER4E RO AEK M VP4l 7EVG BRI B U7 11 F5 4k 221047 I PRREG () — Be Tl W%, 2 — LB 5T
PE GT 7= St I FE A 2L RS 43 . LTFU WL T- 4% GT 77 i K 22 2 1 JE 8 B 22 00 T-45 3208 A RIS 1) GT 7 iy, 3B R AE 3R AR VT IE 5 Sl LTFU/
WAL, DU AR A R (R4S B8 S R B SCFEE VI ). ARFTEI GT 7= Sl 752 LTFU WL USSP il 2 R #H O A AR A48 B R 1)
JUANR R AT

(CZERJE . Long Term Follow-up After Administration of Human Gene Therapy Products)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/long-term-follow-after-administration-human-gene-therapy-products
https://www.gov.uk/guidance/regulating-medical-devices-in-the-event-of-a-no-deal-scenario?utm_source=1ec6f7c5-d85f-40fc-994b-253888713802&utm_medium=email&utm_campaign=govuk-notifications&utm_content=immediate
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(C#KJE . Hard Brexit: MHRA Preparations)
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https://www.gov.uk/government/publications/further-guidance-note-on-the-regulation-of-medicines-medical-devices-and-clinical-trials-if-theres-no-brexit-deal?utm_source=2f3bf14d-45d3-4d0f-bb7e-912b2bed649c&utm_medium=email&utm_campaign=govuk-notifications&
https://www.gov.uk/guidance/licensing-of-biological-products-biosimilars-atmps-and-pmfs-in-a-no-deal-scenario?utm_source=d66da502-3610-41f1-ac67-023806c62b70&utm_medium=email&utm_campaign=govuk-notifications&utm_content=immediate
https://www.gov.uk/government/publications/list-of-approved-countries-for-authorised-human-medicines-in-a-no-deal-scenario?utm_source=df9f179c-c179-4167-a219-5f3bfa2997bc&utm_medium=email&utm_campaign=govuk-notifications&utm_content=immediate
https://www.gov.uk/government/publications/trading-in-drug-precursors-if-theres-no-brexit-deal?utm_source=72c2dd70-7d96-47d3-9f08-10a7c83d7d1d&utm_medium=email&utm_campaign=govuk-notifications&utm_content=immediate
https://www.gov.uk/guidance/guidance-on-qualified-person-responsible-for-pharmacovigilance-qppv-including-pharmacovigilance-system-master-files-psmf-if-the-uk-leaves-the-eu-w?utm_source=45a17f0c-4810-4205-bb38-0e2f3a969457&utm_medium=email&utm_campaign=go
https://www.gov.uk/government/collections/mhra-guidance-and-publications-on-a-possible-no-deal-scenario
https://www.gmp-compliance.org/gmp-news/hard-brexit-mhra-preparations?utm_source=Newsletter&utm_medium=email&utm_campaign=ECA+GMP+Newsletter+-+2019+-+KW33+-+MEU
https://www.atmp-group.org/news_7236.html
https://www.atmp-group.org/news_7236.html
https://www.fda.gov/media/126709/download?utm_campaign=What%27%27sNew2019-05-31&utm_medium=email&utm_source=Eloqua
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(L5 FDA keeps an eye on use and marketing of cell and tissue products)
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https://www.fda.gov/vaccines-blood-biologics/cellular-gene-therapy-products
https://www.gmp-compliance.org/gmp-news/fda-keeps-an-eye-on-use-and-marketing-of-cell-and-tissue-products

