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Marketing Non-authorised | Authorised medicine, treatment regimen Authorised medicine
authorisation status medicine outside marketing authorization tested within marketing
of the medicinal authorisation
products
not supported by supported by
established medical established
practice medical practice
USA IND trials non IND
supervision by FDA approval by IRB
approval by IRB
Japan chiken trials non-chiken trials
supervision by PMDA approval by EC
approval by EC
France / approval by CA (ANSM)
2001/20/EC approval by EC
Directive
UK/ approval by RA approval by RA (MHRA) notification to RA
2001/20/EC (MHRA) approval by EC (MHRA)
Directive approval by EC approval by EC
IND: investigational new drug marketing authorisation
EC: ethics committee
IRB: institutional review board
RA: Regulatory authority

Hi B2 : OECD Global Science Forum, Explanatory Memorandum for the
Recommendation of the Council on the Governance of Clinical Trials (—ZB & &)
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