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• RFIs from Authority that contain CCI

• Sponsor Justifications of Redactions

• Protection of CCI by Member States
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• By the time of an RFI, the sponsor has already applied 
CCI to documents in the Clinical Trial Application.

• Any CCI data in the RFI response would be made 
public, without the possibility to redact.
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What is the justification process for CCI in CTIS?
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• Authorities appear to need a list of what the 
Sponsor considers CCI as part of the Initial Clinical 
Trial Application. Without this, it is unclear how CCI 
redactions would be maintained in CTIS.

• If a CCI list is provided in CTIS, where would this 
information be provided?
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