Accelerating Global Approvals

Roche's second* EMA WHO PAC Reliance Project

Extend the benefits of the results of the ICMRA PQKMS PACMP collaborative assessment between FDA and
EMA to international markets, with the use of reliance on EMA's assessment/approval of a major PAC for a mAb

Workshop  Submission Review time (6 months) Approval
with EMA for Group 1 Group 1
and WHO (Aug 5-9) Q&A documents shared with regulators (Feb 2025)

Group 1 = dossier submitted in countries where product is approved by the regulatory Submission Review time (6 months)
authority before july 31, 2024. for Group X Approval
Group X = dossier shared with countries where product is approved by the regulatory Q&A documents shared with regulators
authority after July 31, 2024. The documentation will be pravided in different dates for
each health authority, depending on the regulatory status of the praduct in each country.
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Maximum 6 months approval timeline

— | EU Assessment Report *LINK to publication on first pilot 1


https://link.springer.com/article/10.1007/s43441-024-00677-8

