
1

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

*LINK to publication on first pilot 

Project characteristics
Current status

12 approvals

5 under evaluation

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

