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SAKIGAKE vs
Breakthrough therapy (US) vs PRIority MEdicines (EU)

SAKIGAKE | Breakthrough therapy PRIlority MEdicines (PRIME)

Establishment  April 2015 (trial) July 2012 March 2016

* New mode of action * Serious condition *  Unmet medical need

Enatica * Life threatening or no radical + Substantial improvement on * Potential to address to unmet medical

De_ﬂs':" treatment clinically significant endpoint(s) need
Criteria = Prominent efficacy

= First NDA in the world
Project * Review partner (Concierge) * Senior manager * Dedicated contact point
Manager *  Cross-disciplinary project lead * Appointment of rapporteur

* Priority consultation = Intensive guidance on an *  kick-off meeting about the overall

efficient drug development development plan and regulatory
Consultation program strategy
«  Scientific advice at key development
milestones
Rolling * Eligible (SAKIGAKE comprehensive  + Eligible =
assessment Consultation)
review
Priori * Review within 6 months (shorter * Not automatically designated * Eligible (Accelerated assessment)
ol than 9 months in ordinal priority

review review)
Other * Relation with drug pricing



