PN E

Pilot phase for “stop-clock” mechanism for evaluation of applications for registration of New Drug Applications

Cumulative response time by applicant: Limited to

20 calendar days *
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Cumulative processing time (including decision made by Committee): targetted at

150 working days 3°

E, Efficacy ; Q, Quality; S, Safety

Target cumulative evaluation time ( 150 working days) excludes the applicant’s response time (limited to 120 calendar days).
Application will be passed to the Committee for decision once the cumulative response time (excluded from the processing time) has reached the

maximum of 120 calendar days.
The cumulative processing time does not include the time for inspection and follow-up by the Drug Office GMP inspectorate.

Core Team : Core Team of Expert Group on Drug Registration; Committee : Pharmacy and Poisons (Registration of Pharmaceutical Products and Substances) Committee
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