Medicines & Healthcare products

Regulatory Agency

Day 75 Timetable

Day 90 Timetable

MHRA assessment & consultation with CHM/EAG, list of outstanding issues
communicated to Applicant, with provisional Benefit: Risk (B:R) opinion

Preliminary positive opinion
(Minor issues outstanding)

15 day clock stop

Days 46-75: Days 46-75:
Final B:R Preliminary
decision B:R

positive on decision now
or before negative

Day 75

Preliminary negative opinion
(Major issues outstanding)

30 day clock stop*

Days 46-90:
Final B:R decision made on
or before Day 90
— positive or negative
opinion

*in exceptional circumstances, the Applicant can request additional 30 days (30+30)



