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S C H E D U L E S

SCHEDULE 33

Transitional arrangements: pharmacovigilance

Periodic safety update reports

10. The reference to “the EMA” in regulations 191(1) (obligation on holder to submit periodic
safety update reports: general requirements) and 192(3) (obligation on holder to submit periodic
safety update reports: derogation from general requirements) should be read on both occasions as a
reference to “the relevant competent authorities”.
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