Guidance on procedures for UK-PIPs

Annex |: Assessment pathways for UK-PIPs from 1 January 2021

Assessment required for S ﬁK-.P”?
UK-PIP submissions ubmission
from 1 January 2021 '

Agreed EU-
PIP?

4

No EU-PIP (including
EU-PIP assessment UK only product or UK Agreed EU-PIP
ongoing PUMA) application

Full or focussed
assessment as
per guidance

Yes Yes

Assessment
criteria met?

Assessment
criteria met?

No No

Adoption of imminent positive PDCO opinion after

Adoption of EU-PIP as UK-PIP
focussed assessment

OR

If PDCO opinion negative: Option to withdraw
UK-PIP modification or proceed with full
assessment
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Guidance on procedures for UK-PIPs

Annex Il: Assessment pathways for UK-PIP modifications from 1 January 2021

Assessment UK-PIP = EMA No
required for UK- UK-PIP PIP? Or Ac;option of
PIP modification EU-PIP as UK-PIP?
Modification submission
submission
from 1 January
2021
Full or focussed
assessment as
per guidance
EU-PIP
modification
opinion?
EU-PIP Modification Agreed EU-PIP
assessment ongoing None Agreed Modification Opinion

Full or focussed
assessment as
per guidance

Yes Yes

Assessment criteria
in Section A.3 Met ?

Assessment criteria
in Section A.3 Met?

No No
Adoption of imminent positive PDCO opinion OR Adoption of EU-PIP modification as UK-PIP
If negative PDCO opinion: option to withdraw UK modification

modification or proceed with full assessment
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