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Figure 3. Decision tree for determining the minimum labelling requirements for investigative medicinal products (IMPs) used

Is the IMP either used
exclusively within a
hospital or health centre
taking part in the trial?

NO

Labelling according
to Part 13 of the

Human Medicines
Regulations 2012

Does the IMP have a UK
marketing authorisation
(MA) or Article 126a
authorisation?

NO

v

Is the IMP authorised in

the EU or an ICH No
region?
Full labelling
YES according to 46(1)
of the CTR
\ 4
Is the IMP unmodified
and used within the NO

terms of the
authorisation?

YES

A 4

Is the IMP either used
exclusively within a
hospital or health centre
taking part in the trial?

NO

A 4

pack labelling
information in English?

Is the pre-printed original

Provided request to vary labelling
requirements is submitted

Labelling according
YES to 46(4) of the

Clinical Trials
Regulations (CTR)

NO

YES

Labelling according
to Part 13 of the

Human Medicines
Regulations 2012

in a clinical trial. Please note that POC IMP refers to a point of care decentralised manufactured IMP.

Provided request to vary labelling
requirements is submitted




	Slide 1

