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1. Does
the CT study

involve an
IvD?

Follow the EU MDR
& IVDR guidance
on MHRA website

2. Will the
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NI or NI&GB Sites Mo

Submit CT application
through IRAS as normal

GB Only

QOutline in the cover letter
that the study includes an IVD
and submit confirmation of
UKCA/CE mark & device
details with CT application
via IRAS

Outline in the cover letter
that the study includes an IVD
and submit confirmation
of exemption including UKAS
schedule with CT application
via IRAS

3. Does
the IVD bear
UKCAor CE
marking?

4. Does the
IVD have a
Health Institution
Exemption?

No

7. Do you
'E:;. Do you . H?S.th? have the 3::'at:nuleur
No ‘have the analytica summary &
analytical performance performance completed
summary study been IVD
report? conducted? checklist?

Collect or prepare

the analytical performance
summary report & Yes Yes
completed IVD checklist

Collect or prepare
the tabular summary &
completed IVD checklist

Outline in the cover
letter that the study includes
an IVD and submit the analytical
performance summary
report & completed VD checklist
with CT application
via IRAS

Outline in the cover letter
that the study includes an IVD
and submit tabular summary &
completed checklist with CT
application via IRAS

Figure 1. Flowchart summarising the documentation required when applying for approval of a clinical trial of an
investigational medicinal product that also involves use of an in vitro diagnostic device.
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