University Hospitals Bristol NHS|

NHS Foundation Trust

Research Guidance Sheet No0.13
Converting from a Single-Site to a Multi-Site Study

v1.3_21.10.2010

This document gives an overview of the procedure for converting a study from a single to a multi site study after
approval to conduct research at University Hospitals Bristol has been given. It is important to agree this with the
Sponsor first and to copy all subsequent correspondence to that Sponsor.

Contact NRES
http://www.nres.npsa.nhs.uk/
because you may have to
resubmit as a new study

No

Have you agreed to convert to a
multi-site study with your Sponsor?

No

A 4

Yes

A 4

Is the new site outside the
Strategic Health Authority?

Contact your
Sponsor!

Yes

A 4

Yes

Can the main REC approve multi-
centre studies?

Yes

A 4

Complete a Notice of Substantial
Amendment form

A 4

Is the study a clinical trial involving
an IMP?

A

Yes

No

A 4

No

A 4

Submit substantial amendment to
the main REC

Submit the Notice of
Substantial Amendment
form to the MHRA

A

A 4

Complete a SSI (Site Specific
Information) form for each new site

A 4

A 4

Submit SSI form to the local
REC with the PI's CV

A 4

Does the new site require SSA (Site
Specific Assessment)?

v o

Submit SSI form to the R&D office at
the new site
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