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Guidance on applications for
potential high risk medicinal




Overview

» Current guidance on commencing and conducting
clinical trials;

~Issues for high risk medicinal product (HRMP)
trials:

- Clinical trial site and facilities.
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High Risk Medicinal Product



‘Protocol and Application

e Protocol should take into account:

| available preclinical data,
| Identified risk factors; and




Protocol and application should discuss:

Site of the clinical trial including its clinical environment:

» One research centre v several locations;
~ Avallability of data from all treated volunteer(s);

~ Information system that will provide immediate access to
Information,;

- Staff — their level of training and expertise;




Comments on trial site

» Single site — exception for patient studies;
»~ Information communication system, described,;

~ Standards for level of staff training and updating;

e.g. experience in early clinical drug
development; trainin

In Good Clinical Practice,




Protocol and application should discuss:

»Choice of subjects :

~Patients or healthy subjects;

- High risk potential from the IMP; and




Management of adverse events:

» Parameters used to evaluate tolerance and/or
pharmacological activity, based on non-clinical data;

~ Procedures for monitoring and caring for volunteers:
~during their stay in the research centre (including

stopping rules and any emergency); and
~ during the ambulator

eriod if applicable:



Comments on managing ADEsS

» Demonstrable PD effect persisting beyond the
duration of the trial;

~ Communicate to trial participants; Use patients;
~ Duration of monitoring based on PK/PD data,
- Rapid access to treatment allocation codes;




Conclusion
»Guidance Is available on commencing and
conducting clinical trials in the EU;

~No current guidance on HRMP trials;
~Need to provide guidance on:

- Clinical trial site and facilities:




