Phase II Trials

Phase II trials are generally the first studies with a new
medicine in patients. They are usually conducted in a small
number of patients who are monitored closely. These trials are
often larger than Phase I trials.

Phase II studies are designed to find out if the medicine has
a beneficial effect on the disease in question: They might
compare the new medicine to an existing treatment or to a
placebo. They also set out to determine the best dose range
and how often the medicine should be given, and investigate
the best way to manage any side effects.

A new medicine has to meet certain pre-set requirements before
it can continue to Phase III trials. Phase I, II, and III
trials are commonly known as ‘clinical development’.
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Phase | Phase I Phase Il Phase IV

Human Pharmacology Therapeutic Therapeutic Also known as Post approval
“First in Human” Exploratory Confirmatory Life-cycle management

o Safety and tolerability o Therapeutic effect o Confirmation of efficacy o Real-life data
o Pharmacokinetics (ADME) o Optimal dose and safety o Safety surveillance
o Pharmacodynamics o Safety (toxicity) (pharmacovigilance)
o Proof of concept o Therapy optimisation of
approved medicines

Objectives

o Small number of o First in patients with o Large studies (n= 1000 - o Very large number of
participants (n= 20 - 100) disease (n= 100 - 500) >5000) patients
o Normal healthy o Medical institutions and o Medical institutions and o Long term evaluations

volunteers (seldom private practice private practice o Further development

patients) o Open-label o Multi-centre (e.g. new indications)
o Specialised centres o Blinded o Blinded
o Open-label o Comparative o Comparative

o Multi-dose

Features

The four phases of clinical development differ in terms
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of their objectives and features.



