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1) give the phase of the trial and explain what that means. Explain to the participant why
you are comparing or testing the drugs.

2) provide as much information as is appropriate and understandable about the drug such as
its manufacturer or location of manufacture and the reason for its development.

4) explain comprehensively all the known side-effects/toxicity of this drug, as well as the
adverse effects of all the other medicines that are being used in the trial
1)  involving randomization or blinding, the participants should be told what that means
and what chance they have of getting which drug (i.e. one in four chances of getting the
test drug).

2) involving an inactive drug or placebo, it is important to ensure that the participants
understand what is meant by a placebo or inactive drug.

3) which may necessitate a rescue medicine, then provide information about the rescue
medicine or treatment such as what it is and the criterion for its use. For example, in
pain trials, if the test drug does not control pain, then intravenous morphine may be used
as a rescue medicine.
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