
Dose Escalation Studies

The following language is suggested for use in consent forms for Phase I dose escalation and pharmacokinetics studies. The language can be modified to fit the specific study.  If the dose escalation scheme or blood draws for pharmacokinetics are complicated, a table can be inserted into the consent form.

Section 1.
The purpose of this study is to find the best and safest dose of (name of drug) and how often it should be taken.  This is an investigational drug, which means it is not approved by the Food and Drug Administration (FDA).  This study is the first time this drug is being given to humans.  Since this drug was only used in animals before this study, we do not know if it is safe to use in humans or how well it works.

Section 2.

You will have blood drawn as follows: (describe).

Section 4.
To find the highest and safest dose, patients will receive different amounts of the drug.  The first group of patients taking part in the study will receive the lowest dose level.  If no severe side effects occur, the dose will be increased for the next group of patients.  For every group of patients, the dose will be increased unless patients have severe side effects. If there are severe side effects, more patients may receive the lower dose to see if it is the highest safe dose.

Section 7.

Based on what we have seen in the past chances that you will feel better or live long as a result of being in the study are almost zero.  This study is being done in the hope that it will provide information that will improve the treatment of people in the future.
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