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Technical development of the
classical phase II trial design. The
fundamental rule of classical
phase II trials 1s to assess the
efficacy and toxicity of a new
therapeutic modality in a small
cohort of patients. The aim of this
article 1s to describe the evolution
of this study design, outlining the
limitations and advantages of the
classical phase II study design.
The patient population should be
well defined and the efficacy and




toxicity profiles of the novel agent
need to be well understood. The
drug, disease, patients, and route
of administration used in the trial
should be the same as those 1n the
definitive phase IlI trials. The
timing of the assessments and the
endpoint used are determined by
the primary endpoint of the
definitive trial. Safety 1s the key to
phase II trials, but has been
minimized to the extent possible
with modern, biologically based
cytotoxic therapy. The distinction
between toxicities and real




therapeutic failures 1s a key aspect
of the classical phase II study
design. Major toxicity or failure 1s
defined as a new treatment failing
to achieve the primary endpoint.
There are many differences in the
design of classical phase II and
phase III trials. These can be
considered from an efficacy
perspective, from a statistical
perspective, and from the practical
perspective of the patient and their
doctor.Joint Project The Joint
Project 1s a departmental
educational project at the Beijing




Normal University, jointly
sponsored by the Department of
Economics and the Department of
Business. It 1s modeled on the
MIT Sloan School of
Management's Joint MBA

Program and runs with
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