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General considerations for designing phase II clinical trials of new drugs
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[ Abstract] Phase [ clinical trial is a very important step during the clinical development of new drugs.
The main purpose in phase I is to explore the dose-response information, evaluate the efficacy and toxicity of new
drugs as well as provide dosing regimens for the confirmatory clinical trials. In the present paper, the types and
designing schemes of phase [[ clinical trials, the objectives, and statistic methods are discussed and presented with
examples. The contents presented in this paper help analyze the deficiencies existing in the dosing finding study
when it is designed with paralleling study with two test dosage groups vs one positive control. Researchers can also
benefit from the present paper for rational schemes for designing phase [ clinical trials as well as strategies for
pushing the clinical trial forward.
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