PRECIS

Summary (~400 words, 1 page limit) of the study in the form of bulleted statements organized under the 4 subheadings listed below..
Background:

This section could include the rationale for trial, a description of drug (e.g., mechanism of action), information about the disease being studied

Objectives:

The primary objective(s) of the studied should be listed in abbreviated form

Eligibility:

Include the most significant criteria for patient selection such as age, diagnosis, disease status (stage, prognostic group), prior therapy, exceptions to normal organ function

Design:

Phase of trial, design of the trial, dose/schedule of drugs for each arm, randomization, planned statistical analysis for primary endpoint, number of patients to be enrolled

