Introduction to Regulated Clinical Trials

published criteria for determining if the cancer is at, for example, stage I, stage I, stage
II1, or stage IV. By staging, what is meant is the determination of the size, number, and
location of tumors, and the comparison of these values with established standards for
different stages for the cancer. By restaging, what is meant is repeating the determi-
nation of the size, number, and location of the tumors, and comparing these values
with the standard for staging of the cancer in question. Staging encompasses the acts
of determining if the tumors are resectable, locally advanced, or metastatic. Staging can
be accomplished using computed tomography, endoscopic ultrasound, and surgical
evaluation.

j- Decision tree - the Baselga schema

The schema of Baselga et al. (44) depicts two points where a decision needed to be
made (Fig. 2.12). These two points are indicated by the forked arrows. The decision
involved assessing the tumor’s response to therapy (at that time point) for every indi-
vidual patient. Based on the tumor’s response, the patient was assigned to one of two
different therapies.

The Baselga clinical trial could be characterized as a single arm trial, because there
was no control group and no placebo group. The goal of the trial was to detect cor-
relations between gene expression, as determined by measuring gene expression in
tumor biopsies, and positive response to drug treatment. The expression of 200 genes
was measured, where these genes were chosen before the study. This clinical trial
involved neoadjuvant chemotherapy. Neoadjuvant refers to the fact that chemotherapy
was administered before surgery (not after surgery). Where the schema reads “tumors
shrink or remain stable” or “tumors progress,” this indicates that the physician had
examined the patient, determined the status of the tumors, and made the decision to
use the treatment that is disclosed in the subsequent (lower) arrows on the flow chart.

Where trial design includes a decision point or decision tree, the medical writer
should use forked arrows in the schema to indicate the decision.

k. Decision tree — the Katsumata schema

Decision trees occur in the schema of Katsumata et al. (45) where the decision is trig-
gered by an increase (if any) in tumor size (Fig. 2.13). At each decision point, the deci-
sion took the form of crossing over to the alternate therapy, or of continuing with the
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