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f. � Both arms received three drugs, each arm at a different schedule – the 
Sekine schema

In a clinical trial of lung cancer, Sekine et al. (40) administered three drugs to all sub-
jects in arm A and the same three drugs to all subjects in arm B (Fig. 2.9). Different 
schedules were used for each of the three drugs. The two arms were different from 
each other in that different schedules were used for administering the drugs.

The three drugs shown on the schema, cisplatin, irenotecan, and etoposide, are 
small molecule drugs. Subjects also received a fourth drug, granulocyte colony stimu-
lating factor (G-CSF). G-CSF is a polypeptide, not a small molecule. For clarity in pre-
sentation G-CSF is not shown on the schema. Blood samples and chest X-rays were 
taken at various intervals (not shown). Blood counts were run twice a week, and chest 
X-rays were conducted once a week. Chest X-rays are used during the diagnosis and 
treatment of lung cancer (41).

g.  Staging – the Blumenschein schema
The schema of Blumenschein et al. (42) reveals three different steps in the trial design 
(Fig. 2.10). These are the step of stratifying patients according to disease stage, the step 
of randomization, and the step of drug administration. Although most clinical trials in 

Arm A. 4 cycles of docetaxel (once at start of cycle), each cycle being 2 weeks long,
followed by 4 cycles of AC (once at start of cycle), each cycle being 2 weeks long

Arm B. 4 cycles of AC (once at start of cycle), each cycle being 2 weeks, followed by 
4 cycles of docetaxel (once at start of cycle), each cycle being 2 weeks long
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Figure 2.8  Schema showing a 2-arm study. In this 2-arm study drugs were administered in a 
“forward” sequence for arm A, and in a “reverse” sequence for arm B
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