
The following title (11) discloses the
inclusion criterion that the patients must
never have received chemotherapy (they
must be chemotherapy-naive). Another
inclusion criterion is that the patients must
have progressive metastatic prostate cancer.
Yet another inclusion criterion is a
requirement for failure, that is, that they
must have already been treated for this
cancer with androgen deprivation, and that
this therapy failed.

• Title: A Multinational Phase 3,
Randomized, Double-Blind,
Placebo-Controlled Efficacy and Safety
Study of Oral MDV3100 in Chemotherapy-
Naı̈ve Patients with Progressive Metastatic
Prostate Cancer Who Have Failed
Androgen Deprivation Therapy (12)

The following title reveals that study
subjects entering the trial must have
received anti-EGFR antibody (13).

• Title: An Open Label, Partially Randomised
Phase II Study to Investigate the Efficacy
and Safety of BIBW 2992 in Patients with
Metastatic Colorectal Cancer Who Never
Received Prior Anti-EGFR (Epidermal
Growth Factor Receptor) Treatment (14)

According to the next title (15), one of the
inclusion criteria is that the virus infecting the

study subjects be one of five different
genotypes. As a general proposition, subtypes
of a disease, such as genotype of a virus, or
stage of a disease, can be part of the title.

• Title: An Open-Label Trial in Genotype 2, 3,
4, 5 and 6 Hepatitis C-infected Subjects to
Evaluate the Antiviral Activity, Safety,
Tolerability and Pharmacokinetics of
TMC435350 Following 7 Days Once Daily
Dosing as Monotherapy (16)

Published reports of clinical trials also
describe the inclusion and exclusion criteria.
Roh et al. (17) provide one of the most compre-
hensive sets of inclusion and exclusion criteria
ever published in a medical journal.

b. Stratification of Study Subjects

Subjects enrolled in clinical trials are typi-
cally classified into various strata, in a process
called stratification. Stratification occurs at
about the same time as randomization, and it
occurs before subjects receive the experimental
or control treatments. Stratification refers to a
scheme where subgroups of a study popula-
tion are classified according to stage of disease,
gender, age, location of the clinic, prior
therapy (if any), cytogenetics, or biomarker
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