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Clinical Trials

In a study of colorectal cancer by Van Cutsem et al. (24) subjects in the control
arm received only best supportive care, where this care was described as, “BSC was
defined as the best palliative care per investigator excluding antineoplastic agents.”

In a study of liver cancer by Barbare et al. (25) subjects in the control arm
received only best supportive care, as described, “[a]ll patients in the study group and
in the control group received best supportive care and appropriate management of the
liver disease as usually practiced in the individual centers.”

VIl. CLASH BETWEEN BEST SUPPORTIVE CARE
AND THE ENDPOINT OF HRQoL

Typically, clinical trials in oncology include the endpoints of objective response, overall
survival, and HRQoL. Where HRQoL is one of the endpoints, and where the con-
trol arm receives only best supportive care, it is critical that the study drug arm also
receives best supportive care. To provide an instructive example, in a study of pancre-
atic cancer, Glimelius et al. (26) used HRQoL as one of their endpoints. The control
arm received best supportive care only. These authors were careful to state that both
study arms had received best supportive care, that is, the study drug arm and also the
control arm received best supportive care. Interference of best supportive care with
the endpoint of HRQoL has been documented in the clinical trial of Smith et al. (27)
“lo]ur data did not show improved quality of life associated with...therapy, possibly
owing to the high proportion of patients with advanced disease receiving palliative
care”” Data collected on quality of life can be a deciding factor, in comparing efficacy
and safety of the study drug group and control group (28).

VIIl. ETHICS OF PLACEBOS

The following provides a context when contemplating the ethics of placebos. In a clas-
sic book on study design, E.B. Wilson wrote that, “[t|he use of controls in medical and
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