396

Clinical Trials

In addition to the detailed account of several categories of the HR QoL instrument,
what is unique about the Shepherd study is that it expressly stated that, for study cen-
ters in non-English-speaking countries, only validated HR QoL instruments were used.
The validation of HRQoL questionnaires is an ongoing concern, in light of the fact
that clinical trials often recruit subjects in various languages, for example Portuguese
(44) Chinese (45) German (46) and Italian (47).

2. The Bezjak study

Bezjak et al. (48) reported one particular useful aspect of HRQoL, namely, that the
adverse influence of study drug on HRQoL was only temporary. Hence, this result
might influence the decisions of the physicians and patient to request this chemotherapy.
In the author’s words, “[flunctional impairment is not unusual for individuals who are
taking chemotherapy...however, by 9 months, when most of the acute adverse effects
of chemotherapy have resolved, there is a return to normal function. The only persistent
symptom scale score differences, specifically peripheral neuropathy and ototoxicity.”” The
Bezjak study provides an excellent demonstration of good methodology that allows the
conclusion that adverse HRQoL data were only of a temporary nature. If the investiga-
tor wishes to capture HRQoL data, it is poor methodology to administer the HR QoL
instrument only at one time, and good methodology to administer the HR QoL instru-
ments at two or three different time points during the course of the clinical trial.

3. The Bonomi study

The Bonomi clinical trial reveals a problem that might arise where the HRQoL
instrument is administered at several different times during the course of the study. In
a clinical trial of lung cancer, Bonomi et al. (49) collected information on HRQoL.
These authors documented the problem that, as the clinical study progressed, compli-
ance with filling out the questionnaire decreased, and that there was some evidence
that growing non-compliance introduced bias into the results.
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