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T hese days, medical 
r e s e a r c h e r s  m a y 
t a k e  the inclusion 

of patient perspectives in 
clinical science for granted, 
but it was the result of a 
long, multifaceted process 
that unfolded over several 
decades.1 In this article, I 
explore 1 aspect of the incor-
poration of patient perspec-
tives into clinical research in 
Canada — the introduction of 
patient-reported outcome 
measures to cancer trials.

Before 1980, if cancer trials 
assessed the quality of life of 
patients, it was from the per-
spective of physicians and 
nurses who summarized their 
impressions of highly subjec-
tive patient experiences, like 
pain, fatigue and nausea.2 In 
the early 1980s, clinicians 
a t t e m p t e d  t o  i n t r o d u c e 
changes into cancer care and 
management, informed by 
evidence from patients.3 Clin-
ical researchers thought that 
patient perceptions could 
help account for differences 
in reported toxicities across 
various treatment regimens, and that 
perceptions of toxicity played a role in a 
patient’s quality of life and, possibly, 
their survival. In this context, researchers 
in the emerging field of psychosocial 
oncology started the trend toward 
greater patient participation in treatment 
decisions and an increased acceptance 
of patient feedback in cancer care.4 
Research in psychosocial oncology 
 featured patient-reported out come 

 measures as adjuncts to biomedical 
meas ures in clinical trials to make their 
analyses less open to interpretation.

In 1981, Walter Spitzer and collabora-
tors at the McGill Cancer Centre devel-
oped a standardized tool known as the 
Quality of Life Index, based on advice 
from both health professionals and 
lay people, including patients.5 An alter-
native approach that involved a patient 
self-report questionnaire was used in a 

1982 national cooperative 
clinical trial comparing com-
bination chemotherapy to 
best supportive care for 
patients with advanced non–
small cell lung cancer.6 The 
National Cancer Institute of 
Canada (NCIC) activated this 
multicentre clinical trial, 
BR-5, in early 1983, which 
included a quality-of-life 
questionnaire that was com-
pleted at regular intervals by 
p a t i e n t s  a t  s o m e  o f  t h e 
p a r t i c ipating centres. The 
questionnaire,  known as 
the Functional Living Index: 
Cancer,  had been devel-
oped by medical oncologist 
H a r v e y  Schipper and his 
c o l leagues in Winnipeg.7 
Initial ly informed by patient 
interviews, the index eval u-
ated psychologic and social 
f u n c t i o n i n g ,  a s  w e l l  a s 
physical health.

Unfortunately, in the BR-5 
trial, results on the quality-of-
life data were deemed unin-
terpretable because fewer 
than 25% of the expected 
questionnaire forms were 

completed.8 Concerned that Canada 
would abandon patient self-reports in 
cancer research, Dr. David Osoba, a mem-
ber of the subcommittee on lung car-
cinoma within the NCIC Clinical Trials 
Group sought advice from researchers at 
the United States National Cancer 
Institute and the European Organization 
for Research and Treatment of Cancer 
(EORTC). The shift to including quality-
of-life assessments in cancer research 
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Photograph of Dr. David Osoba, circa 1990.
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was an international phenomenon, and 
he reasoned that others would have 
found ways to deal with low question-
naire completion rates, as well as skep-
tical researchers unsure of how to inter-
pret limited data.

As it turned out, policy changes at 
the US Food and Drug Administration 
(FDA) were effective in motivating 
researchers at the National Cancer Insti-
tute to include quality-of-life measures, 
such as patient self-reports, in clinical 
trials. The FDA Oncology Drugs Advisory 
Committee mandated that all regulatory 
trials contain both survival and quality-
of-life measures.9 This development 
diminished the pushback from oncolo-
gists who opposed measuring health-
related quality of life (HRQoL) as too 
complex and costly. At the same time, 
the EORTC began validating its HRQoL 
questionnaire, known as the EORTC 
QLQ-C30.10 Considering this, Dr. Osoba 
approached Dr. Joseph Pater, director of 
the NCIC Clinical Trials Group (CTG, cur-
rently the Canadian Cancer Trials Group) 
and proposed forming a committee to 
determine the potential clinical utility of 
HRQoL data.11

Dr. Osoba received positive feedback 
from several NCIC colleagues about the 
need to study the effects of both the dis-
ease and the treatment on the patient’s 
life. To reach a broader professional 
consensus, the NCIC-CTG convened an 
international symposium, “Measure-
ment of Quality of Life in Clinical Trials,” 
in April 1986.11 Most symposium partici-
pants agreed that collaborative efforts 
in HRQoL studies, coordinated by the 
NCIC-CTG, were necessary.  Conse-
quently, the working group established 
national and international links with 
like-minded investigators and formed a 
standing committee in 1987, which rec-
ommended that quality-of-life data col-
lection be incorporated into several  

trials.11 The NCIC-CTG received input 
regarding the best available and vali-
dated instruments to measure HRQoL 
parameters from the EORTC and the 
National Cancer Institute. The NCIC-CTG 
opted for using the EORTC-designed 
QLQ-C30 assessment instrument in 
most clinical trials. In addition to facili-
tating incorporation of HRQoL instru-
ments into clinical trials, members of 
the Quality of Life Committee explored 
methodologic and statistical issues of 
quality-of-life measurement outcomes, 
work that is still relevant. In 1989, the 
NCIC-CTG introduced a policy requiring 
all protocols for Phase III clinical trials 
to include a statement on the expected 
impact of treatment on patient quality 
of life.12 This policy helped Health Can-
ada and other regulatory authorities 
evaluate the benefits and harms of 
treatments for patients more fully. 
Going forward,  the assessment of 
HRQoL made clinical research more 
 evidence-based and truly patient- 
oriented. Since the 1990s, members of 
the NCIC-CTG Quality of Life Committee 
have been leaders and active partici-
p a n t s  i n  i n t e r n a t i o n a l  e f f o r t s  t o 
enhance the implementation and inter-
pretation of patient-reported outcomes 
in clinical trials.

Ultimately, the role of patients in can-
cer research has expanded beyond com-
pleting quality-of-life assessments as a 
reflection of the individual patient’s well-
being to the involvement of patients in 
policy-making to address societal issues 
concerning more humane health care.
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