Qual Life Res (2018) 27:149-152
https://doi.org/10.1007/s11136-017-1695-1

CrossMark

@

COMMENTARY

Assessing health-related quality of life in patients with breast

cancer: a reply to Maratia et al

Karin Ribi’
Richard D. Gelber® « Jiirg Bernhard®

Accepted: 24 August 2017 /Published online: 5 September 2017
© Springer International Publishing AG 2017

In 2016, a publication on health-related quality of life
(HRQoL) assessment in patients with breast cancer repor-
ted on a systematic and standardized comparison of
available instruments using the evaluation measures of
patient-reported-outcomes (EMPRO) tool [1]. In this
review, eight HRQoL measures were compared including
32 studies reporting on psychometric properties or the
validation process. One of the instruments included in this
review is the International Breast Cancer Study Group
(IBCSG) quality of life (QoL) Core Form [2]. Although we
are pleased that the IBCSG QoL Core Form could be
recommended for assessing health-related quality of life in
breast cancer [1], the description of specific characteristics
of the IBCSG form and the rating of this instrument based
on EMPRO [3] requires clarification and further discussion
of the development research overlooked during the rating.
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Although Maratia et al. [1] conducted a predefined sys-
tematic search and selection of papers, they used only a
summary paper that was published in 1997 to describe the
IBCSG approach [2]. More detailed psychometric data for
the IBCSG QoL Core Form have been published in many
other studies as described in the following paragraphs.
The purpose for the development of the IBCSG QoL
Core Form was to specifically assess the impact of adjuvant
treatment on QoL in breast cancer patients participating in
clinical trials in an international setting with multiple cul-
tures and countries [2]. According to this specific purpose,
the measure had to be applicable within clinical routine,
taking into account the complex logistics of large-scale
international trials involving different health care systems

[4].
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The IBCSG QoL Core Form is not restricted to one
dimension as claimed by Maratia et al. [1]. The IBCSG
Core Form consists of single-item linear analog self-
assessment (LASA) indicators of components of QoL
shown to be affected by breast cancer, surgery,
chemotherapy, and endocrine therapy. These include glo-
bal indicators for physical well-being [5, 6], mood [5-7],
coping effort [5, 6, 8], and perceived health status (utility)
[9]. The specific indicators for side effects were nausea/
vomiting [2], appetite [5, 6], flushing [2], and arm
restriction [2]. The only additional paper that was cited by
Maratia et al. in reference to the IBCSG QoL Core Form,
unfortunately used a summary score for their validation of
the Portuguese version, which may led to the understanding
that this questionnaire was designed for a summary score
[10].

In their overview of the characteristics of the evaluated
instruments, Maratia et al. [1] concluded that there is no
Spanish version available of the IBCSG QoL Core Form.
In fact, the cross-cultural equivalence of the IBCSG indi-
cators has been a crucial criterion during the development
process. In a first initiative, the original English scale was
translated into ten languages (German, Swedish, Slovenian,
Italian, French, Spanish, Greek, Finish, Danish, and Nor-
wegian) including Spanish. Forward and backward trans-
lations were performed by professional translators,
followed by proofreading by IBCSG staff with mother
tongue in the target language or professional translators.
This process was completed by a testing with patients and
adjusted with their feedback in order to assure not only
linguistic but also conceptual equivalence of the ques-
tionnaire [11]. Patterns of scores over time were similar in
the different language groups, and analyses of QoL chan-
ges over time in several IBCSG trials could be based upon
pooled data after controlling for language/cultural group to
obtain an overall treatment effect measure [11]. For more
recent IBCSG trials (e.g., IBCSG SOFT and TEXT), the
IBCSG QoL Core Form was translated in additional lan-
guages resulting in a total of over 20 languages by fol-
lowing international standard for the translation of patient-
reported outcomes [12].

Based on these misconceptions, we question the
EMPRO rating presented by Maratia et al. [1] for several
items and attributes, in particular:

Involvement of target population

In the early development phase of our indicators, cancer
patients were involved by identifying 73 potential side
effects resulting from cytotoxic chemotherapy [13].
Patients rated the seriousness of each side effect by using a
predefined coding scheme. Only those side effects meeting
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a predefined cutoff (36 of 73 side effects) were retained for
further analysis. Correlations between symptoms together
with clinical judgment were used to group side effects into
eight clusters resulting in the GLQ-8 [14] on which further
development of the IBCSG QoL Core Form was based.

Reliability: internal consistency

Cronbach’s alpha cannot be applied to determine the reli-
ability of single-item measures. We assessed the test-retest
reliability of the IBCSG QoL indicators by using 1- and
24-h intervals to ensure that the time interval was not too
short so as to just test patients memory nor too long so that
the patient’s condition may have undergone real changes
[14]. Correlations exceeded 0.65 for all indicators. We
think that a correct rating here would be “not applicable.”

Content validity

Maratia et al. strongly disagreed that the content validity of
the IBCSG QoL Core Form was adequate. In our early
publications on the development of the IBCSG approach,
we presented content-related validity of the instrument for
its intended use. The clinical relevance of global and
specific LASA indicators has been confirmed in breast
cancer trials both in the adjuvant and metastatic setting.
These trials examined the impact of axillary clearance [15],
adjuvant standard chemotherapy [16], dose-intensive
chemotherapy [17], and endocrine therapy [18-20] on
QoL, and the association between QoL and performance
status [21], recurrence [16], tumor response [22],
chemotherapy treatment benefit and toxicity [23], and
survival duration [24, 25] in patients with metastatic
disease.

Prior hypothesis state

For the individual QoL indicators, several validation steps
have been described in different publications. For example,
the mood and coping indicators were compared with
standard measures of emotional well-being and psychoso-
cial dysfunction [6, 7].

Interpretability

Maratia et al. [1] concluded that the scores for inter-
pretability were lowest for the IBCSG QoL Core Form.
The rationale for this low score is not clear based on the
data presented. According to the rating of the EMPRO
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items and attributes summarized by Maratia et al. [1] in
Table 3, the score for interpretability was derived from
three different criteria. For two of these three criteria, the
IBCSG QoL Core Form received the highest rating for
agreement (i.e., ++++, 4, strongly agree). One criterion
was rated with the option ‘no information,” which applied
when there was insufficient or inappropriate information.
In comparison, the other scales reached similar ratings for
two of three criteria and had also one criteria rated with ‘no
information.” The total scores for interpretability should be
similar among instruments with similar ratings.

In conclusion, the rating by Maratia et al. [1] regarding
the IBCSG QoL Core Form is not correct and is in many
respects misleading.
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