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Abstract

Purpose: The Schedule for Evaluation of Individual Quality of Life-Direct Weighting (SEIQoL-DW) recognizes the individuals’ values with no
pre-judgement. The objective of this study was to determine if clinician awareness and understanding of individual patients’ subjective quality of
life (SQoL), bothersome symptoms and symptom interference on SQoL, would lead to improvement over time in the SQoL of patients with
advanced cancer. Methods: SEIQoL-DW and symptom bother/interference with SQoL was measured up to 4 time points on Sixty-five (n=65)
patients receiving chemotherapy for advanced cancer. Measurements from the intervention group (n=33) was reported to the clinical team at
each time point via an info-graph placed in the clinical notes. Measurements from the control group (n=32) was not reported to the clinical team.
Results: SEIQoL-DW of all patients improved from baseline to time point 4 (p >0.05).A significant improvement in patient’s perception of
health functioning was seen in the intervention group compared to the control group (51% v 19%, p=0.014). Symptom interference in SQoL
reduced by 9% in the intervention group versus 37% increase in the control group. In totality, a 46% difference was observed between groups (p
< 0.05). Interpretation: Translating SEIQoL-DW and symptom bother/interference into a format for use as a ‘Clinical Tool’ in routine practice
improves patient reported health functioning and symptom interference on their SQoL. This patient centered approach could lead to a paradigm
shift in our understanding of patient’s needs and in harmony with other clinical interventions, should be considered a valuable step towards
personalized medicine.

Keywords: Subjective Quality of Life (SQoL), Schedule for Evaluation of Individual Quality of Life-Direct Weighting (SEIQoL-DW),

Symptom interference, Symptom Bother, Clinical Tool, Info-Graph

by the individuals’ perception of aspects of life important to them,
including matters both related and unrelated to health™.

Introduction

There is wide variability in the definition of quality of life (QoL)
and it’s conceptualization."?) The QoL of patients with cancer is
traditionally assessed using Health Related QoL (HRQoL)
measures focusing on four dimensions of the patients QoL; health,
functional, physical and psychological status.***®! Many postulate
that functional attributes alone are not entirely synonymous with
subjective QoL (SQoL) but rather SQoL is a multi-dimensional
outcome complementary to those traditional health measures!” and
can be defined as the “degree of overall life satisfaction influenced
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Following cancer diagnosis, there is significant engagement
and inclusion of patients in the decision-making and treatment-
planning process with the focus of these discussions being on
health endpoints and performance outcomes such as mortality,
morbidity and survival.>*°'%*! Clinical interventions believed to
be in the best interest of the patient may be suggested and offered
to the patient prior to and during treatment."”) The experience of
cancer however, dramatically changes the pattern of a patient’s
concern.**? As suggested by Kahneman, judgments of an
individuals’ satisfaction are often shaped and influenced by recent
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events.") With this in mind, the clinical efforts should shift and
align with patient judgement. Clinicians however need a
mechanism to enlighten them of this change in patient focus. The
Schedule for Evaluation of Individual Quality of Life-Direct
Weighting (SEIQoL-DW) is a validated SQoL measure, through
which a semi-structured interview captures the uniqueness of the
individual to provide valuable information about his/her concerns,
priorities and values.

The SEIQoL-DW interview permits the patient to do three
things: (1) identify areas/ domains of importance to his/her SQoL
(cue); (2) indicate how each cue is functioning at that moment in
time; (3) indicate the weight/relative importance of each cue.”
SEIQoL-DW essentially captures the patient’s SQoL based on his/
her own judgement, providing a blank canvas to depict his/her own
SQoL. There are no prejudged questions or proposed responses. It
embraces Kahneman’s concept that both the observer and the
subject of objective judgement may be the same person.**]

Using this tool, psychological adaptation has been
demonstrated in patients with cancer who, when faced with
adversity, appear to shift the focus of SQoL judgements away from
physical decline and toward that of social, psychological and
spiritual concern.**®'"l Because of its unique propensity to gain
important insight into areas of importance to the patients’ SQoL, it
has been suggested that SEIQoL-DW and patient nominated
symptoms and symptom interference with SQoL measures'>°! may
be useful as a ‘Clinical Tool’ in the clinical setting to identify
individual patient needs that can then be addressed.*>** It may
also help clinicians detect if and how patients are adjusting to
changing health.™*®!

The authors of this research hypothesized that if the clinician
had knowledge of the patient’s perceptions of ‘his/her SEIQoL-
DW including the ‘bother ‘of symptoms and how they interfere
with his/her SQoL’, during routine clinical practice, it would lead
to a greater global understanding of the individual patients’ values
and needs and result in improved SQoL and symptoms over time.
To test this hypothesis, it was proposed to conduct a randomized
controlled clinical trial (RCT) using SEIQoL-DW semi-structured
interview to measure SQoL and patient nominated symptoms and
symptom interference in SQoL, at multiple time points during the
patient treatment and as the intervention, present this information
to medical team in the form of an info-graph.

Aims and Objectives

The aim of this study was to determine if a greater awareness by
the oncology multidisciplinary team of patients’ SQoL, the
bothersome of symptoms and the interference of these symptoms
on their SQoL, would lead to improvement over time of the SQoL
of patients receiving chemotherapy for advanced cancer. The
primary objective was to compare SEIQoL-DW and Symptom
outcomes between the intervention group whose assessment results
were presented using a colorful diagram format, ‘Info-Graph’, to
the clinical team, and the control group, whose information was not
presented to the clinical team.

Study Design
This was a prospective, single blind, randomized controlled trial
(RCT) of sixty-five patients (n=65) with metastatic cancer whose

individual SEIQoL-DW and symptoms assessed up to 4-time
points during chemotherapy treatment.

Setting and Participants
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This single center study was conducted at Galway University
Hospital, Ireland. Sixty-five patients scheduled to receive
chemotherapy for metastatic cancer were randomly selected prior
to treatment to have their SEIQoL-DW and symptoms assessed up
to four time-points during their course of treatment for advanced
disease. The assessment took place where the patient was receiving
chemotherapy i.e. either the inpatient or outpatient oncology
treatment setting.

Eligible patients were > 18 years, diagnosed with stage four
cancer, scheduled to receive chemotherapy for treatment of
advanced cancer and consented to participate. Patients were
informed using a patient information leaflet and detailed
discussion. Written consent was obtained from each participant
prior to enrolment. Patients were deemed ineligible if they were
cognitively impaired, unable to communicate verbally and/ or
unwilling to consent to participate in the study.

Study procedures were conducted in compliance with the
International Conference of Harmonization Good Clinical Practice
Guidelines and the Declaration of Helsinki. Permission to conduct
the study was granted by the Research Ethical Committee at
Galway University Hospital and Hospital Management.

Methodological Approach

Patients with metastatic cancer scheduled to receive chemotherapy
either as an inpatient and outpatient during the year 2013-2014 at
the hospital were referred by the medical oncology team to the
researcher who then discussed the study with each patient and
invited those eligible to participate. Participants were informed that
they could withdraw from this study at any time. Those who signed
written consent were randomized onto the study (n=65).

Demographic data regarding age, gender, marital status,
diagnosis, extent of disease and treatment to date was captured
using a questionnaire. A semi-structured interview using SEIQoL
DW tool was used to gather information on all patients QoL.

Interview Schedule

Step 1: Patients were asked to identify cues/domains of importance
to their QoL and rate their perceived current level of functioning of
each cue on a scale between 0-100. This was presented on a bar
graph. Step 2: The Direct Weighting procedure measured the
weight of importance of each cue and was obtained using a
computerized pie-chart containing five individually colored,
movable segments (DISK) representing the five cues nominated by
the individual. The patient manipulated / moved the segments of
the DISK to reflect the relative weight of importance of each cue to
their overall SQoL. Step 3: The patient reported global QoL score
was reflected on a visual analogue scale (VAS). Step 4: The patient
nominated current bothersome symptoms. Step 5: Symptom
‘bother’ was measured with the DISK like Step 2 but replacing
cues with symptoms. Step 6: Symptom Interference with SQoL
was measured using a computerized modified version of the
SEIQoL Disk, with two overlapping colors —one color representing
Qol and the other representing symptoms. The patient manipulated
the disk to reflect how much their symptoms interfered with their
overall SQoL.

For the intervention group (n=33), the SEIQoL DW and
symptom information generated during each assessment was
translated into an info graph and placed in the clinical notes for the
clinical team to observe. An example of an info graph is presented
in Figure 1.
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Individual Quality of Life Assessment Info Graph
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The SEIQoL-DW and symptom information of participants in the
control group (n=32) was not shared with the clinical team.

To ensure the info-graph was fit for purpose, a template was
drawn up and piloted on six oncologist/palliative care physicians
and five oncology nurses who affirmed SEIQoL-DW and symptom
information could be clearly, accurately and easily interpreted.

To minimize the risk of bias, patients were blinded. To
maintain this component of the trial, the info-graph for patients on
the intervention group was strategically placed in the patients’
clinical notes and not at the patient beside.

Sixty-Five (n=65) eligible patients consented to participate in
the study and were randomized on a 1:1 ratio to either the
intervention group or control group. First assessment was prior to
receiving their first cycle of chemotherapy (Time point 1).
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Assessments were taken up to four time-point at three to four
weekly intervals in line with the patients’ chemotherapy regimen.

Sample Size Determination and Data Analysis

Statistical analysis was performed using SPSS software version
20.0 (SPSS Inc., Chicago IL). A standard qualitative analytical
approach was used to analyze patient nominated cues to their
SQoL. The cues described by the respondents were transcribed
verbatim and individual statements were subsequently sorted and
clustered according to the common content. Each was labeled
according to the best patient description of the meaning of the
statement such as family, well-being, health etc.

Sample size was determined using Epi Info. The primary
outcome measure was the change in SEIQoL-DW from Timepoint
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4(T4) to baseline (T1). If the mean change in SEIQoL-DW across
time, for those receiving the intervention, was 10 points with a
standard deviation of 18, a sample size of 60 was required to have
80% power at the 5% significance level using a two-sample t test to
compare the mean improvement in SEIQoL-DW between groups
over time.

The results of SEIQoL-DW measures between groups was
graphed on a normal probability chart to confirm normal
distribution. Standard measures (t test) were used to calculate
differences in means between groups. Minimal Important
Difference (MID) can be defined as ‘the smallest difference in
score in the domain of interest that patients’ perceive as important,
either beneficial or helpful, and which would lead the clinician to

consider a change in the patient’s management.19 Work in this
area has suggested that across instruments and disease, MID values
remain constant at 5 — 10% of the instrument range. 8,19,21,22
Therefore, although any estimate of the MID is associated with a
degree of uncertainty, using this best estimate can facilitate
analysis of results. In this study, a change of 7% on the mean
SEIQoL-DW score from base line T1 to T4 was considered the
MID.

Results

A total of 184 assessments were conducted on 65 participants.
Subject characteristics are presented on Table 1.

Table 1: Characteristics of the Study Group

Median Age 60-69

Male/Female 28/37

Treatment Regimen

152

2"9

374

% (n)

Married/long term relationship 89 (58)

Inpatient /Outpatient 33.8 (22) /66.2 (43)

Tumor type

Colon 32.3(21)

Breast 21.5(14)

Ovarian 12.3 (8)

Lung 7.7 (5)

Pancreas 7.7 (5)

Other cancers 18.3 (12)

Treatment Type

Folfox/Folfiri 33.8(22)

Gemcitabine 12.3 (8)

Docetaxel 13.8(9)

Other 27.5(18)

Number of Participants who completed SEIQoL DW Assessment at each timepoint

Time-point T1 T2 T3 T4
Intervention Group 33 30 27 18
Control Group 32 21 14 9

Gender balance was equally distributed. The age profile was a
typical representation of the incidence of cancers across age
groups. For analysis, cancers were divided into three main
categories: breast, colon and others. Eighty percent of patients were
receiving first line chemotherapy for metastatic disease and two
thirds of the participants were being treated in the out-patient
department (OPD) setting. Study attrition was observed each time

point over time (T1-T4). Reasons for attrition were discontinuation
of chemotherapy due to toxicity/ progressive disease (n=20), death
(n=12) and withdrawal of consent (n=6) for reasons: no personal
benefit (n=3), it was a reminder of not being well (n=2) and SQoL
information was too personal to discuss (n=1).

QoL scores are presented on Table 2.

Table 2: Mean SEIQoL Score of Patients Receiving Chemotherapy for Advanced Cancer from Timepoint 1- Timepoint 4

T1 T2 T3 T4 Mean Qol | Total gain % gain
All subjects 58.5Sd/23.1 | 58.6 Sd/22.8 | 62.2Sd/21.2 | 64.2Sd/22.6 | 60.9 +6 11%
Control 59.9 63 67.8 67.1 64.4 +7 14%
Interve-ntion 57.2 55.8 59.7 62.9 58.9 +6 11%

The mean SEIQoL-DW score over time for all participants was
60.9 (SD 22.5). A paired t-test showed no statistically significant
difference in the mean SEIQoL-DW score across the whole group
over the four time-points. The mean SEIQoL-DW score at T1 was
58.5 and the mean at T4 was 64.2.

T-test analyses compared the mean SEIQoL-DW scores
between the control and intervention group. While no statistically
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significant difference was seen between groups, a gain in SEIQoL-
DW scores surpassed the MID in both groups (14% and 11%
respectively) thus demonstrating clinically important improvement
in SEIQoL-DW in all patients. Patient nominated individual
SEIQoL-DW cues were categorized into 17 different domains
(Table 3).
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Table 3: Cues Nominated as Important to the Quality of Life of Patients Receiving Chemotherapy for Advanced Cancer
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= Control
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Figure 2: Level of Functioning Over Time of Top 5 Cues Nominated by Participants

Tl T2 T3 T4% Gain
Health

T1 T2 T3 T4
Family support
94.798.398.1 92

47.3 44.4 51.7/56.7 19% 93.394.391.2 78

T1 T2 T3 T4

47.8/40.8 32.8 37.8
45.4/40.9 21.8 16.6

T1 T2 T3 T4

Social Activity
55.153.9 45 52.7
55.9 49.5 46.2 50.7

T1 T2 T3 T4
Family Wellbeing
83.377.982971.2
73.2.83.195.892.8

Keeping Active

Domains Nominated by Patients Important to their Quality of Life

m Intervention m Control

The top five domains were analyzed (Figure 2). The percentage of
participants who nominated each domain and the mean level of
functioning respectively are: Health 92%, 50.9 %; Social Activity
64 % 49.98%; Keeping Active 58% ,55.6 %: Family support 43%,
87.74% and Family wellbeing 34% ,82.5%.

Functioning decreased from time point 1 through to time point 4
for domains ‘Social Activity’, ‘Keeping Active’ and ‘Family
Support” with no significant difference between the control and
intervention group.‘Family Wellbeing’ and ‘Health’ functioning
improved with a significant difference seen between groups in

reported ‘Health’ functioning. This domain significantly improved
by 51% in the intervention group compared to 19% improvement
in the control group from T1-T4 (p=0.0014)

In keeping with the time points (T2 and T3) when a decrease in
health functioning was reported by the control group, an increase in
weighting from baseline was reported, (T1=43.8, T2=48.7 and T3=
45.9).While the weight of importance of ‘health’ reported by the
intervention group, remained almost constant through-out time
points (T1=46, T2=46.6 and T3= 47.1).Symptom Bother and
Interference is recorded on Table 4.

Table 4: Mean Symptom Interference on the QoL in Patients Receiving Chemotherapy for Advanced Cancer from Baseline

T1 through to T4
Timepoint T1 T2 T3 T4 % difference
(n=65) (n=51) (n=41) (n=27) from T1-T4
% Patients who reported symptoms 61 72 87 76
(n=39) (n=36) (n=35) (n=20)
% who reported ‘bothersome’ 46.2 62.1 713 59.2
symptoms (n=30) (n=31) (n=29) (n=16)

WWW.ijirms.in
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Symptom Interference
Total Participants (Mean) 32.42 50.25 48.35 35.05
SD 30.602 SD 30.0 SD 30.1 SD 30.4
Control (Mean) 304 60.3 515 414 +37%
SD 28.4 SD 27.6 SD 28.8 SD 30.
Intervention (Mean) 34.4 43.8 46.6 31.6 -9%
SD 32.9 SD 30.3 SD 32.7 SD 30.6

Nearly half the patients reported bothersome symptoms that
interfered with SQoL at T1. Analysis of the overall group showed
symptom bother increase during treatment (p=0.0001).

A paired t test showed a significant difference in symptom
interference on SQoL between the control and intervention group
from T1 to T3 (p < 0.005). There was a 9 % decrease in symptom
interference reported by the intervention group compared to 37%
increase in symptom inference reported by the control group -thus
an actual difference of 46% between both groups (p=0.000).

Discussion

Advances in cancer management have focused primarily on
development of drug therapies to improve survival time and to
reduce time to disease progression. With the increase in life
expectancy, comes a shift in societal needs to focus on health
promotion and quality of life."”! It has been suggested that clinical
benefit alone does not establish the reasonableness of necessity of
all medical interventions and non-convergence in values exist
amongst the medical profession and patients.”?*! The foundation of
quality of life should be based on individual values that are in a
state of constant change.”! How a person is functioning and the
degree of importance of a particular area of life /domain may
change at any time. People who undergo significant change in life
are likely to also undergo a shift in values. Decision making should
go beyond traditional clinical opinion and extend to the patient who
is, after all, the best judge of determining what is important to him,
his values and concerns.®! A third person cannot judge and often
overestimates the effect of life events on others.**! The state of
the art of assessing quality of life in cancer patients is
developmental with the myriad of assessment tools posing a
challenge for clinicians. With this in mind, the SEIQoL tool is most
fitting to allow the patient to demonstrate how salient areas of
his/her life are functioning and how important each area of concern
is. This data generated from this assessment and translated onto an
info graph is a simple concept but an effective method to inform
clinicians on real time basis of the individual’s needs, values and
self- assessed performance in areas of life important to the
individual.

It has been reported that patients with poorer clinical
outcomes such as those with advanced cancer generally
demonstrate a decline in QoL overtime.””” This study demonstrates
despite advanced disease, gains in QoL can be made if clinicians
are armed with greater insight of the shifting SQoL concerns and
the recalibration process that patients undergo. One limitation of
this study and a challenge common in studies of this population is
diminishing sample size with short term survival and rapid
deterioration of performance status leading to study attrition.

Although the magnitude of difference between the control and
intervention group in this study is too small to detect any
statistically significant change in the mean QoL over time for all
patients, clinical significance was observed with the MID defined
by a change on the mean SEIQoL-DW score of greater than 7%.
This was achieved and demonstrated an improved SQoL in both
groups and thus affirms the medical management of these patients.

WWW.ijirms.in

The most frequently nominated cues elicited by participants were
similar to those nominated in other published SEIQoL studies./”**!
Although there appeared to be a non-significant difference between
groups in SEIQoL-DW scores, discreet discrimination and analysis
of individual cues nominated by participants was important to
detect otherwise inconspicuous differences between the
intervention and the control group. Analyses of patient nominated
SEIQoL-DW cues in tandem with symptom measures yielded
remarkable findings. Patient reported functioning in the domain
‘health’ improved almost three times more in the intervention
group compared to the control group (51% gain v 19% gain from
baseline to T4) .In addition to this, the significant difference in
symptom interference between groups demonstrates the intricate
relationship between SQoL and symptoms and exhibits the
absolute importance for clinicians to use a combined approach in
addressing both.

It would be an expected assumption for improvements in
health functioning to correlate with improved functioning in social
activity and keeping active. Our findings were paradoxical, with
patients reporting a decrease in functioning in these latter domains.
One of the challenges facing clinicians when assessing patient’s
SQoL is a concern regarding his/her ability to intervene or to take
constructive action on non-health related issues.”” Our findings
lean toward this thesis and suggests that clinicians can respond to
patient ‘health’ and ‘symptom’ related issues more readily than
non-health related issues. This resonates with the traditional model
of medicine and emphasizes the need for integrating rehabilitation
into the care continuum.®” It may also be an indication of
adaptation or ‘Response Shift’ to the cancer and its treatment, a
phenomenon that has been clearly demonstrated by a number of
authors.®*Y, Similar to their findings, response shift also occurred
amongst this population, with the weight of importance in cues of
changing over time, but unlike the participants in Blairs study, the
participants in this study, did not change domains.

The ‘meaning’ of SQoL and symptoms to patients may also
explain the overall improvement in SQoL and the highly
significant reduction in symptom interference in SQoL in the
intervention group. More research into the ‘meaning’ of subjective
issues for terminally ill patients as well as employing a bottom up
approach to understanding the patients perspective,™* could
challenge a paradigm shift away from the more traditional model of
medicine with the clinicians focusing solely on health issues and
give them permission to address the ‘Whole Person”. Dame C

Saunders quotes ‘You matter because you are you’.*

Conclusion

This study demonstrates the willingness by clinicians to embrace
the concept of using SQoL-symptom information in the clinical
setting, albeit their focus appears to remain fixed on health and
symptom functioning. Poulson quotes, “Many physicians prefer to
keep a detached attitude towards patients, because it is too difficult
emotionally and too time consuming to encounter the suffering”.**
Cassel urges us to see the “relief of suffering and the cure of

disease must be twin obligations of a medical professional”.*"
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Rabin et al, state “there are many avenues that can be helpful for
the victim and his family”.*) Recent experience on lack of Open
Disclosure in Ireland concerning Cervical screening suggests “At
the heart of this issue lies the willingness and strength to speak the
truth, as well as the willingness and ability to listen when others
speak it”. %)

SQoL is a dynamic construct. Over time, areas of life
meaningful to the patient shift through a process of psychological
adaptation,”*” that enables patients cope and maintain good SQoL
even in the face of adversity. Their internal frame of reference
appears to recalibrate,”! a concept known as ‘Intra Subject
Construct Dynamism’ or ‘Response Shift” which is a complex,
multifaceted and dynamic reality of patient adaptation to illness."*!
The process of Response Shift has also been described as an
occurrence when an individual finds a difference between his/her
current state and his/her goals. In an effort to reduce the
discrepancy, he/she must either change his/her current state or
move the goal.®” Though Response Shift is not addressed in this
study it has been shown to further enhance SQoL results over time
for palliative care patients*” and should be considered for future
studies. Temel et al, suggests that early palliative care integration
accounts for improvements in both the outcomes of survival and
QoL for patients with metastatic non-small-cell lung cancer."!
This study extrapolates a further clinical benefit in using patient
nominated SQoL and symptom information as an additional
‘Clinical Tool’ to manage symptoms better and strive to further
improve SQoL. Patient reported individual SEIQoL-DW and
Symptom Bother/Symptom Interference with SQoL information,
graphically presented for ease of interpretability by clinicians
benefits the patient and has far reaching implications, not only for
the patient in terms of improvement in health and wellbeing, but it
may go toward lessening the burden of disease on the state. This
approach can be used by acute health care institutions as a tangible
measure of quality in health to complement the traditional outcome
measures of survival, tumor response and HRQoL measures. It
may offer a more comprehensive, tailored and personalized
approach in evaluating the relative risks and benefits associated
with treatments in harmony with patient preferences. To quote
Kahneman, “The conception of objective well-being suggests a
complex agenda of research, both methodological and
substantive... a combination of methods will eventually be
available to characterize the objective well-being of the individual
and groups to determine the true adaption to new circumstances.
provide a criterion for the evaluation of economic and social
policy.”!*4]
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