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Objective: Cancer incidence and the number of cancer patients are increasing in today’s aging
society. The purpose of this study was to investigate the characteristics of elderly cancer
patients’ concerns and examine the association between their concerns and quality of life.
Methods: This was a cross-sectional web-based survey completed by ambulatory cancer
patients aged 20 years or older. The questionnaire on cancer patients’ concerns, comprehen-
sive concerns assessment tool and the European Organization for Research and Treatment of
Cancer QLQ-C30 were distributed to the subjects. Multiple regression analysis was conducted
to determine which patients’ concerns significantly contributed to their quality of life.

Results: The final study population consisted of 807 cancer patients, among whom 243 (30%)
were elderly (65 years or older). Elderly cancer patients had particular difficulty with self-
management, psychological symptoms and medical information, and the prevalence of their
concerns was generally lower than that of younger patients, with the exception of physical
symptoms. Multiple types of elderly patients’ concerns were independently associated with
quality of life.

Conclusions: We found that elderly cancer patients suffered from various concerns, thus
multidisciplinary intervention is important for providing them with optimal care. The resuits of
this study suggest that elderly cancer patients’ quality of life will improve if their concerns are
properly handled.

Key words: psycho-oncology — supportive care — public health — quality of life

INTRODUCTION in Japan, the elderly population aged 65 years or older was

estimated to be 32 270 000 and the rate of aging 25.3% (as of

Since aging is a major risk for the development of cancer
(1,2), elderly people are more likely to develop cancer than
younger people (3,4). As the average life expectancy
increases, the elderly population is growing, with the result
that the number of older cancer patients is increasing. In 2013

1 February 2014, provisional estimates) (5,6). In 2008 in
Japan, the number of cancer incidence cases in patients over
65 years old was 538 061, among which 331 150 were males
and 206 911 females (7,8). More and more elderly individuals
will need cancer treatment in the near future.
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However, there are a number of problems with the treatment
of elderly cancer patients. Older patients tend to develop com-
plications due to organ dysfunction and vulnerability
(1,3,9—11), and their poor physical condition influences their
tolerance to cancer therapy and increases the mortality risk
(12—14). In general, cognitive impairment and depression are
common disorders in elderly persons (15,16), and especially
patients with cognitive dysfunction tend to develop delirium
(11,17), which may hinder their ability to make proper deci-
sions on their treatment (15). Moreover, according to a previ-
ous study, older people usually do not talk directly about their
concerns (18), and another study indicates that cancer patients
are reluctant to disclose their psychosocial concerns, so
healthcare professionals hesitate to express their concerns
(19,20). It seems to be difficult for medical staff to identify
elderly cancer patients’ problems and provide them with the
necessary information and optimal support (20). On the other
hand, elderly cancer patients need various forms of support
such as understanding medical information, ameliorating
physical symptoms, dealing with financial problems and
coping with anxiety about the future (21,22). The Japanese
government requires designated cancer care hospitals nation-
wide to establish a cancer care support and information
service center in their hospitals based on the ‘Basic Plan to
Promote Cancer Control Act’ of 2007 (23). The cancer care
support and information service centers are intended to meet
the needs of cancer patients without having to visit other
institutions (24) and any cancer patient can use them freely,
but their needs have not been handled appropriately (21,22). It
is also reported that elderly cancer patients have economic
limitations and have difficulty taking part in social activities,
are physically and emotionally unstable, and are liable to feel
lonely (11).

Previous Western studies found that older adults experi-
enced significantly lower occurrence rates compared with
younger adults in almost 50% of various physical and psycho-
logical symptoms associated with cancer and its treatment
(25), an elderly cancer patient group showed a lower physical
functioning score compared with the younger cancer patient
group in the quality of life (QOL) domains (26), and that there
was a moderate-to-strong association between patients’ needs
and psychological distress and/or QOL (27). To the best of our
knowledge, few studies in Japan have comprehensively inves-
tigated and assessed elderly cancer patients’ concerns includ-
ing physical and psychological symptoms, medical treatment
and daily life, even though these findings are essential for
providing optimal care for elderly Japanese cancer patients.

The purposes of this study were: (i) to investigate what kind
of concerns elderly cancer patients have, (ii) to compare elderly
with younger cancer patients’ concerns to clarify the character-
istics of the elderly and (iii) to examine the association between
elderly cancer patients’ concerns and their QOL. We hypothe-
sized that elderly cancer patients’ concerns are multidimension-
al, that they had fewer concerns than younger cancer patients,
and that there is a significant association between elderly
cancer patients’ concerns and their QOL.
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METHODS
SUBJECTS

This survey was conducted via the Internet using Lyche-web
of INTAGE Inc., Tokyo, Japan. The company recruited and
registered monitors who could use the Internet through adver-
tisement. We extracted potential participants who met the eli-
gibility criteria and performed a questionnaire investigation
from 22—24 October 2012.

The eligibility criteria for inclusion in this study were as
follows: (i) subjects of 20 years or older, (ii) subjects who
were diagnosed with cancer (any primary site and clinical
stage, at any time point after diagnosis) and under treatment
and (iii) subjects who have been to the hospital for cancer
treatment for at least 1 year. The exclusion criteria were: (i)
workers of mass media, advertisement agencies, market re-
search companies and (ii) healthcare providers such as
doctors, nurses, social workers and so on. Monitors were paid
with points in return for participating in this investigation, that
is, they could earn points if they answered all questions, and
then they could exchange points for cash, net points or dona-
tion to some organization.

This study was approved by the Institutional Review Board
and Ethics Committee of the National Cancer Center Hospital,
Japan. The return of completed forms was considered consent.

PROCEDURE

This was a cross-sectional survey by internet to examine the
characteristics of elderly cancer patients’ concerns and the as-
sociation between their concerns and QOL. We defined 65
years or older as the elderly in this investigation. The subjects
were asked to fill out the online self-administered question-
naire. Inappropriate returns such as duplicate responses from
the same terminal, mismatch between registered information
and answer contents and inappropriate response time were
deleted. As the participants were required to answer all ques-
tions, there should be no missing values in this investigation.
The questionnaire consisted of the three sections described
below.

INSTRUMENTS

CANCER PATIENTS” CONCERNS: COMPREHENSIVE CONCERNS
AssessmeNT TooL (CCAT)

This self-reported questionnaire was developed to comprehen-
sively assess cancer patients’ concerns for our investigation,
and its validity and reliability have been confirmed in
Japanese cancer patients (28). The questionnaire includes four
different types of concerns: physical symptoms (five items),
psychological symptoms (five items), daily living (six items),
self-management (three items), medical information (five
items) and two symptoms: pain (one item) and constipation
(one item). Participants were asked to respond to this
questionnaire which evaluated the level or frequency of their
concerns in the previous week on a four-point Likert scale
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(1: no concerns, 2: slight concerns [once or twice a week], 3:
moderate concerns [more than half of a week], 4: serious con-
cerns [Every day]). We defined a rating of 3 or 4 as the pres-
ence of concerns.

QOL: EUROPEAN ORGANIZATION FOR RESEARCH AND TREATMENT OF
CanceR Quarity oF LiFe QUESTIONNAIRE-CORE 30

European Organization for Research and Treatment of Cancer
Quality of Life Questionnaire-Core 30 (EORTC QLQ-C30) is
a 30-item cancer-specific questionnaire for assessing the
general health-related QOL of cancer survivors (29). The
questionnaire includes five functional scales (physical, role,
emotional, cognitive and social) and nine symptom scales
(fatigue, pain, nausea and vomiting and others) and a global
health status/QOL scale. The reliability and validity of the
Japanese version of the EORTC QLQ-C30 has been con-
firmed in a previous study (30). The present study uses a
global health status score of 0—100, with a higher score indi-
cating a higher QOL.

SocropEmoGrAPHIC AND CLINICAL CHARACTERISTICS

An ad hoc self-administered questionnaire was used to obtain
information on the patients’ sociodemographic status, includ-
ing age, sex, marital status, educational level, cancer site (all
cancer types), clinical stage (the presence of recurrence or me-
tastasis), anti-cancer treatment (surgery, chemotherapy, hor-
monal therapy and radiation therapy), duration since diagnosis
(<6 months, 6 months to 5 years and >5 years), employment
status (full-time/part-time or unemployed). As to the perform-
ance status (PS) defined by the Eastern Cooperative Oncology
Group (ECOG), we described physical symptoms clearly in
the questionnaire and asked participants to assess themselves
using a rating from 0 (no symptoms) to 4 (bedridden).

STATISTICAL ANALYSES

First, we conducted an unpaired ¢-test to show the demograph-
ic differences between elderly (>65 years old) and younger
(<65 years old) cancer patients. Second, we calculated the
prevalence of concerns in each subscale and item of CCAT
among elderly and younger cancer patients, respectively. We
regarded a rating of 3 or 4 on the four-point Likert scale as the
presence of concern for each item, and we defined the pres-
ence of concern as having one or more items of concern in
each subscale. We subsequently conducted an unpaired z-test
to investigate the differences between elderly and younger
cancer patients’ concerns. Lastly, we conducted a multiple
regression analysis to examine the association between
elderly cancer patients’ concerns and their QOL. In this ana-
lysis, the global health status score of EORTC QLQ-C30 was
entered as a dependent variable, and the concerns present in the
seven subscales were entered as independent variables. Age,
sex, marital status (two groups: married or others), clinical
stage (two groups: presence or non-presence of recurrence/
metastasis), duration since diagnosis (three groups: <6 months,

6 months to 5 years, >5 years), employment status (two
groups: full-time/part-time or unemployed), educational level
(two groups: more than high school graduate or others) were
also entered as independent variables for adjustment.

All P values were two-sided, and a P value of <0.05 was
regarded as being statistically significant. All statistical proce-
dures were conducted using SPSS software for Windows
(Version 21.0 J, SPSS Inc., 2012).

RESULTS
PATIENT CHARACTERISTICS

A total of 1009 cancer patients were recruited in this study and
data were available for 807 cancer patients. The response rate
was 80.0%. The patients’ sociodemographic and clinical
characteristics are shown in Table 1. Based on the data col-
lected, 243 subjects (30%) were over 65 years old; mean
( £SD) and median age were 71.3 (+4.7) and 71 years, re-
spectively. More than 90% were married, male, and did not
have any impairment of physical functioning (PS 0 or 1).
About 40% were prostate cancer and ~30% were diagnosed
with recurrent/metastatic cancer. The background character-
istics of the two age-specific subject groups were significantly
different in sex, marital status, employment status, cancer site,
history of anti-cancer treatment and global health status score,
as shown in Table 1.

PREVALENCE OF CONCERNS AND DIFFERENCES BETWEEN ELDERLY
(>65 YEARS) AND YOUNGER (<65 YEARS) SUBJECTS

The most commonly perceived concerns among the elderly
cancer patients were self-management, containing ‘Want to
know what I can do in poor health’ (46.1%), ‘Want to know
what I can do for curing disease by myself” (45.3%), ‘Want to
know what I can do to take care of myself’ (35.0%), followed
by psychological symptoms ‘Insomnia’ (34.6%) and medical
information ‘Want to know about other treatments’ (34.2%).
We also found differences between older and younger cancer
patients’ concerns using univariate analysis, as shown in
Table 2. The elderly subject group suffered significantly more
from ‘Loss of weight’ (P = 0.04) in Physical symptoms but
suffered less from ‘Not being insightful’ (P = 0.01), ‘Feeling
down and/or depressed’ (P < 0.01) in psychological symp-
toms compared with the younger subject group. The elderly
group also had significantly less difficulty with self-
management (P = 0.03), daily living (P < 0.01) and constipa-
tion (P = 0.02) compared with the younger group.

AsSocIATION BETWEEN ELDERLY CANCER PATIENTS’ CONCERNS
AND QOL

The results of the multiple regression analysis are shown in
Table 3. Five subscales other than medical information and
self-management were significantly associated with the
elderly cancer patients’ QOL, among which the most signifi-
cantly associated was pain (P < 0.01), followed by physical
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Table 1. Demographics and clinical characteristics of all participants
Characteristics All >65 years <65 years P
N % N % N %
No. 807 100.0 243 30.1 564 69.9
Age Mean: 57.6 (SD = 11.6) Mean: 71.3 (SD = 4.7) Mean: 51.7 (SD = 8.3)
Median: 57 (range, 23—86) Median: 71 (range, 65—86) Median: 52 (range, 23—64)
Sex
Male 433 53.7 219 90.1 214 37.9 0.00
Female 374 46.3 24 9.9 350 62.1
Marital status
Married 640 79.3 221 90.9 419 743 0.00
Education
>12 years 513 63.5 139 57.2 374 66.3 0.93
Employment status
Full-time/part-time 365 45.2 49 20.2 316 56.0 0.00
Cancer site
Breast 237 29.4 8 33 229 40.6 0.00
Prostate 126 15.6 102 42.0 24 43
Colon 58 7.2 20 8.2 38 6.7
Stomach 48 59 22 9.1 26 4.6
Lung 34 4.2 13 5.3 21 3.7
Bladder 31 3.8 12 49 19 34
Uterus 31 3.8 0 0.0 31 5.5
Hematopoietic system 29 3.6 5 2.1 24 43
Liver 23 2.9 10 4.1 13 2.3
Rectum 22 2.7 10 4.1 12 2.1
Esophagus 15 1.9 7 2.9 8 14
Head and neck 12 1.5 1 0.4 11 2.0
Kidney 10 1.2 5 2.1 5 0.9
Ovary 10 1.2 0 0.0 10 1.8
Pancreas 9 1.1 6 2.5 3 0.5
Biliary system 5 0.6 2 0.8 3 0.5
Undiagnosed 9 1.1 3 12 6 1.1
Others 98 12.1 17 7.0 81 14.4
Clinical stage
Recurrence/metastasis 213 26.4 66 27.2 147 26.1 0.75
History of anti-cancer treatment®
Surgery 678 84.0 175 72.0 503 89.2 0.00
Chemotherapy 384 47.6 94 38.7 290 514 0.00
Hormonal therapy 318 39.4 83 342 235 41.7 0.05
Radiation therapy 293 36.3 64 26.3 229 40.6 0.00
Continued
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Table 1. Continued

Concerns and quality of life among elderly cancer patients

Characteristics All >65 years <65 years P
N % N % N %
ECOG performance status
0 453 56.1 144 59.3 309 54.8 0.44
1 323 40.0 88 36.2 235 41.7
2 25 3.1 9 3.7 16 2.8
3 5 0.6 2 0.8 3 0.5
4 1 0.1 0 0.0 1 0.2
Duration since diagnosis
<6 months 45 5.6 19 7.8 26 4.6 0.61
>6 months to <1 year 112 13.9 32 132 80 14.2
>1 yearto <2 years 190 23.5 50 20.6 140 24.8
>2 years to <5 years 288 35.7 92 379 196 34.8
>5 years 172 213 50 20.6 122 21.6
EORTC QLQ-C30 Mean: 62.2 (SD = 22.7) Mean: 64.7 (SD = 22.3) Mean: 61.2 (SD = 22.8) 0.04

Global health status score Median: 66.7 (range,

0—-100)

Median: 66.7 (range,

Median: 66.7 (range,

0—100) 0-100)

ECOG, Eastern Cooperative Oncology Group; EORTC QLQ-C30, European Organization for Research and Treatment of Cancer Quality of Life

Questionnaire-Core 30.
“Multiple choice.

symptoms (P < 0.01), constipation (P < 0.01), psychological
symptoms (P = 0.01) and daily living (P = 0.01), after adjust-
ing for age, sex, marital status, clinical stage, duration since
diagnosis, employment status and educational level. As the
coefficient of determination (R?) in this survey was 0.31, we
could not sufficiently estimate QOL from the concerns of
elderly cancer patients.

DISCUSSION

As to the elderly cancer patients’ concerns, about half of them
had difficulty with self-management, psychological symptoms
and medical information. In terms of self-management, it
appears that they would like to decide their own treatment and
they are likely to do something on their own without relying
on others. As for psychological symptoms and medical infor-
mation, a previous study reported that the prevalence of unmet
needs among cancer patients aged over 70 years was high in
the Psychological and Health system and Information
domains and slightly >50% of them appeared to be unsatis-
fied (26), which is consistent with our findings. This indicates
that they have not obtained sufficient information for living
with medical treatment, even though cancer care support and
information service centers play an important role in provid-
ing cancer patients and their families with useful information
such as how to deal with side effects at home, available treat-
ment or treatment options and interpersonal communication.
The reasons for this are that many cancer patients are still not

familiar with the centers (31), or older patients with cognitive
dysfunction might not be able to approach the centers because
of their inadequate health literacy (32), so it may be necessary
to simply remind them about the centers. With regard to psy-
chological symptoms of older cancer patients such as insom-
nia, medical staff must handle this properly, for example, by
regularly making assessments in clinical practices and objec-
tively asking the families or visiting nurses about the patient’s
home life (33). Moreover, it would be necessary for oncolo-
gists to receive training on the primary approach for dealing
with psychological symptoms of older cancer patients (34).
With respect to the comparison between elderly and
younger cancer patients’ concerns, a previous study reported
that the elderly had less trouble with psychological symptoms
and social functioning than younger cancer patients (25), and
another study suggested that the elderly showed lower physic-
al functioning scores in the QOL domains compared with the
younger cancer patients (26), and these results are in agree-
ment with our study. The reason for this seems to be that older
cancer patients in Japan receive their pension or financial
support from their children, which alleviates concerns about
money. In addition, since they have finished raising their chil-
dren and are retired from work, they have fewer demands on
their time and resources compared with younger cancer
patients (35,36). Since younger individuals still have work and
family responsibilities, they seem to have more difficulty with
psychosocial problems, financial problems, social functioning
and so on (35,36). Regarding QOL, it is generally considered
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Table 2. Prevalence of concerns” and differences between elderly (> 65 years) and younger (<65 years) cancer patients—univariate analysis

Concerns All >65 years <65 years P

n =807 % n =243 % n =564 %

Physical symptoms (having one or more concerns in the following five items) 123 15.2 39 16.0 84 14.9 0.68
Loss of weight 51 6.3 22 9.1 29 5.1 0.04
Loss of appetite 49 6.1 16 6.6 33 59 0.69
Dyspnea 43 53 9 3.7 34 6.0 0.18
Diarrhea 35 43 12 4.9 23 4.1 0.58
Nausea and/or vomiting 21 2.6 6 2.5 15 2.7 0.88

Psychological symptoms (having one or more concerns in the following five items) 391 48.5 114 46.9 277 49.1 0.57
Insomnia 257 31.8 84 34.6 173 30.7 0.28
Being tired and/or feeling sluggish 226 28.0 51 21.0 175 31.0 0.00
Not being insightful 146 18.1 31 12.8 115 20.4 0.01
Feeling down and/or depressed 123 15.2 21 8.6 102 18.1 0.00
Feeling agitated and/or nervous 71 8.8 16 6.6 55 9.8 0.15

Daily living (having one or more concerns in the following six items) 241 29.9 51 21.0 190 33.7 0.00
Concerns about medical fees k 179 222 35 144 144 25.5 0.00
Inability to do job 133 16.5 18 74 115 20.4 0.00
Inability to do housework and/or to take care of family 69 8.6 12 4.9 57 10.1 0.02
Concerns about nursing care insurance 66 8.2 24 9.9 42 7.4 0.25
Inability to take care of oneself 58 7.2 11 4.5 47 8.3 0.06
Having no means of going to hospital 37 4.6 7 2.9 30 53 0.13

Self-management (having one or more concerns in the following three items) 494 61.2 135 55.6 359 63.7 0.03
Want to know what I can do for curing of disease by myself 423 52.4 110 453 313 555 0.01
Want to know what I can do in poor health 414 51.3 112 46.1 302 53.5 0.05
Want to know what I can do to take care of myself 334 41.4 85 35.0 249 44.1 0.02

Medical information (having one or more concerns in the following five items) 373 46.2 103 424 270 47.9 0.15
Want to know about other treatments ' 289 35.8 83 342 206 36.5 0.52
Want to know about other hospitals 235 29.1 73 30.0 162 28.7 0.71
Unable to understand explanation about disease and/or treatment 149 18.5 54 222 95 16.8 0.07
Unable to communicate well with doctor 140 17.3 42 17.3 98 17.4 0.98
Want to know about fertility 66 8.2 15 6.2 51 9.0 0.17

Pain
Painful 142 17.6 41 16.9 101 17.9 0.72

Constipation
Constipated 126 15.6 27 11.1 99 17.6 0.02

Rated 3 or 4 on the four-point Likert scale on each item of the comprehensive concerns assessment tool.

to be lower in elderly compared with younger cancer patients,
because the physical functions of elderly patients are wea-
kened and they tend to have more comorbidities than younger
patients (37), and the severity of comorbidities adversely
affects QOL (38). In a previous study, however, the QOL of
elderly cancer patients was the same degree as in younger
cancer patients after adjustment for PS (39), and another study
reported that QOL was not significantly different between
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elderly and younger cancer patients (26). In our study, QOL
was higher in the elderly than in the younger cancer patients.
One of the reasons for this seems to be that older cancer
patients are better able to adapt to severe situations compared
with younger patients, although the elderly are more strongly
affected by cancer itself or the treatment (40,41).

Regarding the association between concerns and QOL of
elderly cancer patients, we found that there is a significant
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Table 3. Association between elderly cancer patients’ concerns and quality of life®—multiple regression analysis®

Concerns Coefficient (B) Standardizing coefficient (8) T P Partial R?
Physical symptoms —-11.77 —0.19 —-3.23 0.00 0.14
Psychological symptoms —6.70 —0.15 —2.53 0.01 0:11
Daily living —8.34 —0.15 —2.53 0.01 0.11
Self-management —4.67 —0.10 —1.61 0.11 0.08
Medical information —3.44 -0.08 —-1.20 0.23 0.06
Pain —12.23 —0.21 —3.64 0.00 0.11
Constipation —11.96 —0.17 —3.07 0.00 0.05

Total R2 = 0.31

Global health status score of the European Organization for Research and Treatment of Cancer Quality of Life Questionnaire-Core 30.
®Adjusted for age, sex, marital status (two groups), clinical stage (two groups), duration since diagnosis (three groups), employment status (two groups) and

educational level (two groups).

association, but self-management and medical information,
which are highly prevalent concerns among the elderly sub-
jects, do not significantly contribute to QOL. Nevertheless,
elderly subjects have great difficulty with these two subscales.
On the other hand, the other five subscales that are significantly
associated with QOL do not pose much difficulty for the
elderly cancer patients. Therefore, we consider it important to
comprehensively intervene in their multiple concerns. Several
previous studies have suggested that the more adequate infor-
mation cancer patients obtain, the more satisfied they are (20),
and the more able they are to adapt to their psychological and
emotional states (42); therefore the QOL of elderly cancer
patients is expected to improve with multifaceted interven-
tion and the provision of sufficient information about their
concerns.

The present study has several limitations. First, there was
the potential for selection bias in that the subjects were outpa-
tients, over 90% of them were diagnosed > 6 months earlier,
~90% of them were male and 40% were prostate cancer, and
moreover, they were all able to participate in this internet
survey. Based on these factors, it was estimated that most of
the subjects were physically and mentally stable, and they had
little cognitive dysfunction and high health literacy because
they were capable enough to use the internet. As more men
than women use the internet in general, it is believed that most
subjects in this study were men. That is to say, subjects in this
study were not representative elderly cancer patients in Japan.
Further investigations need to be conducted other than
through the internet, such as by interviews with not only out-
patients but inpatients in clinical sites, in the future. In add-
ition, we should point out that there was a possibility that most
of the study subjects had normal cognitive function. In fact,
the number of cognitive deficit patients in Japan was estimated
to be 4 620 000 in 2013 (43), and many elderly cancer patients
have cognitive impairment. Therefore, we should evaluate the
cognitive function of elderly cancer patients first, positively
detect their concerns including concerns of patients
with cognitive dysfunction by using assessment tool like

comprehensive geriatric assessment (CGA) after that, and
examine whether we can clarify their concerns.

Second, the CCAT questionnaire for cancer patients’ con-
cerns proved to be valid and reliable in a previous study, but it
is not specific to elderly cancer patients (28). Finally, since
our investigation was cross-sectional in design, we cannot
conclude the causal relationship between patients’ concerns
and their QOL. This problem needs further investigation in a
longitudinal study; for example, we should reinvestigate after
an interval of several months. In addition, further research
needs to focus on various patients and clinical characteristics
such as age, sex, cancer type, PS and so forth.

Despite these limitations, this study has several strengths.
To our knowledge, it is the first study to comprehensively
assess elderly cancer patients’ concerns in Japan; in doing so,
we could understand the characteristics of elderly cancer
patients’ concerns in detail. The response rate of this study
was 80%, which was considered to be relatively high.

In today’s aging society, multidisciplinary intervention and
training for healthcare professionals will be required to deal
with different and complex concerns of elderly patients with
cancer. We should also make an active effort to investigate
concerns of elderly cancer patients who do not complain,
predict their possible problems such as upset, and intervene in
them. This will make it possible to provide them with optimal
oncological care to improve their QOL.
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Abstract

Objective: Prospective trials specifically designed for elderly patients with advanced non-small-cell
lung cancer demonstrating the benefit of platinum-based therapies are still lacking, This trial was de-
signed to clarify whether the addition of cisplatin to monotherapy could improve survival for elderly
patients.

Methods: Elderly patients {age 270 years, ECOG performance Status 0-1) with advanced non-small-
cell lung cancer were randomized to receive docetaxel 20 mg/m? plus cisplatin 26 mg/m? on Day 1, 8
and 15 {docetaxel plus cisplatin) or docetaxe! 25 mg/m? on the same schedule {docetaxel). Both regi-
mens were repeated every 4 weeks until disease progression.

Results: One hundred and twenty-six patients were enrolled. Sixty-three were randomly assigned
docetaxel plus cisplatin and 63 docetaxel monotherapy. Median age was 76 years (range 70-88).
The second planned interim analysis was performed on 112 assessable patients {docetaxel/docetax-
el plus cisplatin: 56/56), Although the formal criterion for stopping the trial was not met, the Data and
Safety Monitoring Committee recommended study termination on ethical grounds based on the
interaction (two-sided P=0.077, hazard ratios for <74/>75: 0.23/0.72} between age and subgroup
and treatment arm, which suggested that docetaxel may not represent an adequate control arm regi-
men for the age subgroup of 70-74 years.
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