A study of disease management activities of hip osteoarthritis patients 83

Since weight loss and muscle training can relieve
the pain of OA and improve the range of motion
(van Baar et al., 1998) and exercises including
stretching and muscle training are expected to
slow the progression of OA (Hochberg et al.,
1995; Anon., 2000), we consider it necessary to ad-
vise patients at an earlier stage of the disease to
perform the management activities and to develop
a program to link the advice to actual performance
of the activities.

In terms of muscle training and weight manage-
ment activities, a small number of patients
performed half of its items. Also, stages of the
disease did not affect motivation of patients’
training performance. These two facts are consid-
ered to be the reasons why there were no related
factors.

Caution is required when generalizing this result
since the present study focused on the patients of
an orthopaedic outpatient service specializing in
hip joints at one university hospital. Also, we used
the answers from the patients to determine
whether they performed the disease management
activities, and did not verify whether they actually
did or did not. Since it is important to continue the
management activities, we consider it necessary to
study temporal change of the result in addition to
the present cross-sectional survey at a specific
point in time.

Conclusions

The present study clarified the status of the disease
management activities of the patients who were
having conservative treatment. We consider it nec-
essary to advise patients at an earlier stage of the
disease to perform the management activities and
to develop a program to link the advice to actual
performance of the activities.
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Abstract

The prevalence of pain and its impact on outpatients with neuromuscular disease, and their attitude towards the use of analgesics were
studied. Seventy-eight outpatients at the university hospital, Tokyo, diagnosed with Parkinson’s disease, spinocerebellar degeneration,
amyotrophic lateral sclerosis, or multiple sclerosis were asked whether they had experienced pain in the preceding week. The Brief Pain
Inventory, Japanese version was used to interview participants reporting pain, about its intensity and interference with activities, the way they
dealt with it, attitudes to pain and use of analgesics, and desire for treatment. Forty-six participants experienced pain in the preceding week
(59%). The mean pain intensity was 4.1 out of 10, and 20% of participants reported that the degree of interference with mobility was at least 6
out of 10. Most participants dealt with their pain without medication, by changing posture frequently or massage. Approximately 80% of
participants regarded pain as something they should endure. Half of the participants wanted more information on methods for pain relief.
Approximately 80% of participants were anxious about adverse reactions of analgesics. These findings suggest that medical staffs should
provide appropriate information and educate their patients.
© 2007 Elsevier B.V. All rights reserved.
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1. Introduction treatment and the prevention of infectious complications, the
prognosis of patients with these diseases has improved.
Therefore, long-term disease and symptom management is

needed.

In Japan, the number of patients with Parkinson’s disease
(PD), spinocerebellar degeneration (SCD), amyotrophic

lateral sclerosis (ALS) and multiple sclerosis (MS) was
approximately 80,000, 15,000, 7000, and 10,000, respec-
tively, in 2005 [1]. PD, SCD, and ALS are progressive
neurodegenerative diseases, while MS is a demyelinating
disease with a variable natural course [2]. Therapies for
complete remission against these diseases have not yet been
established. However, because of improvements in medical

* Corresponding author. Tel.: +81 3 5841 3508; fax: +81 3 5841 3502.
E-mail address: ayosh-tky@umin.ac.jp (Y. Abe).

0022-510X/$ - see front matter © 2007 Elsevier B.V. All rights reserved.
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Symptoms of neuromuscular diseases vary with the
disease and the phase of disease. Pain is one of the common
symptoms [3]. Pain is an unpleasant symptom and is a factor
that reduces the patient’s activity [3,4]. Although, the origin
of pain varies with each disease, most previous studies have
reported that analgesics and adjuvant analgesics such as
antidepressants are effective to relieve pain in neuromuscular
diseases. For pain that is not reduced by analgesics,
physiotherapy or psychotherapy are effective [3,5]. Never-
theless, it has been reported that the prevalence of pain in
neuromuscular diseases is approximately 10-60% in the
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USA and Europe, and many patients feel that pain interferes
with their daily activities [6—14]. In Japan, there have been
few studies on this subject.

From the clinical point of view, pain relief is an important
goal of treatment and care, in order to maintain the patient’s
comfort and activities of daily living (ADL). Medical staffs
need to know the prevalence and the impact of pain. Relief
from pain depends not only on medical specialists’
knowledge about methods of pain relief, but also on the
patient’s knowledge and cooperation with the medical staff
[15]. Some previous studies suggest that the pain threshold
depends on culture, education level, and the healthcare and
health insurance systems [16]. From these findings, it seems
that patients’ attitudes to pain and relief from pain differ
among different cultures. The United Nations points out that
the consumption of opioids in Japan is less than that in
Western countries [17]. The Pharmaceutical Society of Japan
says that the consumption of analgesics such as nonsteroidal
inflammatory drugs (NSAIDs) is also less [18]. Little is
known about the reasons for the low consumption of
analgesics in Japan; however, it is possible that patients do
not desire to use analgesics and that physicians are reluctant
to prescribe them, being afraid of overuse.

To achieve relief from pain, it is necessary to clarify the
characteristics of pain in neurological diseases and patients’
attitudes to pain and relief from pain. For the maintenance
of pharmacotherapy, it is also helpful to know the patient’s
attitude to the use of analgesics. Therefore, the first aim of
this study was to investigate the prevalence and character-
istics of pain in several representative neurological
diseases: PD, SCD, ALS, and MS. The second aim was
to investigate patients’ attitudes to pain in neurological
diseases and to relief from this pain. The third aim was to
compare attitudes to the use of analgesics in people with
and without pain.

2. Methods
2.1. Participants

Participants were outpatients at the University of Tokyo
Hospital. Patients were included if they were more than
20 years old, had been diagnosed with PD, SCD, ALS, or
MS, and were able to communicate in Japanese. The ex-
clusion criterion was cognitive impairment.

2.2. Procedure

Data were collected in face-to-face interviews with
participants in a room where privacy was ensured. First,
participants were asked to complete the Hasegawa Dementia
Scale-Revised (HDS-R) [19] to confirm the absence of
cognitive impairment. The HDS-R is widely used in Japan to
assess cognitive function, with a cutoff point of 20 or 21 out
of 30. The HDS-R score is reported to be positively
correlated to the score on the Mini-Mental State Examination

(MMSE), which is popular in the USA and European
countries [19]. When the HDS-R score was higher than 21,
the participant was asked about their experience of pain in
the preceding week. If the participant had experienced pain
in the preceding week, they were further asked about the
intensity and other characteristics of the pain. Data such as
“time since disease diagnosis” were collected by reviewing
the medical records.

This study was approved by the University of Tokyo
institutional ethical review board and informed consent was
obtained from each participant.

2.3. Measures

2.3.1. Prevalence of pain
All participants were asked about the presence or absence
of pain in the preceding week.

2.3.2. Pain intensity and its interference with activities

Participants who had experienced pain in the preceding
week were asked to assess the intensity of their pain and the
extent to which it had interfered with their ADL, using the
Japanese Brief Pain Inventory (BPI-J) [20]. The BPI was
initially developed to assess pain severity and interference in
persons with cancer in the USA [21,22] and has been
validated for people with cancer and noncancer pain. BPI
was translated into Japanese in 1998 and has been used to
assess pain intensity and its interference with ADL in Japan.
The BPI-J includes ratings for worst pain, weakest pain, and
average pain in the preceding week, and current pain, ona 0-
10 numerical rating scale (NRS), where 0 is no pain and 10 is
pain as bad as can be imagined.

Interference with ADL by pain was assessed in seven
domains of life—general activities, mood, walking ability,
normal work, relations with other people, sleep, and
enjoyment of life—using a 0—10 NRS, with 0=does not
interfere and 10=completely interferes.

2.3.3. How participants dealt with their own pain and its
effect

Participants who had experienced pain in the preceding
week were asked about the way they had dealt with their
pain. Additionally, they were asked whether the means they
had used to deal with their pain had any effect.

2.3.4. Attitude to their pain

Participants who had experienced pain in the preceding
week were asked questions to discover if they thought they
had to bear the pain and that whether they felt it was only
they who had to face an unpleasant experience such as pain.

2.3.5. Desire for treatment

Participants who had experienced pain in the preceding
week were asked three questions regarding the treatment for
the pain relief: whether they were satisfied with the current
treatment of pain, wished to be prescribed analgesics and
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requested to be given more information about the methods of
pain relief.

2.3.6. Use of analgesics
All participants were asked whether they used analgesics.

2.3.7. Attitude to use of analgesics

All participants were asked whether they would want to
use opioids or analgesics other than opioids, or would not
like to use any analgesics. Additionally, they were asked
whether they had any anxiety for adverse reactions to
analgesics and whether they thought that the effect of an
analgesic decreased with continuous use.

2.3.8. Background

Background data on participants were collected by
interview and medical record review, including age, gender,
marital status, whether the participant was living with
someone or had a caregiver, employment status, education
level, use of health-care services, diagnosis, time since
diagnosis, the worst symptoms, the number of medications,
and activities of daily living (ADL). ADL was measured with
the Barthel index (BI) [23], with a score ranging from 0 to
100. A BI score of 100 implies full functional independence.

2.4. Data analysis

Continuous data, such as age, other participant character-
istics, and the BPI-J score, were expressed as mean and
standard deviation (SD). Categorical data on the participant’s
characteristics, the way the patients dealt with their pain,
attitudes to pain, etc., were expressed as frequency and
percentage. The prevalence of pain in the preceding week was
calculated. If the BPI-J score of pain intensity and
interference with activities by pain was 6 or greater, this
was categorized as “moderate to severe pain” and “moderate
to severe interference.”

Data on the use of analgesics and attitude to the use of
analgesics were calculated as frequency and percentage and
were analyzed with the chi-square test for the “with pain” and
“without pain” groups. The worst symptom was analyzed
with Fisher’s exact test. Continuous data, such as age, time
since diagnosis and the number of medications were analyzed
with the t-test. All tests were two-tailed and considered
significant at p level of 0.05. All statistical tests were
undertaken using SAS version 9.1 (SAS Institute, Cary, NC).

3. Results
3.1. Response rate

Of the 81 patients invited to participate in the study, 80
accepted and one declined to participate in. One patient had a
low HDS-R score and one patient was not eligible for other
reasons, leaving 78 patients who completed the study
(response rate was 96%).

3.2. Participant characteristics

The average age of participants was 61.2+10.1 years, and
53% were male (Table 1). Approximately 80% of participants
lived with their family and had one or more caregiver
available when care was needed. The number of unemployed
participants was 50 (64%). Eighteen participants were
educated to at least college or graduate school level. The
number of participants with diagnosis of PD, SCD, ALS, and
MS was 46 (59%), 14 (18%), 7 (9%), and 11 (14%),
respectively. The mean time since diagnosis was 9.6+
8.9 years. The worst symptoms were mobility disturbance
(59%) and pain (24%). The mean number of medications that
participants were prescribed was 5.1+3.3. The average BI
score was 92.9/100.

Table 1
Characteristics of participants (N=78)
n (%)
Age [mean (SD)] 61.2 (10.1)
Gender
Male 4] (53)
Female 37 47
Marital status
Married 50 (64)
Single/divorced/widowed 28 (36)
Live
With family 62 (79)
Single/with friend 16 20
Caregivers, number of
One or more 61 (78)
None 17 (22)
Employment status
Employed 28 (36)
Unemployed 50 (64)
Education
College graduate or beyond 18 (23)
Junior high school/high school graduate 60 (7
Use of health-care services
Used 20 (26)
Not used 58 (74)
Diagnosis
PD 46 (59)
SCD 14 (18)
ALS 7 (9)
MS 11 (14)
Time since diagnosis, years [mean (SD)] 9.6 (8.9)
Worst symptom
Motility disturbance 46 (59)
Pain 19 (24)
Fatigue, weakness 13 (1m
Number of medications [mean (SD)] 5.1(3.3)
HDS-R [mean (SD)] 28.4 (1.6)
BI [mean (SD)] 92.9(17.0)

PD, Parkinson’s disease, SCD, spinocerebellar degeneration, ALS,
amyotrophic lateral sclerosis, MS, multiple sclerosis, HDS-R, Hasegawa’s
Dementia Scale — Revised (a scale of cognitive function with scores 0-30;
a score <20 indicates the presence of cognitive impairment), BI, Barthel
index (BI score 100 implies full functional independence).
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3.3. Prevalence of pain

Of 78 participants, 46 responded that they had experi-
enced pain in the preceding week. The prevalence of pain
was 59%. Thirty-one of 46 patients with PD, 4 of 7 patients
with ALS, 5 of 14 patients with SCD and 6 of 11 patients
with MS experienced pain.

3.4. Pain intensity and its interference with activities

The mean pain intensity of the worst pain in the preceding
week was 5.6 (SD=2.2) and 17 participants (37%)
responded that the worst pain was moderate to severe. The
mean pain intensity in the preceding week was 4.1 (SD=19)
and 8 participants (17%) responded that the average pain was
moderate to severe (Table 2).

The mean level of interference of pain in walking ability,
normal work, general activities, and enjoyment of life was
43 (SD=3.9), 3.2 (SD=34), 2.8 (SD=3.3) and 2.5
(SD=3.4), respectively. For these four domains, over 20%
of participants responded that pain interference in the
preceding week was moderate or severe.

3.5. How participants dealt with the pain and its effects

The ways patients dealt with the pain were, in percentage
order, enduring the pain (78%), changing posture frequently
(50%), and use of analgesics (33%). More than half of the
participants reported that the following 5 ways of dealing
with their pain were effective: use of analgesics (93%),
massaging/having massage (90%), cooling (89%), changing
posture frequently (83%), and warming up (67%). Enduring
the pain was considered effective by 39% of participants
(Table 3).

Table 2
Intensity of pain and its interference with activities (N=46)
Mean (SD) Moderate to
severe® n (%)
Intensity of pain®
Worst pain in the preceding week 5.6(2.2) 17 (37)
Average pain in the preceding week 4.1(1.9 8(17)
Interference of pain in activities ©
General activities 2.8(3.3) 11 (24)
Mood 2.5(2.6) 6(13)
Walking ability 43339 17 (37)
Normal work 32(3.4) 12 (26)
Relations with other people 22(3.2) 8 (17)
Sleep 1.6 (3.2) 6(13)
Enjoyment of life 25(34) 9 (20)

® 6 or more on numerical rating scale.

® 0-10 numerical rating scale, where 0 is no pain and 10 is pain as bad as
can be imagined.

¢ 0-10 numerical rating scale, where 0 is does not interfere and 10 is
completely interferes.

Table 3
How patients dealt with their pain and its effect (N=46; multiple choice)
n (%) Effective n (%)

Enduring the pain 36 (78) 14 (39)
Changing posture frequently 23 (50) 19 (83)
Massaging or having massage 21 (46) 19 (90)
Warming up 18 (39) 12 (67)
Cooling 18 (39) 16 (89)

Use of analgesic 15 (33) 14 (93)
Others*® 17 (37) 15 (88)

* Moxibustion, exercising, drinking warm green tea, and magnetic
treatment.

3.6. Participants' attitude to pain and desire for treatment

More than 80% of participants, who experienced pain in
the preceding week, considered that they had to endure the
pain within their tolerance and that they had to endure it as a
symptom of the disease. Half of the participants who
experienced pain questioned why only he or she had to face
an unpleasant experience such as pain (Table 4).

Fifty-two percent of participants who experienced pain in
the preceding week asked their physician or nurse to provide
information on methods of relief from pain. Eleven percent
of participants were satisfied with their present treatment,
while 11% wanted their physician to prescribe analgesics, to
increase the analgesics presently prescribed, or to change the
analgesic prescribed.

3.7. Use of analgesics and attitude to analgesics use

The number of participants in the “with pain” group who
took analgesics regularly or only when they experienced pain
was 13 (18%; not significantly different from the “without
pain” group statistically; p=0.10) (Table 5).

Thirty-six (78%) of participants in the “with pain” group
thought that the effect of analgesics decreased with regular
use and 78% feared adverse reactions of analgesics.

Table 4
Participants” attitude to pain and desire for treatment (N =46; multiple choice)
n (%)
Attitude to participants’ own pain
Must endure pain if it is tolerable 41  (89)
Must endure pain because it is a symptom of their disease 37 (80)
Questions why only the participant has to face such an 23 (50)

unpleasant experience

Desire for treatment
Desires to be given information on methods of pain relief 24 (52)
by physician or nurse
Desires to have analgesics or more analgesics prescribed, or 5 (11)
to have a different analgesic prescribed
Satisfied with present treatment 5 (n
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Table 5
Use of analgesics and attitude to use of analgesics (n=78)

With Without p
pain pain
(n=46) (n=32)

no (%) n (%)

Use of analgesics
Regular use or single use 13 (28) 3 (9 o0.10
Not used 33 (72) 29 (78)

Thinks the effect of analgesics decreases 36 (78) 25 (78) 1.00
with regular use

Fears adverse reaction of analgesics 36 (78) 22 (69) 0.49

Desires to use analgesics only when external 30 (65) 23 (72) 0.71
medicine or massage does not relieve pain

Desires to use analgesics other than opioids 28 (61) 24 (75) 0.29
when pain is experienced

Desires to use opioids when pain is experienced 9 (20) 19 (59) <0.01**

No desire to use analgesics 21 (46) 9 (28) 0.18

**p<0.01.

Corresponding percentages in the “without pain” group were
78 and 69, respectively. There were no significant differences
between the groups (p=1.00 and p=0.49 for the two variables,
respectively). Thirty participants (65%) in the “with pain”
group and 23 (72%) in “without pain” group responded that
they desired to use analgesics only when external medicine or
massage would not relieve pain (p=0.71). Twenty-eight
participants (61%) in the “with pain” group and 24 (75%) in
the “without pain” group responded that they desired to use
analgesics other than opioids (p=0.29). The number of
participants who responded that they desired to use opioids
when they experienced pain was 9 (20%) in the “with pain”
group and 19 (59%) in the “without pain™ group (p<0.01).
Twenty-one participants (46%) in the “with pain” group and 9
(28%) in the “without pain” group reported that they did not
wish to use any analgesic (p=0.18).

4, Discussion

We investigated the prevalence of pain, its intensity, and
interference with daily living in outpatients with neuromus-
cular disease, the ways in which patients dealt with their
pain, and their attitude to the pain. Our findings on the use of
analgesics show considerable variation in attitude to achieve
relief from pain.

Fifty-nine percent of the participants had experienced pain
in the preceding weck and the prevalence of pain of PD, ALS,
SCD, and MS was 67%, 57%, 36%, and 55% respectively. In
Japan the prevalence of pain in neuromuscular disease is
greater than that of chronic pain in the general population
(13%) [24]. This suggests that pain is common in
neuromuscular disease and is not relieved sufficiently.

The percentages of the pain intensity for the worst and
average pain in preceding week were moderate to severe and
similar to those reported in previous research [9]. However,
in previous research, 58.5% of the participants took

analgesics or adjuvant analgesics such as steroids, antic-
onvulsants, antidepressants, and muscle relaxants. In
contrast, in this study, only 28% (13 of the 46 participants
with pain) of the participants with pain use analgesics. This
suggests that the appropriate use of analgesics or adjuvant
analgesics might relieve pain, although therapies other than
pharmacotherapy might also reduce pain.

Interference with mobility (walking ability, normal work,
general activities, and enjoyment of life) was moderate to
severe in more than 20% of the participants. Interference in
mood, relations with other people, and sleep was moderate to
severe in more than 10%. This suggests that pain interferes in
a wide range of aspects of daily life, and needs to be relieved.
Some studies point out that a decline in daily activities leads
to depression or low quality of life (QOL) [25]. Pain has been
shown to prevent people from continuing physiotherapy [3].
Thus, maintenance of activities with the proper use of
analgesics and physiotherapy may also prevent a decline in
QOL.

Many participants dealt with pain without the use of
analgesics, such as by changing their posture frequently and
by massaging themselves or having a massage. This may not
only be due to negative aspects of the image of analgesics,
but also be due to the belief that an individual should accept
pain as a companion in their life, and as something that they
should endure [24]. However, most of the participants who
used moxibustion, exercised, drank warm green tea and used
magnetic treatment, did experience pain relief. More
information needs to be obtained about the alternative
methods of pain relief.

Many participants regarded their pain as something they
should endure. A previous study on health-seeking
behavior for acute pain suggested that Japanese people
tend to delay health-seeking behavior because they think
that the symptoms will go away and that the symptoms are
not serious [26]. The participants in the present study
might have thought that their own pain would go away or
was not serious. In addition, patients might regard the
reporting of pain to their physician or asking their physician
to prescribe analgesics as complaining behavior in a negative
S€nsc.

While half of the participants who had experienced pain
asked their physician or nurse to provide information about
methods of pain relief, only 11% of participants requested to
be prescribed analgesics. Participants want to relieve pain,
but might not want to take analgesics for fear of their adverse
reactions. It is important that the physician and nurse explain
the necessity of relief from pain and give information about
the methods for pain relief. They should additionally
encourage the patients to deal with pain through physical
therapy and other means. It is also important that medical
specialists try to allay patients’ anxiety about analgesics.

The shorter time after diagnosis for the patients who
reported pain suggests that pain may occur at any time after
diagnosis. Thus, physicians and nurses need to assess pain in
their patients from an early phase of their discase [3]. While
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72% of the participants with pain did not use any analgesics,
28% of the participants who took analgesics regularly or on a
single occasion responded that they had experienced pain in
the preceding week. This suggests that it may be difficult to
relieve pain in these patients or that their analgesics may not
have been appropriate for the relief of their pain [3,10]. The
intention of using analgesics was not generally different in
participants with or without pain. One possible reason is the
negative image of analgesics and adverse reactions or the
fear of a decrease in effect with regular use. A second reason
may be that most of the participants wanted causal treatment
rather than symptomatic treatment [24]. A third reason may
be that the patients underestimate their own pain or regarded
it as untreatable. To achieve relief from pain, the negative
image of analgesics must be removed, and physicians and
nurses must educate patients about appropriate methods for
pain relief. It is also important to clarify the reasons why
patients have a passive attitude to the use of analgesics and
the attitudes of physicians and nurses to pain relief.

4.1. Study limitations

There are several limitations of this study. Because of the
small number of participants, generalization of the results is
difficult. The cause of the pain in these participants is not
considered, so we cannot say whether the pain experienced by
the participants was related to their neuromuscular disease.
Finally, because the reliability and validity of the BPI-J for use
in neuromuscular diseases have not yet been established, pain
intensity and its interference in the participants’ activities may
have been under- or overestimated.

5. Conclusion

This study revealed that the prevalence of pain in
outpatients with neuromuscular disease (PD, ALS, SCD, or
MS) was 59%. The percentage of patients in whom the
intensity of the worst and average pain in the preceding week
was moderate to severe was 37% and 17%, respectively. Pain
had moderate to severe interference with mobility in more
than 20% of participants. Although analgesic use was the
most effective means of relieving pain, only 33% of
participants used analgesics and many participants dealt
with pain by other means. Patients want more information
about methods of relief from pain other than the use of
analgesics. It is important for medical staffs to provide more
information to patients actively. It is required in future to
clarify the reason why patients are reluctant to use analgesics.
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Palliative care is an essential part of integrated cancer
treatment. To improve palliative care throughout Japan,
a nationwide demonstration project, the Outreach
Palliative Care Trial of Integrated Regional Model
(OPTIM) study, is ongoing. This article reviews the cur-
rent status and the problems of palliative care in Japan
and introduces the OPTIM study. Although the number
of palliative care services is increasing, empirical evi-
dence shows the quality of life of cancer patients is still
inadequate. The OPTIM study is an intervention trial
targeting 4 areas across Japan. Primary end points are

quality of care reported by patients as well as the
bereaved family, number of patients who received spe-
cialized palliative care services, and place of death. The
interventions are comprehensively designed to cover all
areas identified by the national task force. The OPTIM
study will contribute to improve patients’ quality of life
by proposing a regional palliative care model suitable
for Japan.

Keywords: palliative care; regional trial; neoplasms

cancer treatment.! Although palliative care

should be provided throughout a whole region,
a regionalized palliative care model has not been
established in Japan. The Outreach Palliative Care
Trial of Integrated Regional Model (OPTIM) study
was therefore launched in 2007 to demonstrate a
model suitable for the dissemination of high-quality
palliative care in the Japanese community.

The two primary aims of this action paper are to
review the current status and the problems of pallia-
tive care in Japan and provide an overview of the
OPTIM study.

Palliative care is an essential part of integrated
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Current Status of Palliative
Care in Japan

Health Care System and Specialty
Training in Palliative Care

The health care system for specialized palliative care
services in Japan has been progressing rapidly in this
decade. Japan has 3 types of specialized palliative
care services: palliative care units, hospital palliative
care teams, and specialized home-care clinics.
Palliative care units are called “palliative care
units” or “hospices” depending on their religious
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background, but their clinical roles are essentially
the same: intensive symptom control, psychosocial
support, and end-of-life care for incurable cancer
patients and their families. The first palliative care
unit was established in 1981 in a private Christian
hospital (Seirei Hospice).

The next landmark in the national strategy of
palliative care was in 1989, with the publication of
the end-of-life care report by the Ministry of Health,
Labour and Welfare. This report resulted in the first
government-approved palliative care units eligible
for national health insurance coverage in 1990. The
number of palliative care units has since dramati-
cally increased, from 5 in 1990 to more than 170 in
2006.** Most palliative care units belong to general
hospitals and provide integrated palliative care by an
interdisciplinary team. This is the most common
type of specialized palliative care service in Japan.

Hospital palliative care teams were first covered
by national medical insurance in 2002.* The expected
role of palliative care teams is to provide specialized
palliative care to all cancer patients, including those
receiving active cancer treatment, not only those in
the advanced stage. For a palliative care team to be
approved for national health insurance coverage, it
must fulfill the requirements of the Ministry of
Health, Labour and Welfare: interdisciplinary team
activity, including at least 1 attending palliative care
physician, a psychiatrist, and certified advanced-
practice nurse. In 2007 the number of certified pallia-
tive care teams was approximately 60, and many hos-
pitals intend to establish palliative care team activity.

Specialized home-care support clinics were first
defined in 2006. These clinics are expected to provide
home care for a wide range of patients in the commu-
nity by a multidisciplinary team with 24-hour service,
although the specialty requirement is still poorly
defined. The clinics can obtain additional remunera-
tion for their practices for terminally ill patients at
home, and 8600 clinics have been established.

Palliative Care in Japan: OPTIM Study / Yamagishi et al 413

As for specialty training in palliative care, the
Japanese Society for Palliative Medicine was estab-
lished in 1996 as an academic association to con-
duct research, education, and dissemination of
palliative care. It had approximately 6000 members
in 2006. The number of advanced practice nurses is
furthermore rapidly increasing: 79 oncology-certified
nurse specialists and 891certified nurses, including
420 in palliative care, 267 in pain management, and
204 in chemotherapy.

Evidence to Suggest Poor
Quality of Life of Cancer Patients

To date, no nationwide representative survey has clar-
ified how cancer patients and their family members
evaluated the quality of palliative care they actually
received, although multiple surveys to understand the
experience of patients and families are now ongoing.
Empirical evidence, nonetheless, suggests a poor
quality of life for cancer patients in Japan.

First, in a multicenter questionnaire survey of
630 bereaved family members of cancer patients
admitted to palliative care units, 85% of 318
responding families reported that their relative had
had distressing physical symptoms before admission
to the palliative unit, and 50% reported that consid-
erable or much improvement was necessary in the
care they had received.’

Second, less than 10% of Japanese cancer
patients received specialized palliative care services:
6.6% from palliative care teams and 2.2% from pal-
liative care units.*® Multiple Western studies have
suggested that specialized palliative care services
contribute to improving patients’ quality of life, and
family satisfaction was extremely high for inpatient
palliative care services in Japan.””® In the United
Kingdom and United States, more than half of all
cancer patients receive specialized palliative care”’!
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Table 1. Palliative care in Japan, the United Kingdom, and United States of America

Variable Japan UK USA
Cancer deaths per year 326000 138000 550 000
Use of specialized palliative care services, % of all cancer deaths

Inpatient service 6.6 26

Hospital consultation service 2.2 74

Home-based service 69 99
Place of death, % of all cancer deaths

Home 5.7 22 39

Palliative care unit or inpatient hospice 5.3 16

Hospital or nursing home 86 60 54

Abbreviations: UK, United Kingdom; USA, United States of America.

(Table 1). The low involvement of specialized pallia-
tive care services suggests a lower quality of life for
cancer patients in Japan.

Third, a discrepancy exists between the place
where the patient preferred to die and the actual
place of death. Although 50% of the Japanese gen-
eral public expresses a preference to spend their
final days at home and 30% in a palliative care unit,’?
the actual rate of death at home and inpatient spe-
cialized palliative care service is 5.7% and 5.5%,
respectively, and most cancer patients die in hospi-
tals (Table 1).'*!® Because the location of death is an
important element of the quality of life,’® this find-
ing suggests a poor quality of life for Japanese can-
cer patients.

Finally, opioid consumption is one sixieth of that
in the United States and one seventh of that in the
United Kingdom.'” Despite the differences in legal
and medical regulations, as well as racial differ-
ences, this finding suggests that pain palliation of
cancer patients in Japan is still not achieved.

Barriers for Quality Palliative Care

To explore effective strategies to disseminate quality
palliative care throughout the country, a national
task force was organized and identified the barriers
to quality palliative care, which were

1. lack of standardized clinical tools,

2. lack of knowledge about palliative care by the
general public,

3. lack of whole-region organization to coordinate
community palliative care, and

4. specialized palliative care services less available
in community.’®

Lack of Standardized Clinical Tools

Standardized tools are important to maintain the
quality and continuity of community palliative care.'
Despite the variety of frameworks, guidelines, and
clinical pathways available in English-speaking coun-
tries, in Japan, standard materials have not been
developed or are inadequately disseminated. We have
completed or are now performing a validation study
of several key instruments to modify the original
tools suitable for Japanese culture, including the
Support Team Assessment Schedule, M.D. Anderson
Symptom Inventory, Distress Thermometer, and
Liverpool Care Pathway.**** These instruments are
gradually being disseminated to palliative care clini-
cians, but more distribution efforts to general prac-
tice are greatly required.

Lack of Knowledge About Palliative Care

Despite strong empirical evidence that opioids for
cancer pain rarely cause addiction, 30% of the
Japanese general public believes that they are addic-
tive, and such misapprehension is a significant barrier
for better pain management.**** Also, 34% of the gen-
eral public in Japan knows about palliative care units
compared with 70% in the United Kingdom.'??* Of
note is that although 32% of the Japanese general
public believes that palliative care units are a place
where patients just wait for death, these negative per-
ceptions significantly decreased after they actually
used a specialized palliative care service.>'? This lack
of knowledge and misinformation about opioids and
palliative care is a considerable barrier to palliative
care and pain control at an appropriate time, and
education of the general public is of great value.
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Lack of Whole-Region Organization to
Coordinate Community Palliative Care

The resources potentially available for community
cancer patients are becoming more complicated and
involve more than a single institution. Although an
increasing number of Japanese hospitals have sup-
port centers available for community patients, they
provide the services principally to their own
patients. Whole-region organizations to implement
comprehensive coordination for community patients
are therefore strongly required.

Specialized Palliative Care Services Less
Available

Specialized home-care clinics have just started and
are quite primitive in Japan, but specialized pallia-
tive care services are currently available only for
institutionalized patients. In Europe, community
palliative care teams provide consultation services
for all patients in the community.”’ It is necessary to
establish a medical system to provide specialized
palliative care that is easily available for community
cancer patients.

The OPTIM Study

Overview

From these findings, palliative care in Japan has rap-
idly progressed in this decade, but many issues still
must be resolved. To improve cancer care including
palliative care throughout Japan, the Cancer
Control Act was established in April 2007. The aims
of this law are to promote cancer prevention and
early detection, disseminate quality palliative care,
and promote cancer research. The Ministry of
Health, Labour and Welfare especially focuses on
palliative care and has launched multiple nation-
wide projects to facilitate the dissemination of pal-
liative care. One of these is the OPTIM study, a
5-year project from 2006 to 2011 with a yearly
budget of US$2.5 million.

Aim of the OPTIM Study

The primary aim of the OPTIM study is to evaluate
whether a systematic, multi-intervention regional
palliative care program can improve the quality of
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life of cancer patients in the community. The ulti-
mate purpose of this study is to develop a success
model of regional palliative care suitable for Japan.

Subjects and Methods

This is a regional intervention trial measuring
the end point before and after intervention. This
trial involves 4 intervention regions across Japan
with different palliative care system development:
Chiba (Kashiwa city, Abiko city, Nagareyama city),
Shizuoka (Hamamatsu city), Nagasaki (Nagasaki
city), and Yamagata (Tsuruoka, Mikawa-cho; Figure
1). Chiba, Shizuoka, and Nagasaki have a growing
organized system to provide palliative care led by a
national cancer center, a general hospital, and a
regional general practitioner association, respec-
tively. Yamagata has an unorganized system of pallia-
tive care.

The study subjects are all residents of the partic-
ipating regions, including the general public,
patients, their families, and health care providers. A
total of 0.2 million people are potential participants
in this study.

Intervention

The interventions of the OPTIM study are compre-
hensive and designed to cover all areas identified by
the national task force.”® Each intervention was deter-
mined by discussion among clinical specialists and
researchers, including palliative care physicians, psy-
chiatrists, nurses, medical social workers, and home
care practitioners. In addition, we performed a prelim-
inary survey of 8000 members of the general public
and all medical health care providers in the target
regions before planning the interventions, and the
results were reflected in the details of the interventions.

The interventions include (1) disseminating stan-
dardized clinical tools, (2) providing appropriate infor-
mation about palliative care to the general public,
patients and their family, (3) establishing whole-region
organization to coordinate community palliative care,
and (4) establishing specialized palliative care services
available in the community (Table 2).

Clinical tools prepared for this study include
(1) assessment tools (comprehensive patient-reported
assessment tools consisting of the Japanese version
of the M.D. Anderson Symptom Inventory, Distress
Thermometer, observer-rating Japanese version of
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Tsuruoka / Mikaws,
YAMAGATA

Nagasaki
NAGASAK]
450000

Kashiwa, Abiko,

CHIBA
870000

Figure 1. Participating areas of the Outreach Palliative Care Trial of Integrated Regional Model (OPTIM) study are shown with

the resident population number.

Table 2. Interventions of the Outreach Palliative Care Trial of Integrated Regional Model Study

Target Area Intervention

Main Contents

Lack of standardized clinical tools  To standardize and improve the knowledge,
skills, and continuity of palliative care in
the community

Lack of knowledge about To provide appropriate information about
palliative care by the general palliative care
public, patients and their
family

Lack of whole-region To establish regional palliative care centers
organization to coordinate to coordinate community palliative care

community palliative care

Specialized palliative care To increase availability of specialized
services less available in palliative care services for community
community patients

Dissemination of standardized clinical tools
via printed and Web materials

Interactive workshop and on-demand Web
lectures
Contents
Assessment tools
Treatment algorithm
Education materials for patients and
family members
Patient-held records
Discharge planning program
Distribution of materials via hospitals, Web,
visits, patient library, symposia, and local
mass-media

Materials
Leaflets and posters
DVDs
Books

Coordination and information service about
palliative care services for community
residents

Regional conference to create local networks
and identify local problems

Community palliative care team
Educational outreach

Abbreviation: DVD, digital video disc.
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the Support Team Assessment Schedule), (2) 3-step
ladder-based symptom control algorithm for 9 lead-
ing symptoms, (3) educational materials for patients
and families, (4) patient-held records, and (5) dis-
charge planning program with a discharge confer-
ence as an essential part.

Outcome Measures

Primary end points are quality of palliative care as
reported both by patients and the bereaved family,
the number of patients who received specialized pal-
liative care services, and place of death. The quality
of palliative care is measured by the Care Evaluation
Scale, a validated tool to quantify user-perceived
quality of care.*®

Secondary outcome measures include knowledge,
competency, and difficulties of regional physicians and
nurses, and quality indicators of regional palliative
care, including opioid consumption and the number of
nursing agencies providing around-the clock services.

Conclusion

Palliative care in Japan is rapidly progressing through
multiple nationwide actions with support from the
Cancer Control Act. Palliative care specialists will
overcome the challenges and grasp this unique
opportunity in cooperation with other specialties to
disseminate quality palliative care throughout Japan.
The OPTIM study has received much attention and
will contribute to improving patient quality of life by
proposing a regional palliative care model suitable for
Japan. The OPTIM study will be completed in
March 2011, and initial results are expected in
mid-2012.
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Abstract

Objective: The purposes of this study were to develop a bereaved family regret scale measuring
decision-related regret of family members about the admission of cancer patients to palliative
care units (PCUs) and to examine the validity and reliability of this scale.

Method: Bereaved families of cancer patients who had died in one regional cancer center
from September 2004 to February 2006 received a cross-sectional questionnaire by mail. The
questionnaire contained seven items pertaining to decision-related regret about the patient’s
admission to the PCU, the Care Evaluation Scale (CES), an overall care satisfaction scale, and
a health-related quality-of-life (QOL) scale (SF-8). One month after receiving a completed
questionnaire, we conducted a retest with the respondent.

Results: Of the 216 questionnaires successfully mailed to the bereaved families, we received
137 questionnaires and were able to analyze the responses for 127 of them, as the other 10 had
missing data. By exploratory factor analysis and confirmatory factor analysis, we identified two
key factors: intrusive thoughts of regret and decisional regret. This scale had sufficient
convergent validity with CES, overall care satisfaction, SF-8, sufficient internal consistency,
and acceptable test-retest reliability.

Conclusion: We have developed and validated a new regret scale for bereaved family
members, which can measure their intensity of regret and their self-evaluation about their
decision to admit their loved ones to PCUs.

Copyright © 2007 John Wiley & Sons, Ltd.
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Introduction

family members who have lost a loved one may
find themselves experiencing self-blame feelings of

Researchers into end-of-life issues have recognized
the value of what they have called a ‘good death’.
Critical to achieving a ‘good death’ is the
‘completion of life,” which entails one’s being
prepared for dying, a feeling that one’s life has
been completed, no regrets about one’s death, and
family members who also have no regrets about
one’s death. Thus, minimizing the regret of cancer
patients and their families is an important issue for
achieving a ‘good death’ [1, 2]. However, bereaved
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regret along the lines of, ‘I may have had to do it
for my loved one’ or ‘I may not have had to do it
for my loved one’ [3].

Such feelings are a component of regret, the
painful sensation that can result from recognizing
that ‘what is’ compares unfavorably with ‘what
might have been’ [4]. Early regret studies have
found that a bad outcome resulting from action
seemed more regrettable than the same bad out-
come resulting from inaction [5] and that regretta-
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ble feelings may exhibit a temporal reversal, with
action evoking more regret in the short term and
inaction evoking more regret in the longer term [6].
Subsequent research has categorized regrets in the
daily decision context into three types according to
their target: outcome regret, option regret, and
process regret [7]. For each of these regret types,
researchers have examined the effects of anticipated
regret on decision-making as well as the effect of
decision-making on experienced regret. Investiga-
tors have explored various theories and models to
try to explain decision-related regret. Connolly and
Zeelenberg, for instance, have recently proposed a
new model called decision justification theory
(DJT) [8]. DIT postulates two core components
of decision-related regret: evaluation of the out-
come and the feeling of self-blame for having made
a poor choice. The overall feeling of regret at the
decision is the combination of these two compo-
nents. Thus DJT might offer a new explanation as
to how people still feel regret even when they
experience a situation in which the actual outcome
is good. In contrast, most regret studies to date
have evaluated regret by examining either the past
decision or the self-blame feeling.

With respect to cancer patients, regret studies
have typically focused on fatal decisions regarding
what course of treatment to follow, e.g. [9] or
whether to undergo a screening test [10]. Several
studies of prostate cancer patients have established
that patients can feel substantial regret following
their cancer-related fatal decisions [11-13] and that
such treatment-related regret is associated with
worse current health-related quality of life (QOL)
[11] and with worse quality of life and emotional
well-being [12]. Future research should further
explore how aspects of the fatal decision process
affect later regret in cancer patients and their
families.

Family members will face various decisions
as well as the cancer patients themselves during
the course of illness. However, no reports
are available regarding decision-related irretrieva-
ble regret among family members within bereaved
families. Cohesiveness and control are much great-
er within Japanese than within western families
[14]. Also, the opinions of family members tend
to exert greater influence on clinical decision-
making in Japan than in the United States
[15, 16]. The assessment of current irretrievable
regret can retrospectively color past decision-
making processes. Current irretrievable
regret also can strongly affect future psychological
status. Developing a vigilant decision-making
model focused on the regret of bereaved
family could help provide useful information for
improving decision-making by cancer patients and
their families. One important area of decision-
making for cancer patients and their families
involves the decision process by which physicians
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initially refer patients to palliative care units
(PCUs) [17]. This study thus endeavored to develop
a bereaved family regret scale measuring irretrie-
vable regret regarding the decision to admit cancer
patients into PCUs and to examine the validity and
reliability of this scale.

Methods

Participants and procedure

Our initial set of potential study participants
comprised family members of patients who had
died from September 2004 to February 2006 in
Ibaraki prefecture, Japan. Inclusion criteria were as
follows: the patient had died in a PCU; the patient
was 20 years of age or older; and the patient had
been admitted to the PCU at least three days prior
to death. Exclusion criteria were as follows: the
family member participant had already been
recruited for another questionnaire survey for
bereaved family members; the family member’s
primary physician determined that the participant
would suffer serious psychological distress from
participation in the study; the patient’s cause of
death was either directly treatment related or
secondary to a treatment-related injury; or no
member of the bereaved family was 20 years of age
or older, capable of replying to a self-reported
questionnaire, or aware of the patient’s diagnosis
of malignancy.

We mailed questionnaires to potential respon-
dents in October 2006 and mailed reminders in
November 2006 to those who had not responded.
We asked respondents who did not wish to
participate in the survey to indicate that they did
not wish to participate and to return the ques-
tionnaire. To examine test-retest reliability, we sent
a follow-up questionnaire one month after we
received a completed questionnaire. The institu-
tional review boards of Tsukuba Medical Center
Hospital approved the ethical and scientific validity
of this study.

Of the 224 questionnaires sent to eligible
bereaved families, eight were undeliverable. We
received 137 of the remaining 216 questionnaires,
among which we had to exclude 10 due to missing
data. Thus, we analyzed 127 responses (effective
response rate, 59%). Among these 127 respondents
who submitted analyzable test questionnaires, we
sent retest questionnaires to the 121 bereaved
families who responded during the study period;
the other six families submitted their test responses
too late to be included in the retest program. We
received 82 retest questionnaires, among which we
excluded 11 due to missing data. In total, we
analyzed 71 retest questionnaires (effective re-
sponse rate, 59%).
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Measures

Decision-related regret about admission to PCUs

The questionnaires asked participants to rate on a
S-point self-reported Likert scale (strongly dis-
agree-strongly agree) their level of agreement with
each of seven possible regrets that they may have
experienced regarding their decision-making in the
past about admitting their loved ones to a PCU.
Most previous studies have evaluated regret only
for single statements, such as ‘how do you feel
regret concerning XX'. In addition, we collected
from prior studies three statements measuring the
evaluation of decisions in the past [11, 18] and three
other statements measuring severity and intensity
of regret [19]. The evaluation-of-decision state-
ments included, ‘I made the right decision’ and ‘I
would make the same decision if 1 had to do it
again’. The severity and intensity of regret state-
ments included, ‘Once I start thinking about
possible outcomes had I made a different decision,
I find it difficult to think about other matters’ and
‘I had difficulty concentrating on daily activities
because thoughts about regret kept entering my
mind’. We constructed the wording of these
statements based upon the palliative physicians’
and psychologists’ comments regarding under-
standability and wording.

Care evaluation scale, short version

We used the Care Evaluation Scale (CES), short
version, to examine concurrent validity [20]. The
questionnaire design has the respondent evaluating
the necessity of improvement for each item on a 6-
point Likert scale (improvement is not necessary—
highly necessary). The short version of CES used in
this study comprises 10 items covering the follow-
ing 10 domains: help with decision-making for
patient, help with decision-making for family,
physical care by physician, physical care by nurse,
psycho-existential care, environment, cost, avail-
ability, coordination of care, and family burden.

Overall care satisfaction

We assessed overall care satisfaction as part of our
examination of concurrent validity by asking the
following question, developed in a previous study
[21]: ‘Overall, were you satisfied with the care
provided in the hospital?” The participant again
responded on a 6-point Likert scale.

Health-related QOL

We used the SF-8 Japanese version [22], the short
form, which is derived from the health-related
QOL scale called the MOS 36-Item Short Form
Health survey (SF-36). The eight items cover the
eight concepts measured by the SF-36 (one item per
concept), using a 5- or 6-point Likert scale. The
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SF-8 provides two summary scores for physical
and mental health: a Physical Component Scale
and a Mental Component Scale. Scores for each
item and summary measurements range {from 0 to
100, with higher scores indicating better health.
This scale includes questions such as the following:
‘Overall, how would you rate your health during
the past 4 weeks’; ‘During the past 4 weeks, how
much did physical health problems limit your usual
physical activities (such as walking or climbing
stairs)’; and ‘During the past 4 weeks, how much
difficulty did you have doing your daily work, both
at home and away from home, because of your
physical health?”

Participant characteristics

We extracted information concerning the patient’s
age, sex, and hospital days from a medical
database. We asked the respondent bereaved
family members to provide the following personal
information about themselves: age, sex, health
status during caregiving period, relationship with
patient, frequency of attending the patient, pre-
sence of other caregivers, living status with patient,
faith, education, and housechold income during the
caregiving period.

Analysis

We utilized the Statistical Package for SPSS for
Windows (Version 14.0) for all data analyses. To
examine validity of our regret scale, we conducted
an exploratory and a confirmatory factor analysis
along with correlation analyses of our regret scale
vs CES, overall satisfaction, and QOL. To examine
the reliability of the regret scale, we assessed the
internal reliability of its two subscales with
Cronbach’s « coefficients. We used correlation
coefficients to assess test—retest reliability.

Results

Characteristics of participants

Table 1 shows the demographic characteristics of
the 127 participants included in the development
analysis. We compared the demographic character-
istics of these 127 participants with those of the 71
participants included in the validation analysis. We
identified no significant differences between the two
groups with respect to all demographic character-
istics. Table 1 also shows descriptive statistics of
decision-related regret, CES, overall satisfaction,
and health-related QOL.

Validity
All of the seven items had a moderate degree of
variance, and no item evidenced bias. Using these
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Table |. Characteristics of the bereaved family and patient

N =127 %
Patient numbers or

mean + SD
Bereaved fomily
Age 5585+ 211
Sex, male 44 346
Health status dunng caregiving pen-
od
Good 33 26
Somewhat good 71 559
Bad 20 15.7
Strongly bad 2 1.6
Relationship to patent
Spouse 6l 48
Parent 42 33.1
Parent-in-law 13 10.2
Others 10 79
Frequency of attending patient
Everyday 96 756
4-6 days/week 11 8.7
1-3 days/week 15 1.8
None 3 24
Presence of other caregivers 89 70.1
Living with patient 106 835
Education
Less than high school 17 134
High school 56 44.1
Some college 28 22
Postgraduate 25 19.7
Household income during caregiving
penod
Less than 250 13 10.2
250-500 58 45.7
500-750 25 19.7
750-1000 14 I
More than 1000 14 I
Care Evaluation Scale 7549+ 17.63
Overall satisfaction 4761096
SF8; Physical Component Scale 4878 £ 78I
SF8; Mental Component Scale 4852 £ 637
Patient
Age 68.12+12.28
Sex, male 68 535
Hospital days 41.63+3390

seven items, we conducted an exploratory factor
analysis with promax rotation and the maximum-
likelihood method. A minimal eigenvalue >1
yielded a 2-factor solution (Table 2), in which
these two factors explained 74% of the variance.
The correlation coefficient between the two factors
was 0.32 (p<0.01). Factor 1, which measured the
degree of focus on regret, we named ‘intrusive
thoughts of regret’; factor 2, which measured
evaluation of decision-making in the past, we
named ‘decisional regret.’

Then, to confirm the adequacy of the scale
structures, we conducted a confirmatory factor
analysis with these seven items. The results

Copyright © 2007 John Wiley & Sons, Ltd.

~129-

indicated that item 3 was the item with highest
factor loadings for both factors 1 and 2. We then
constructed two models, shown in Figure 1, and
compared the fit indexes of the two models. We
adopted model 2 because its fit index was higher
than that of model 1.

Table 3 contains the Pearson correlation coeffi-
cients showing the correlation between the scores
of regret subscales and scores for CES, overall care
satisfaction, and health-related QOL. As expected,
the scores for CES and overall care satisfaction
negatively correlated with each regret subscale.
Physical QOL and mental QOL correlated with
only the intrusive thoughts subscale.

Reliability

We assessed the internal reliability of the two
subscales with Cronbach’s a coefficients. Internal
consistency was high for both ‘intrusive thoughts
of regret’ (x=0.85) and ‘decisional regret’
(2 =0.79) subscales. We then defined the sums for
each sub-factor as the intrusive thoughts of regret
score and the decisional regret feeling score,
respectively. Using these scores, we assessed test—
retest reliability using correlation coefficients.
Among the 71 participants who responded in both
surveys, correlation coefficients among subscales
were moderately high for factor 1 (r=0.69,
p<0.01) and factor 2 (r=0.70, p<0.01).

Discussion

The purpose of this study was to develop a PCU’s
admission-related regret scale for the bereaved
family and to identify its validity and reliability.
Among the bereaved families, decisional-related
regret was irretrievable. Furthermore, most fa-
milies had thought that their past decision was fatal
for the patients. By exploratory factor analysis and
confirmatory factor analysis, we identified two key
factors: intrusive thoughts of regret and decisional
regret. This study provided good evidence of the
reliability and validity of these two factors within
this Japanese population. Using these two factors,
we developed a new regret scale for bereaved
family members, which was able to measure their
intensity of regret and their self-evaluation about
their decision to admit their loved ones to PCUs.
Since this regret scale contains a small number of
items and a simple structure, the scale is open to
broad use.

We were able to delineate the structure of our
two factors, intrusive thoughts of regret and
decisional regret. These two factors appear to
correspond to the two core components of DJT
(intensity of regret and their self-evaluation) [8]:
Intrusive thoughts of regret correspond to intensity
of self-blame feelings, and decisional regret corre-
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Table 2. Results of exploratory factor analysis

M. Shiozaki et al.

Items Mean + SD Factor loadings Communality
Fi F2

Once | start thinking about possible outcomes had | made a different decision, | find it 188+ 1.15 0.50 0.22 067

difficult to think about other matters (v6)

I had difficulty concentrating on daily activities because thoughts about regret kept .72+ 1.10 0.83 0.18 062

entenng my mind (v7)

| could not stop thinking that the situation might have changed if | had made a 203k 1.16 0.81 0.33 059

different decision (v5)

It was the nght decision (v|*) 1.63+0.75 030 0.99 0.82

| would make the same decision if | had to do it again (v2*) 1.73+050 0.25 0.89 079

| regret the decision that was made (v3) 1.69 +0.08 056 0.57 048

| am satisfied with the decision (v4*) 206+ 1.04 0.12 0.49 0.26

"Reversed item.

0.64

0.84
0.66

v

v 0.25

1.00
i 0.89
v3 0.56

0.49

< <
£ 4 [+ — ~1 wh

model 1:
CFI=0.94, GF1 =0.91, AGFI =0.82, RAMSEA =0.14

Figure |.

Table 3. Criterion validity as measured by Pearson correlations

<
~ o

NR 0.81
0.69
v
0.4
1.01
0.88
0.45

0.49

model 2:
CFl1 =0.99, GF1 =0.97, AGFI =0.92, RAMSEA =0.05

The results of confirmatory factor analysis and fit indices

Scales CES Overall care satisfaction Physical QOL Mental QOL
Fl: intrusive thoughts about regret -033" —633" -022" -037™
F2: decisional regret g7 ~046™ -0.08 -0.09

*p<0.05, “p<0.0l.

sponds to evaluation of decision-making and
subsequent outcome. Each of the two factors
contained four of the seven statements; one
statement overlapped both factors. The overlap-
ping statement, ‘I regret the decision that was
made’, directly represented the overall regret of
bereaved family members about their decision-
making. Our regret scale could thereby measure
three aspects of the bereaved families’ regret:
overall degree of regret, evaluation of decisional
regret, and severity of intrusive thoughts about
regret. Evaluation of the details of regret assists
greatly in formulating an appropriate plan of regret
management and therapy. Several recent studies
have examined regret management and therapy for
cancer patients [23,24]. However, to develop better
evidence-based regret management or regret ther-
apy, future research should explore the effects of

Copyright © 2007 john Wiley & Sons, Ltd.
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the decision-making process or options on subse-
quent irretrievable regrets. We believe that psycho-
social theories such as reference comparisons
theory or justifications theory can provide a basis
for utilizing our new scale to establish effective
regret management and therapy.

We found good evidence for the reliability and
validity of our regret scale. Examination of the
convergent validity of this scale determined that
the score of CES and overall satisfaction negatively
correlated with each regret subscale, indicating that
this regret scale could adequately measure regrets
regarding decision-making about admission to
PCUs. On the other hand, both physical and
mental QOL scores did not correlate with decisio-
nal regret but correlated only with intrusive
thoughts of regret. This pair of findings indicates
that the bereaved family’s QOL is not influenced by
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how much they regret their decision but rather by
how often their regretful thoughts come to mind.
The finding that intrusive thoughts of regret were
associated with health-related QOL is in accord
with the results of previous studies among adults
[25]. We believe that decisional regret and intrusive
thoughts of regret comprise different concepts and
thus should be measured separately. Our findings
suggest that intrusive thoughts of regret have the
potential to affect the health-related QOL of
bereaved family members.

One limitation of our study is the somewhat
small sample size of our study, especially for the
retest survey. We sent out retest questionnaires one
month after we received a completed questionnaire.
Although our study design assumed that the regret
of the bereaved family did not change during this
one-month period, empirical confirmation of this
assumption is lacking. Our analysis of test-retest
reliability yielded correlation coefficients among
subscales that were moderately high.

Utilizing this new scale to assess the regret of the
bereaved family should help clinicians evaluate
decision-making about the admission of cancer
patients into PCUs retrospectively. Use of this
scale in multi-institutional outcome surveys should
assist evaluation of quality differences between
institutions in the decision-making process. Devel-
oping a vigilant decision-making model of cancer
patients and their families and examining the
association of this model with irretrievable regret
will require future studies in order to provide useful
information about decision-making aids. Our new
scale thus represents the first step for these future
studies.
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