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Table 4. Known-group validity of Caregiving Consequence Inventory

Faith

Education Optimism
P-value P-value Povalue
Less More Less More
Less faith More faith educated  educated optimistic  optimistic
Means SD Means SD Means SD Means SD Means SD Means SD
Perceived reward domains
Mastery 48 12 52 10 om* s L 46 13 o01* 48 10 52 12 003°
Appreciation for others 55 1 56 10 063 56 10 54 12 032 55 1o 57 LI 015
Meaning in ife 48 12 54 09 <0001*** 52 10 45 13 0001™" 49 [H] 5.1 13 Qi3
Repriortization 54 11 58 08 003* 57 09 54 12 006 54 10 59 1.1 0003**
Total reward score 5.1 10 55 Qa7 ool* 54 08 50 10 001* 5 03 55 10 003*
*P<0.05, “P<001, "P<0.001.
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Figure |. Confirmatory factor analysis of

The four reward domain scores were highly
correlated with each other (0.47<r<0.69)
(Table 5). We tested the factor structure of reward
further by conducting confirmatory factory
analyses, comparing the 4-reward domain
and l-reward domain approaches. The analysis
revealed that the 4-reward domain model fit
the data significantly better than the l-reward
domain model (* 699.4 [df=103], P<0.001;
GFI = 0.692; AGFI = 0.652; CFI=0.541;
RMSEA = 0.186).

Table 6 shows the known group validity and
shows that no significant correlation exists between
each domain score and psychological distress,

Copyright {2 2008 John Wiley & Sons, Ltd.

DR

Caregiving Consequence | (Part
AGF| = 0.848; CFl = 0.792; RMSEA = 0.094

1). 12262333 (DF = 99), P<0.001; GFI= 0.919;

except for a slight correlation with mastery
(r=-0.19, P=0.05) and burden (r=024,
P=0.01).

Reliability

Table 7 shows the internal consistency and
test-retest reliability. Cronbach’s a ranged from
0.78 to 0.93. The Cronbach’s « coefficient of the
total reward domain was 0.93 and of the burden
domain was 0.78. The ICC ranged from 0.60 to
0.73. The ICC of the total reward domain was 0.73
and of the burden domain was 0.60.
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Table 5. The association with each other domain score of CCl

Mastery Appreciation for others Meaning in life Reprioritization
Mastery 1.00
Appreciation for others 047*** | 00
Meaning in fife 063" 049%** 1.00
Reprioritization 0.60*** 060*** 069*** 100
Burden oo 0.06 0.12 007

Figures are Pearson's correhation coefficients. P<0.05, “P<0.01, ~ P<0.001.

Table 6. The association between caregiving consequence and
psychological distress

Psychological distress

Percewed reward domaosns

Mastery -019*
Appreciation for others ol
Meaning in iie 013
Reprioritization =001
Total reward score -007
Perceived burden domain

Burden 024*

Figures are Prarson’s correiation coefficients. ‘P <0.05, “P<0.01, “P«<0.001.

Discussion

The most important result of this study was the
development of an instrument to measure the
bereaved family’s perceptions about the caregiving
experience in Japan. The instrument showed good

Copyright {3 2008 John Wiley & Sons, Ltd.

internal consistency and test-retest reliability, and
known group validity was also consistent with a
previous study [52,53]. The CCI is 16 items and
takes less than 10 min to complete, Plain terms are
used for these items, so the deficit rate is low 2% or
less. Thus, we believe that this scale can assess
caregiving consequences with few demands placed
on the bereaved family,

Exploratory factor analysis and confirmatory
factor analysis revealed 5 domains consisting of 4
sub-domains of perceived rewards and 1 domain of
perceived burden: mastery, appreciation for others,
meaning in life, reprioritization, and burden. The
themes of the domains are consistent with our prior
hypothesized concepts.

Items selected for the ‘mastery’ domain repre-
sented the extent to which the respondent felt in
control over his or her life [35,36,56]. Although the
operationalization of ‘meaning’ varied widely
across studies and sometimes represented overall
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Table 7. Reliability of Caregiving Consequence Inventory

a icc
Perceved reward domains
Mastery 0.50 073
Appreciation for others 0.90 060
Meaning in life 0.89 062
Reprioritization 0.86 067
Total reward score 093 073
Percened burden doman
Burden 078 060

o, Cronbach’s alpha coefficient; ICC, intra-class correlation coefficient.

positive aspects of caregiving [34,57], items selected
for ‘meaning’ in life domains assessed the sense of
purpose in life and task [57]. The ‘appreciation for
others' domain included items about gratitude for
relationships and compassion [52], and the ‘repri-
oritization’ domain assessed changes in values and
attitudes about living life to the fullest [23,52].
These 4 reward domains are similar to those
identified in other studies of post-traumatic growth
[39,40], and the burden domain included the items
identified important for assessing caregiver burden
[2,3,12,14]. Thus, content validity is assured.

It was not surprising that the 4 reward domain
scores were highly correlated with each other
because a sense of mastery may occur through
the development of new capabilities and finding a
sense of meaning or purpose [32]. In addition,
caregivers described their deeper appreciation for
relationships for one of the changes in values [31].
On examining concurrent validity, each reward
domain of the CCI and overall perceived rewards
were only moderately correlated, and the compar-
isons between the 4-domain and 1-domain models
of perceived rewards revealed the superiority of the
4-domain model. We thus believe that a compre-
hensive assessment of rewards by one overall item
is difficult and evaluation of every domain is
recommended.

As for discriminate validity, almost none of the
reward domains correlated with psychological
distress. Only mastery and burden showed slight
correlation with psychological distress, however
these correlations were very weak. Therefore, we
believe that mastery and burden were not clinically
correlated with psychological distress.

This means that the caregiver considered reward
to be an entity distinct from psychological distress,
and it is important to use perceived reward as a
measure for evaluation of caregiving consequences,
as well as the caregiving burden, for improving the
quality of the caregiving and bereavement experi-
ence.

Although the domains of the CCI demonstrated
sufficient internal consistency, reliability measured
by ICC was of moderate value [58]. Possible
reasons for the moderate reliability are (1) the
test—retest period was longer than 1 month and (2)

Copyright @ 2008 John Wiley & Sons, Ltd.
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the family member’s assessment of the CCI may
have changed over time. However, the sufficient
internal consistency as a measure of reliability for a
cross-sectional study is appreciated; therefore,
these moderate ICCs are not considered critical
limitations of the CCI.

Limitations and future perspectives

The limitations of this study are as follows: first,
the response rate in Part 1 of the survey was 57%.
We think that this was low because the response
rate of the bereaved families receiving care on the
general wards was low (47% on general wards vs
62% in PCU). We believe, however, that the effect
on this study was not crucial because (1) the
objective was to validate a scale, not to survey
actual conditions and (2) comparing the back-
grounds of respondents and non-respondents
revealed no differences in age, gender, the length
of patient's hospital stay, or time since patient’s
death. Second, we identified the bereaved family
members of patients who died from lung or
gastrointestinal cancer on the general wards in
Part 1 of the survey. We believe, however, that the
effect on this study was not crucial because (1) the
proportion of deceased patients on the general
wards who died from other types of cancers was
only 12% (23/188) in Part 1 and (2) we identified
the bereaved family members of patients who died
of all types of cancer on the PCU in Parts 1 and 2
of the survey. Third, we were unable to examine
concurrent validity sufficiently in this study because
we did not have scales to examine the details of
positive aspects of caregiving consequences when
this survey was conducted. Fourth, we set only one
correlation between errors in the confirmatory
factor analysis in Part 2 because of insufficient
sample size. However, we believe this is not a fatal
flaw because the fit indices for this final model in
Part 1 were acceptable. We are going to perform
further confirmation with a larger sample size in
the next step. Fifth, this validation was executed in
Japan, a culturally and ethnically homogeneous
country. It is necessary to examine whether the
structure of CCI can be reproduced in different
cultures.

In the future, we would like to conduct a
national survey on the actual positive and negative
aspects of caregiving consequences in Japan. To
decide the focus of the intervention, it is necessary
to clarify factors related to positive and negative
experience, and to explore the mechanisms that
maintain and increase positive experiences, as well
as those that decrease negative experiences. This
CCI provides a good base for further exploration
of these mechanisms. We also would like to
conduct a prospective survey to clarify factors
related to the change of perceived rewards using
this tool, and hope that this effort will lead to the
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development of intervention programs that focus
on specific aims and examine the effects on
caregiver outcomes.

Conclusions

We validated the CCI in Japanese bereaved family
members. The CCl was a valid scale having
sufficient factor validity, internal consistency,
test—retest reliability, and acceptable construct
validity. The CCI comprises four perceived reward
domains: ‘mastery’, ‘appreciation for others’,
‘meaning in life’, and ‘reprioritization’, and one
perceived burden domain, evaluating both
positive and negative aspects of caregiving con-
sequences from the bereaved family member’s
perspective. As for discriminate validity, reward
has little or no correlation with psychological
distress. Thus, it is important to use perceived
rewards as a measure for evaluation of caregiving
consequences, as well as the caregiving burden, for
improving the quality of the caregiving and
bereavement experience.
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Appendix
Caregiving Consequences Inventory

How do you feel about your caregiving experience with your
family member? Please check the appropriate number. 1:
absolutely disagree, 2: disagree, 3: somewhat disagree, 4:
unsure, 5: somewhat agree, 6: agree, T: absolutely agree.
Through caring for your family member,

Mastery

1 feel confident enough to manage future life changes.
1 have learned to cope better with my life.
1 came to accept some of the changes in my life.

Appreciation for others

1 came to have more appreciation for others.
1 became more aware of love from other people.
1 came to place greater value on relationships.

Meaning in life

1 came to find purpose and sense of meaning in my life.
I have a better outlook on my life.
1 came to believe that there was meaning in life no matter

what happened.

Reprioritization

1 came to understand the brevity of life and appreciate each
day.

Copyright 1) 2008 John Wiley & Sons, Lid.

I came to notice what is really important in my life.
I have learned the importance of being alive.

Burden

I felt a physical burden.

1 sacrificed my own time and schedule.
I felt a mental burden.

1 felt a financial burden
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Abstract

Although recent empinical studies reveal that fostering patients’ perception of meaning in
their life is an essential task for palliative care clinicians, few studies have reporied the effects
of training programs for nurses specifically aimed at tmproving these skills. The frimary atm
of this randomized controlled trial was to determine the effects of an educational workshop
Jocusing on patients’ feelings of meaninglessness on nurses’ confidence, self-reported practice,
and attitudes toward caring for such patients, in addition to burnout and meaning of life.
The study was designed as a single-institution, randomized controlled tmial using a waiting
list control. The intervention consisted of eight 180-minute training sessions over four
months, including lectures and exercises using structured assessment. A total of 41 nurses
were randomly allocated to three groups, which were separately trained, and all were
cvaluated four times at threemonth intervals (before intervention, between each intervention,
and afler the last intervention). Assessments included validated Confidence and Self-
Reported Practice scales, the Attitudes Toward Caring for Patients Feeling Meaningless Scale
(including willingness to help, positive appraisal, and helplessness items), the Maslach
Burnout Scale, job satisfaction, and the Functional Assessment of Chronic Iliness Therapry-
Spiritual (FACIT-Sp). One participant withdrew from the study before the baseline
evaluation, and the remaining 40 nurses completed the study. The nurses were all female
and had a mean age of 31+ 6.4, and mean clinical experience of 8.9% 5.5 years. There
were no significant differences in background among the groups. The intervention effects
were statistically significant on the Confidence Scale, the Self-Reported Practice Scale, and the
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willingness to help, positive appraisal, and helplessness subscales, in addition to the overall
levels of burnowt, emotional exhavstion, personal accomplishment, job satisfaction, and the
FACIT-Sp. The change ratio of each paramater ranged from 5.6 % (willingness to help) to
37% for the helplessness score and 51% on the Confidence Scale. The percentages of nurses
who evalualed this program as “useful” or “very useful” were 85% (to understand the
conceptual framework in caring for terminally ill patients with meaninglessness), 80% (to
foster nurses’ personal values), and 88% (to know how to provide care for patients

with meaninglessness). This educational intervention had a significant beneficial effect
on nurse-perceived confidence, practice, and attitudes in promding cave for patients
Jeeling meaninglessness, in addition to the levels of burnout and spiritual well being of
nurses. | Pain Symptom Manage 2008;m:m—u. © 2008 U.S. Cancer Pain Relief
Commitice. Published by Elsevier Inc. All rights reserved.
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Introduction

Recent empirical studies reveal that foster-
ing pat.ienu perception of meaning in their
life is an essendal wsk for palliative care
clinicians."™ In Japan, multiple surveys have
identified that terminally ill cancer patients
experience considerable levels of meaningless-
ness.>® Our group recently proposed a concep-
tual framework for psycho-existential care for
Japanese paucnu " We defined psycho-existential
suffering as pain caused by extinction of the
being and the meaning of the self. We
assumed that psycho-existential suffering is
caused by the loss of essential components of
meaning for human beings: loss of relation-
ships with others, loss of autonomy, and loss
of future (temporality). In this model, sense
of meaning is interpreted as a main outcome,
as consistent with some psychometric instru-
ments measuring sense of meaning as a core
concept of the state of spiritual well being.”

In fostering a sense of meaning in terminally
ill cancer patients, nurses play a major role.
Nurses often expenence difficulty and emo-
tional stress when facing terminally ill cancer
patients with unrelieved suffering.*"'® One of
the sources of nurses’ stress is the lack of an ad-
equate training system (o improve the skills re-
quired to care for such patients.™'? General
training in communicaton skills has been de-
scribed and evaluated.'"’® A few studies also
have reported the effects of training programs
for nurses, specifically aimed at improving
skills to relieve meaninglessness in terminally

-362 -

ill cancer patients.'*™'® These pioneer studies
have major limitations, however, including no
control groups, a nonstructured intervention,
and the use of nonvalidated measurement
tools.

In our previous work,'” we validated mea-
surement tools to quantify nurses’ self-
reported practice and attitudes toward caring
for terminally ill cancer patients feeling
meaninglessness, and explored the effects of
a five-hour educatonal workshop focusing on
meaninglessness on nurses’ self-reported prac-
tice, attitudes toward caring for such patients,
confidence, burnout, death anxiety, and mean-
ing of life. After the short-term educational ses-
sion, the nurses' self-reported practice and
confidence significantly improved, and help-
lessness, emotional exhaustion, and death anx-
iety significantly decreased. The percentage of
nurses who evaluated this program as "useful”
or "very useful” was about 80%. This result
suggested that the five-hour workshop has
a beneficial effect on nurse-reported practice,
attitudes, and confidence in providing care
for terminally ill cancer patients feeling mean-
inglessness. Lack of control group in the pilot
study, however, limited the determination of
the effects of the intervention as compared
with conventional care.

The primary aim of this randomized con-
trolled trial was thus to determine the effects
of an educational workshop focusing on pa-
tient meaninglessness on nurses' confidence,
self-reported practice, and arttudes toward
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caring for such patients, in addition to nurses’
burnout and meaning of life.

Methods

This study was designed as a randomized
controlled tnal using a waiting list control
(Fig. 1). The nurses were recruited from a sin-
gle general hospital. A total of 41 nurses were
randomly allocated to three groups using the
envelope method. One participant (Group 3)
withdrew from the study before the baseline
evaluation, but we tried no supplementary re-
cruitment because of adequate sample size.
The remaining 40 nurses completed the study.
We evaluated the nurses four times at three-
month intervals (before intervention, between
each intervention, and after the last
intervention).

The Institutional Review Board approved
the scientific and ethical validity of this study,
and the nurses gave written consent.

Subjects

The nurses were all female and had a mean
age of 3164 years (median, 29; range,
21—47), and mean clinical experience of

89+ 55 years (median, 8.0; range, 1 0 22).
Eleven nurses worked in the palliauve care
unit. All nurses were general practice nurses,
including those working in palliative care units
(none of the nurses had formal certification in
palliative care, such as clinical nurse special-
ists). There were no significant differences in
the participants’ backgrounds among the
groups (Table 1).

Interventions

The workshop was principally based on Mur-
ata and Morita's conceptual framework, and
specifically focused on the care of u:rmina.l!z'
ill cancer patients feeling meaninglessness.
The intervention was the same throughout
the study periods. The second author (H. M.)
provided all lectures.

The workshop consisted of eight sessions
over four months, and each session took 180
minutes. Table 2 summarizes the program con-
tents. In the first three introductory sessions,
participants were educated about basic com-
munication skills through lectures and exer-
cises. In the exercise section, each participant
was requested to report short, typically 20 to
30 sentences, verbatim records of their actual

41 nurses enrolled
| Randomization |
B le v
friers oy iy _
I =

Imonths | Second evaluation ]
| J |
l

Last evaluation ]

Fig. 1. Study protocol.
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Table 1
Participants’ Backgrounds
Group 1 Group 2 Group 3

(n=14) (n=14) (n=135) P

31+52 3285 31+538094
B.1£3798+7186+53073

Age, years (mean = SD)

Clinical experience,
years (mean x SD)

Working in the palliative 3 (21)
care unit, n (%)

4 (20) 4(31) 077

experiences in their routine practice, and re-
ceived face-to-face feedback based on group
discussion about appropriate listening skills.
In the following two sessions, participants
were educated about the conceptual frame-
work of meaninglessness used in this practice,
and how to use the Spiritual Conference Sum-
mary Sheet. In the last three sessions, partici-
pants were requested to complete the
Spiritual Conference Summary Sheet for ac-
tual patients: to identify which of the patient’s
statements are expressions of meaninglessness
from the verbatim record as the origin of the
patient’s meaninglessness (temporality, rela-
tionships, or autonomy), and to establish
a care plan to alleviate the patient’s sense of

Table 2
Program Contents

Contents

Lecture {overview and what is *helping
others"?) (90 minutes)

Exercise: read and discuss three verbatim
case records (90 minutes)

Lecture (sympathy and active listening) (90
minutes)

Exercise: read and discuss three verbatim
case records (90 minutes)

Lecture (c ication) (90 )

Exercise: read and discuss three verbatim
case records (90 minutes)

Lecture (conceptual framework of

ingl ) (90 mi )

Exercise: read and discuss three verbatim
case records (90 minutes)

Lecture (how to use the Spiritual
Caonfi eS y Sheet) (90 mi )

Exercise: read and discuss three verbatim
case records (90 minutes)

Exercise: case discussion based on four
Spiritual Conference Summary Sheets
(180 minutes)

Exercise: case discussion based on four
Spirirual Conference Summary Sheets
(180 minutes)

Exercise: case discussion based on four
Spirimal Conference Summary Sheets
(180 minutes)
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meaninglessness in daily nursing practice by
strengthening the factors supporting meaning
and alleviating the factors causing meaning-
lessness. In these sessions, four Spiritual Con-
ference Summary Sheets were discussed
under supervision from the second author,
and all participants received addidonal indi-
vidual, written feedback.

Assessment and care planning based on the
Spiritual Conference Summary Sheet is an es
sential part of this intervention. The Spiritual
Conference Summary Sheet (Fig. 2) was de-
signed to respectively assess the source of
meaning for each patient (i.e., temporality,
relatdonships, or autonomy) from patients’
actual dialogue.

Measurement Instruments

We adopted the Confidence and Self-
Reported Practice scales, and the Attitudes to-
ward Caring for Patients Feeling Meaningless
Scale (willingness to help, positive appraisal,
and helplessness) as primary end points for
this study. The rationale and scale develop-
ment process were described in detail in our
previous article.'” In addition, we measured
the levels of burnout (Maslach Burnout Scale
'819) and the nurses’ own spiritual well being
(Functional Assessment of Chronic lliness
Therapy-Spiritual [FACIT-SP]**?") as second-
ary end points.

Confidence. Confidence in caring for termi-
nally ill cancer patients with meaninglessness
was evaluated on a single Likert-type scale
from 1: “not confident at all” to 7: “very confi-
dent” for the question “With what degree of
confidence can you communicate with termi-
nally ill cancer patients saying, 'l can see no
meaning in life’?”."”

Self-Reported Practice Scale. The Self-Reported
Practice Scale quantifies the level of self-
reported adherence to recommended clinical
practice in helping terminal]'r ill patients to
find meaning in their lives.'” Self-reported
practice was evaluated by the level of adher-
ence to six recommended practice statements
on a Likert-type scale from 1: “not do at all”
to 5: “always”: “I try to know what make the
patient's life meaningful," “I oy to know
what strengthens or weakens the meaning of
life for the patient,” “I uy to know how the
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patent’s life is supported,” “I try to know what
meaning the disease has for the patient,” [ try
to understand the patient's wishes,” and “I try
to know what is important to the patient.” We
defined the scale score as the mean of the total
score of the responses, and thus the score
ranged from 1 to 5, with a higher score indicat-
ing a higher level of performance of recom-
mended practices. Reliability was high, and
convergent validity was examined by moderate
correlation with self-reported practice about
general communication.

Attitudes Toward Caring for Patients Feeling Mean-
ingless: Willingness to Help, Positive Appraisal, and
Helplessness. Willingness to help, positive ap-
praisal, and helplessness quantify the degree
of willingness to make an effort to help patients
feeling meaninglessness, nurses’ positive ap-
praisal of their experience of encountering pa-
tents feeling meaninglessness, and nurses'
perception of helplessness when facing patients
feeling meaninglessness, respectively. These
were evaluated by levels of agreement with sev-
eral statements on a Likert-type scale from 1:
“never” to 7: “very much.” The instructions spe-
cifically presented a situation in which the nurse
faced a terminally ill cancer patient suffering
from meaninglessness. The item questions
were: “I feel willing to do something to relieve
the patient's suffering,” “I think how I can sup-
port the patient effectively,” and "I wish to re-
lieve the patient'’s suffering as much as
possible” (willingness to help; three items,
range = 1—3); "I feel grateful that the patient
has told me,” and "I feel that the patient trusts
me”  (positive appraisal; two items,
range = 1—3); “I feel helplessness,” “I feel like
escaping,” and "I feel willing to be involved (re-
versed item)” (helplessness; three items,
range = 1—3), respectively. Higher scores indi-
cated higher levels of nurses' willingness to
help, positive appraisal of their experience,
and perception of helplessness, respectively. Re-
liability was high, construct validity was con-
firmed using confirmatory factor analysis, and
convergent validity was examined by moderate
correlation with the Frommelt Scale.!”#**

Burnout. Professional burnout was measured
using the Maslach Burnout Inventory,'®'¥ which
measures three components of burnout syn-
drome: emotional exhaustion, depersonalization,
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and lack of personal accomplishment, in addition
to overall levels of burmout (visual analog scale,
range = 0—100)."® The psychometric properties
of the Japanese version have been confirmed."®
In additon, job satisfaction was measured on
a 0—10 rating scale following the previous study."*

Spiritual Well Being. Nurses' own spiritual well
being was measured using the FACIT-SP.2**
The psychometric property of the Japanese
version has been confirmed.”’

Ouverall Evaluation. Finally, we asked the re-
spondents to rate their overall evaluation
about the usefulness of this program in terms
of: 1) understanding the conceptual frame-
work in caring for terminally ill patienis feel-
ing meaninglessness; 2) helping in self-
disclosing nurses’ personal beliefs, values,
and life goals; and 3) helping in learning
how to provide care for patients feeling mean-
inglessness in clinical practjcc,"" We used the
second question, given the possibility that
nurses’ own spirituality might change through
this educational session about patient suffer-
ing,'? although the intervention itself did not
deal with nurses’ own spirituality. The choices
were “not useful,” “slightly not useful,”
“slightly useful,” “useful.” and “very useful.”

Statistical Analysis

We first compared participants’ backgrounds
(age, clinical experience, and working setting)
among groups by analysis of variance or Chi-
square test, as appropriate. We then calculated
the change ratio of each score from the mean
value of each score at the baseline and just after
intervention for all end points. Finally, we
tested the statistical significance of treatment
effect using the mixed effect model for all end
points. In all analyses, the significance level
was set at P<0.05 and a two-sided test was
used. All analyses were conducted using statisti-
cal package SAS (SAS Institute, Cary, NC).

Results
Primary End Points

As shown in Fig. 3, the intervention effects
were statistically significant for all primary end
points: Confidence and Self-Reported Practice
scales, and Attitudes toward Caring for Patients
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Fig. 3. Primary end points.

Feeling Meaningless (willingness to help, posi-
tive appraisal, and helplessness). The changes
in these primary end points were: 5.6% (willing-
ness to help), 12% (selfreported practice),
18% (positive appraisal), 37% (helplessness),
and 51% (Confidence Scale) (Table 3).

Secondary End Points

As shown in Fig. 4, the intervention effects
were statistically significant for the overall levels
of bumout, emotional exhaustion, personal ac-
complishment, job satisfaction, and nurses'
own spiritual well being. The changes in these
parameters were: 12% (emotional exhaustion)
13% (personal accomplishment), 15% (deper-
sonalization), 21 % (overall burnout, job satisfac-
tion), and 23% (spiritual well being) (Table 3).

Overall Evaluation

The percentages of nurses who evaluated this
program as “useful” or “very useful” were 85%
(to understand the conceptual framework in
caring for terminally ill patients feeling mean-
inglessness), 80% (to help in self-disclosing
nurses' personal beliefs, values, and life goals),

and 88% (to help in learning how to provide
care for patients feeling meaninglessness).

Di s

The most important finding of this study is
a significant and clear beneficial effect of an
educational intervention focusing on patient

Table 3
Changes in Primary and Secondary End Points
Before After Change (%)

Confidence (1-7) 329 497 51

Practice score 370 416 12

tl—5)
i caring for patients feeling ingless

wmmw to help ll-ﬂ) 685 7.24 5.6
Positive appraisal (1—8) 606 7.12 18
Helplessness (1-8) 427 268  -87
Maslach Burnout

Inventory
Overall burnout (0—100) 66.1 521 =21
Emotional exhaustion (1-7) 411 8562 -12
Personal accomplishment 416 470 13

Depersonalization (1-7) 196 1.67 =15

Job satsfaction (0—10) 565 6.84 21

Spiritual well being (FACTT- 215 265 23
Sp, 0—4)
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Fig. 4. Secondary end points.

meaninglessness on nurses’ confidence, nurse-
reported practice, and attitudes in providing
care for such patents. This finding confirms
our preliminary study that the intervention
could provide considerable benefits for confi-
dence, nurse-reported practice, and attitudes,
Of note was the great change in nurses’ confi-
dence (51%) and helplessness (37%), in addi-
ton to the high evaluation of the overall
usefulness of the workshop in learning how
to provide care in clinical practice compared
with a previous study (80% vs. 34%)."® This re-
sult strongly suggests that this educational pro-
gram can provide nurses with clinically useful
specific strategies for caring for patients feel-
ing meaninglessness.

From the fact that the change rate of willing-
ness to help was much smaller than other
variables, it could be interpreted that the par-
ticipating nurses had voluntarily participated
in this program and had higher motvation
to help such patients. As for nurse-reported
burnout, job satisfaction, and spiritual well be-
ing, our preliminary slud;v failed to demon-
strate beneficial |:l’fv.:1:l.s.1 but the present
study, in addition to Wasner et al.'s pioneer
work, showed positive results.’* This discrep-
ancy could be explained by the intensity of

the intervention: our preliminary work was
only a five-hour workshop, whereas the two
positive studies consisted of at least three
month continuing education. The greater dif-
ference in the scores in the present study vs.
Wasner et al.’s study could indicate that our in-
tervention has a stronger role in preventing
nurses’ burnout: 21% vs. 6.6% (overall burn-
out), 21% vs. 9.7% (job satisfaction), and
23% vs. 7.8% (spiritual well being on the FA-
CIT-Sp) 14. From the fact that intervention ef-
fects on burmnout items in Group 1 was
relatively lower compared with Groups 2 and
3, it could be interpreted that the instructor
became more skillful in preventing nurses’
burnout through the study periods.

A concern about this intervention is the pos-
sibility that the intervention effect may not be
maintained, because some variables remurned
to the baseline levels after six to nine months.
The finding suggests that this intervention may
require periodic exposure or “maintenance
therapy,” and this should be a main focus of
future research.

This study has several limitations. First, as this
study measured nursereported outcomes,
afuture study should examine patient outcomes
and/or observer-rating behavior of nurses.
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Second, as the interventon was performed by
one facilitator (the second author) and at a sin-
gle institution, the generalizability might be lim-
ited. This shortcoming should be overcome in
the next study by using different instructors
and a multicenter design. Third, the interven-
tion effects might be nonspecific effects, such
as the supportive environment of 2 group ses-
sion. We believe, however, that this possibility
is low because specific outcomes, not only gen-
eral bumout, significantly changed.

In conclusion, this educational intervention
had a significant and clear beneficial effect on
nurse-perceived confidence, practice, and atti-
tudes in providing care for patients feeling
meaninglessness, in addition to their levels of
burnout and spiritual well being. Further inter-
vention trials with patient-oriented end points
using trained instructors are promising.
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Appendix

Members of the Japanese Spiritual Care Task Force

Tatsuya Morita, MD, Palliative Care Physician,
Seirei Mikatahara General Hospital, Hama-
matsu, Shizuoka

Yosuke Uchitomi, MD, PhD, Psychiatrist,
Research Center for Innovative Oncology, Na-
tional Cancer Center Hospital East, Kashiwa
City, Chiba

Terukazu Akazawa, Medical Social Worker,
Seirei Mikawmhara General Hospital, Hama-
matsu, Shizuoka

Michiyo Ando, RN, PhD, Numing Psycholo-
gist, St. Mary College, Rurume City, Fukuoka

Chizuru Imura, RN, Certified Nurse (pallia-
tive care nursing), Seirei Mikatahara General
Hospital, Hamamatsu, Shizuoka

Takuya Okamoto, MD, Palliative Care Physi-
aan, Eikoh Hospital, Fukuoka

Masako Kawa, RN, PhD, Nurse, The Univer-
sity of Tokyo, Tokyo

Yukie Kurihara, LMSW, LMT, Clinical Social
Worker, Shizuoka Cancer Center, Shizuoka

Hirobumi Takenouchi, PhD, Philosopher,
Shizuoka University, Shizuoka

Shimon Tashiro, PhD, Sociclogist, Tohoku
University, Sendai City, Miyagi

Kei Hirai, PhD, Psychologist, Osaka University

Yasuhiro Hirako, Buddhist Priest, Soto Insti-
e for Buddhist Smidies, Osaka

Hisayuki Murata, MA, Philosopher, Kyoto
Notre Dame University, Kyoto
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Tatsuo Akechi, MD, PhD, Psychiatrist, Nagoya
City University Medical School, Nagoya, Aichi

Nobuya Akizuki, MD, PhD, Psychiatrist,
Research Center for Innovative Oncology, Na-
tional Cancer Center Hospital East, Kashiwa
City, Chiba

Eisuke Matsushima, MD, PhD, Psychiatrist,

Graduate School of Tokyo Medical and Den-
tal University, Tokyo

Kazunari Abe, Occupational Therapist, Chiba
Cancer Center, Chiba

Masayuki Tkenaga, MD, Palliative Care Physi-
cian, Yodogawa Christian Hospital, Osaka

Taketoshi Ozawa, MD, Palliative Care Physi-
cian, Yokohama Kosei Hospital, Yokohama,

Kanagawa

Jun Kataoka, RN, Nurse, Aichi Prefectural
College of Nursing and Health, Aichi

Akihiko Suga, MD, Palliative Care Physician,
Shizuoka General Hospital, Shizuoka

Chizuko Takigawa, MD, Palliative Care Physician,
Keiyukai Sapporo Hospital, Sapporo, Hokkaido

Reiko Tamura, Certified Nurse (oncology),
Yodogawa Christian Hospital, Osaka

Wataru Noguchi, MD, Psychiatrist, Graduate
School of Tokyo Medical and Dental Univer

sity, Tokyo

Esuko Maeyama, RN, Department of Adult
Nursing/Palliative Care Nursing, School of
Health Sciences and Nursing, Graduate School
of Medicine, The University of Tokyo, Tokyo
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Abstract

Palliative care for cancer patients receiving chemotherapy in the outpatient setting is
important. The aims of this study were 1) to identify symptom prevalence and iniensity in
cancer patients receiving chemotherapy and 2) to describe longitudinal follow-up data
obtained from repeated assessment using the distress thermometer (DT). Questionnaires were
distributed to consecutive cancer outpatients newly starting chemotherapry at the first
appointment and at every hospital visit. The questionnaire included the severity of 11
symptoms (M. D. Anderson Symptom Inventory [MDASI], Japanese version), the DT, and
the need for help in four psychosocial areas (decision-making, economic problems, nutrition,
and daily activities). In total, 4000 questionnaires were returned by 462 patients. The
[frequently identified problems were oral problems (21 %), insomnia (19%), psychological
distress (defined as the DT score of 6 or more; 15%), help with information and decision-
making (14%), severe fatigue (8.2%), and severe appetite loss (6.3%). Cluster analysis
identified four symptom clusters: 1) fatigue and lence; 2) pain, dyspmea, and
numbness; 3) nausea, appetite loss, and constipation; and 4) psychological distress. Of 165
patients with a DT of score 6 or more, 115 patients (70% ) demonstrated a DT score below 6
at a median of 17 days' follow-up. In the remaining 50 patients who had a DT score of 6 or
mare at followup, 34 patients (68 Fo) had one or more physical symptoms rated at 7 or more
on an 1]1-point numeric rating scale. Compared with patients with a DT score below 6 at
follouw-up, patients with a DT score of 6 or more at follow-up had higher levels of all physical
symptoms. Frequent symptoms experienced by cancer outpatients receiving chemotherapy may
be categorized as: 1) psychosocial issues (insomnia, psychological distress, decision-making
support); 2) nutrition-gastrointestinal issues (oral problems, appetite loss, nausea); 3)
fatigue; and 4) pain, dyspmea, and numbness. Developing a systematic inlervention
program targeting these four areas is urgently required. The DT score may be highly

influenced by coexisting physical symptoms, and future studies to develop an appropriate
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system to identify patients with psychiatric comorbidity are necessary. | Pain Symptom
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Introduction

Increasing numbers of cancer patents re-
ceive chemotherapy in the outpatient setting,
and symptom palliation for these outpatients is
urgently required. The recent literature sug-
gests a broad range of palliative care needs, in-
cluding physical symptoms, psychological
distress, help with decision-making, and eco-
nomical and practical support.2~’

Knowledge of symptom prevalence is impor-
tant in clinical practice: 1) to anticipate prob-
lems and needs of patients; 2) to plan care
for patients; and 3) to educate clinical staff
to focus on particular symptoms.® To clarify
symptom prevalence and understanding pa-
tient needs are the first steps to establish an
effective palliative care system for patients.

Although many studies have addressed
symptom prevalence in cancer patients, their
findings may not generalize to cancer outpa-
tients receiving chemotherapy, because: 1)
most studies include cancer patients receiving
no anticancer treatments,” '® and few have
specifically addressed cancer patients receiving
chemotherapy; 2) sample sizes are usually
small and nonrepresentative (i.e., limited to
a certain specialty or patients consenting to
a research intervention); and 3) no systematic
survey has been performed in Japanese pa-
tients. In addition, cancer patients often have
multiple concurrent symptoms,'*'® and
symptom management has shifted from indi-
vidual symptoms to symptom clusters,'®™!
but a few empirical studies have examined
clustering symptoms in outpatient cancer pa-
tents receiving chemotherapy. To address
these limitations, the first aims of this study
were 1) to clarify the prevalence of physical
and psychological symptoms and concemns
among a representative sample of cancer pa-
tients receiving chemotherapy in the outpa-
tient setting and 2) to evaluate symptom
clusters in this study population.

-372-

One of the most important symptoms is psy-
chiatric comorbidity, including major depres-
sion and adjustment disorders. Despite the
importance of early diagnosis and treatment,
psychiatric comorbidity is difficult to identify
and is often overlooked.?*** Recent empirical
studies suggested that the distress thermome-
ter (DT) can be an appropriate method to
identify cancer patients with major depression
and adjustment disorder.**"*" The study popu-
lations in these studies, however, were limited
to cancer patients referred to a psychiatric
consultation service or a palliative care unit,
or awaiting bone marrow transplantation,
and only crosssectional assessments were ob-
tained. Longitudinal data from the outpatient
chemotherapy setting, where the patient often
experiences short-term deterioration and im-
provement of physical symptoms related to
chemotherapy, are lacking. Clarifying longitu-
dinal changes and the effects of physical symp-
toms on the DT can contribute to better
understanding of the DT as a tool to identify
psychiatric comorbidity in outpatient chemo-
therapy settings. The second aim of this study
was thus to explore longitudinal change and
the effects of physical symptoms on the DT.

Fatients and Methods

This study included all cancer patients newly
starting chemotherapy, with primary tumor
sites of the lung, stomach or intestine, pan-
creas, bile duct, breast, ovary, and uterus
from April 2006 to December 2007. At the ap-
pointment regarding chemotherapy, pharma-
cists handed out a self-report questionnaire,
with coaching on how to complete it”® This in-
tervention was part of general instruction for
outpatient chemotherapy, and required 10 to
20 minutes for completion. All pharmacists re-
ceived an hour of educational instruction by
the second author. Questionnaires were
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thereafter distributed at every hospital visit. If
the patients refused to complete the question-
naire or recognized no need, they were not
obliged to complete it.

Demographic and medical variables (age,
sex, primary cancer site, and opioid consump-
tion) were obtained from medical charts. Opi-
oid consumption was calculated as the daily
amounts (mg) of oral morphine using the
standard calculation ratio (transdermal fentan-
yl, 25 pg/hour = oral oxycodone, 40 mg = oral
morphine, 60 mg).

The Institutional Review Board approved the
ethical and scientific validity of a retrospective
analysis of the questionnaire data obtained as
part of routine clinical activity. Admiued
patients gave written consent that their clinical
information could be used for clinical research.

Questionnaire

The swudy group developed the question-
naire on the basis of existing validated
instruments****~%? (available in our previous
rcportm}. The questionnaire included 1) an
open-ended question about the patient’s great-
est concerns; 2) 0—10 numeric rating scales of
eight physical symptoms (pain, dyspnea, nau-
sea, appetite loss, somnolence, fatigue, consti-
pation, numbness) adopted from the
Japanese version of the M. D. Anderson Symp-
tom Inventory (MDASD)™; 3) presence or ab-
sence of oral problems, fever, and insomnia;
4) a 0—7 numeric rating scale of overall quality
of life adopted from item 29 of the European
Organization for Research and Treatment of
Cancer (EORTC)-C30 qucstiormaire”; 5) the
DT**3'; 6) presence or absence of a need for
help in four areas, i.e., information about
treatment and dedsion-making, economic
problems, nutrition, and daily activities”%;)
wish for help from the specialized palliative
care service.

Analyses

The prevalence of problems was calculated
for each questionnaire. Analyses of opioid con-
sumption were performed only for patients re-
ceiving opioids. For calculations, we adopted
the definition of moderate and severe symp-
tom intensity for MDASI items as 4—6 and
7-10, respectively. We used cutoff points on
the DT of 6 or more based on previous find-

ings,**' and followup data of the DT was

defined as the score obtained at a visit closest
to two weeks after the initial assessment and
within four weeks. We determined that a pa-
tent had problems if s/he had MDASI symp-
toms score as 7 or more, an oral problem,
fever, insomnia, a DT score of 6 or more, or
an expressed need for any help with informa-
tion and decision-making, nutrition, economic
problems, or daily activities.

For comparisons, age was classified into two
groups (less than 60 and 60 or more years),
and primary tumor sites were classified into
three groups (chest, breast, and gastrointest-
nal). Univariate analysis was performed by
the Mann-Whitney test or Kruskal-Wallis test,
where appropriate. The effect of age was esti-
mated with adjustment for gender and primary
tumor site, and the effect of gender was est-
mated with adjustment for age and primary
mmor site.

We performed cluster analysis and displayed
a dendrogram using average linkage. Clusters
were formed based on the distance between
symptom ratings, which were calculated using
squared Euclidian distances.

To explore the longitudinal change and ef-
fects of physical symptom on the DT, we ini-
tially identified all patients who had a DT
score of 6 or more at any time during the study
period. We then classified them into two
groups: those with a DT score that declined
to less than 6 at the follow-up and those with
a DT score of 6 or more at the follow-up. We
compared their demographic factors and the
intensity of all physical symptoms.

For statistical analysis, SPSS for Windows
(version 11.0) was used.

Results

During this study period, 472 patients newly
started chemotherapy, and 10 refused to com-
plete the questionnaire. In total, we obtained
4000 questionnaires from 462 patients (com-
pliance rate, 98%). Each patient completed
a median of six questionnaires during the
study period. The percentages of missing
values ranged from 2.8% (appetite loss) to
4.8% (dyspnea). Table 1 summarizes the pa-
tient characteristics. Fortyseven patients re-
ceived opioid, with a mean of 36 mg oral
morphine equivalent/day (range, 5.0—170;
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Table 1
Patient Characteristics (n= 462)
n (%)

Age (yr = 5D) 62+ 11
Sex

Male 200 (45)

Female 253 (55)
Primary sites

Lung, chest 150 (33)

Breast 113 (25)

Colon, rectum 65 (14)

Stomach 74 (16)

Uterus, ovary 33 (7.1)

Pancreas, bile duct 19 (4.1)

Others 8(1.7)
Chemotherapy regimens

in and taxanes 100 (21)
Oral tegafur, gimeracil, oteracil 80 (17)
with/without taxanes

Taxanes 76 (16)

Doxorubicin and cyclophosphamide 75 (16)

Fluorouracil 47 (10)

Gemcitabin 20 (4.3)

Oxaliplatin and 51 il/leucovorin 10 (2.1)

Innotecan (with/without axanes) 9(19)

Tr b (with/with ) B8 (1.7

Geletinib 7 (1.5)

Low-dose cisplatin and 5 acil 8 (0.6)

Vinorelbine 2 (0.4)

Oral capeciabine 2 (0.4)

Others 28 (7.1)

oral oxycodone, n=25; transdermal fentanyl,
n=11; and oral morphine, n=11).

Symptom Prevalence and Symptom Clusters

Frequently identified problems were oral
problems (21%), insomnia (19%), psychologi-
cal distress (defined as the DT score of 6 or
more; 15%), needing help with information
and decision-making (14%), severe fatigue
(8.2%), and severe appetite loss (6.3%) (Table
2). As a whole, problems were identified in
half of all questionnaires.

Table 3 summarizes the effects of age and
gender on each symptom. Younger patients re-
ported significantly higher intensity of pain
and nausea, and male patients reported signifi-
cantly higher intensity of fatigue, dyspnea, appe-
tite loss, and somnolence, after adjustment for
other demographic variables. Opioid consump-
tion was significantly higher in male patents.

Four symptom clusters emerged in this pop-
ulaton (Fig. 1): 1) fatigue and somnolence; 2)
pain, dyspnea, and numbness; 3) nausea, ap-
petite loss, and constipation; and 4) psycholog-
ical distress.

- 574 -

Table 2
Problems Identified in 4000 Questionnaires
Prevalence Mean £ 5D
(%)* {median)*
Physical problems
MDASI items Severe Moderate Total
Fatigue B2 15 28 22+25(1.0)

Appetite loss 6.3 11 17 16+24 (0.0)
Constipation 49 11 16 15=22 (0.0)
Somnolence 4.6 91 15 1.7+22(l.0)

Pain 36 11 14 15£20(1.0)
ea 35 90 13 1.2x20(00)
Numbness 53 69 12 1222 (0.0)
Nausea 24 6.2 9.0 09+ 1.7 (0.0)
Oral problems 21
Fever 6.8
Psychological problems
Insomnia 19
DT 15
Concern
Information 14
and help with
decision-
making
Nutrition 5.6
Daily activities 456
Economic 24
problems

“The p ges of resp with | (4—6) and severc
(7-10) sympeom intensity for MDASI items; the percentages of
score of 6 or more for the DT; the percentages of problem pres-
ence for other items.

"Mean values calculated for only MDASI itema.

Longitudinal Change in the DT

Of 462 patients, 170 padents (37%) had
a DT score of 6 or more at any time during
the study period. Owing to a lack of follow-
up data in five patents, we used 165 patients
for follow-up analyses, and the median interval
from the initial assessment was 17 days (range,
7—28 days).

Of 165 patients with a DT score of 6 or more,
115 patents (70%) had a score below 6 at fol-
low-up (Fig. 2). In the remaining 50 patients
who had a DT score of 6 or more at follow-
up, 34 patients (68%) had one or more physi-
cal symptoms rated as 7 or more, and an
addidonal 12 patients (24%) had one or
more physical symptoms rated at 4 to 6.

Compared with patdents with a DT score
below 6 at follow-up, patients with a continuing
DT score of 6 or more had higher levels of all
physical symptoms at follow-up, including
pain, dyspnea, nausea, appetite loss, som-
nolence, fatigue, constipation, and numbness
(Table 4). The level of the DT and all
physical symptoms in the initial assessment
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Table 3
Association between Symptom Intensity and Age, Gender, and Primary Tumor Site
Age Gender Primary Tumor Sites
<60 >60 Male Female P Abdominal  Chest Breast P
Fatigue 22+2% 22+26 051 235+26 21+24 <0001 25x27 15121 235+23% <0001
Pain 1.7£19 1520 0003 15+20 1721 070 1620 1320 19221 <0001
Numbness 14+22 11+£21 071 09+18 15+25 016 1118 07+17 22+3%0 <0.001
Dyspnea 12219 1.3+£20 041 13520 11+19 <0001 1218 13121 12£20 015
Appetite loss 1623 1724 033 18x25 1522 0004 19x25 14123 13:21 <0001
Nausea 1L1+£20 08216 <0001 0918 0918 0B84 12+£18 06£18 08%17 <0.001
Somnolence 1.7£20 18+23 062 18x23 17+21 <0001 20%23 1320 18x21 <0001
Constipation 1521 16+23 050 1724 14+21 0042 19283 12122 12+20 <0.001
Psychological distress 32£25 3.0:28 0066 2928 32426 032 8227 26+27 355+26 <0001
Opioid consumption® 29+27 28420 020 35125 18+15 0019 3728 25418 18+15 <0.001

P values for age were adjusted for gender and primary tumor sites. P values for gender were adjusted for age and primary umor sies

*Oral morphine equivalent (myg/day).

demonstrated no significant difference be-
tween the groups.

Di .

This is, to our knowledge, the first large
study to identify symptom prevalence and in-
tensity in cancer patients receiving chemother-
apy, in addition to providing longitudinal
follow-up data from the DT, in the outpatient
setting of a general hospital, a typical regional
cancer center in Japan.

The first important finding of this study was
the clarification of the types of symptoms and
concerns observed in cancer outpatients re-
ceiving chemotherapy. In this study, the pre-
dominant problems were psychosocial issues
(insomnia, psychological distress, concern
about information, and decision-making), nu-
trition-related issues (oral problems and appe-
tite loss), and fatigue. Furthermore, four
distinct symptom clusters were identified: 1)
fatigue and somnolence; 2) pain, dyspnea,
and numbness; 3) nausea, appetite loss, and

constipation; and 4) psychological distress.
From these findings, the outpatient chemo-
therapy department should establish a pallia-
tive care program targeting: 1) psychosocial
issues (insomnia, psychological distress, deci-
sion-making support); 2) nutrition-gastrointes-
tinal issues (oral problems, appetite loss,
nausea); 3) fatigue; and 4) pain, dyspnea,
and numbness. Pharmacological treatments,
collaboration with mental health care profes-
sionals and dentists, and cognitive-behavioral
nursing interventions are promising, and
should be tested in future intervention trials
of Japanese cancer patients.®*”

The second important finding of this study
was longitudinal follow-up data from patients
receiving outpatient chemotherapy who were
repeatedly assessed using the DT. This is the
first study to explore longitudinal changes in
the DT in the outpatient chemotherapy set-
ting. In this setting, 11% of all patients had
a DT score of 6 or more at any time of treat-
ment. The majority (70%), however, demon-
strated the DT score below 6 within four
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Fig. 1. Symptom cluster.
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