NTERNATIONAL e i
LYMPHOEDEMA (/I
FRAMEWORK ﬁ Soeps

ISSN 2188-1375

J UONFIEER O & Ik

LYMPHOEDEMA RESEARCH AND PRACTICE




[Research]
Development of a health service evaluation dataset for lymphedema patients and

assessment of its content-related validity and operability =« ««ocreermrreeremereenrenee. TerumiIuchi, etal.--- 1

Qualitative research for risk factors of lymphoedema among nine breast cancer survivors «--- Emiko Kimura---10

[r—ZLHK—H]
BUNEALEL A 7 0 — BHEGRE B IR § B A BB DR R oo A Kb, fbe--18



LYMPHOEDEMA RESEARCH AND PRACTICE, Vol. 2, No. 1. pp1~9, 2014

Research

Development of a health service evaluation dataset for lymphedema
patients and assessment of its content-related validity and operability

Terumi Iuchi”, Misako Dai?, Yukie Sakai”, Gojiro Nakagami ¥ Hiromi Sanada?,
Mayumi Okuwa?, Toshio Nakatani?, Christine J. Moffatt” and Junko Sugama?”

Graduate School of Medical Sciences, Division of Health Sciences, Graduate Course of Nursing Science,
Kanazawa University, Kanazawa, Japan."
Department of Clinical Nursing, Institute of Medical, Pharmaceutical and Health Sciences, Kanazawa
University, Kanazawa, Japan.”
Department of Gerontological Nursing/Wound Care Management, Division of Health Science and Nursing,
Graduate School of Medicine, University of Tokyo, Japan.”
Department of Clinical Nursing Research, Faculty of Medicine & Health Sciences, The University of
Nottingham, Nottingham, United Kingdom."
Wellness Promotion Science Center, College of Medical, Pharmaceutical and Health Sciences, Kanazawa
University, Ishikawa, Japan.”

ABSTRACT

The aim of the present study was to develop a health service evaluation dataset for lymphedema patients and
assess its content validity and operability. We established a working group to produce English and Japanese
versions of the Health Service Evaluation Dataset (HSED), which consisted of input interface the following
domains: a characteristic domain, combined health service/objective domain, and subjective domain. Data were
collected from six lymphedema experts from Japan, four from the United Kingdom, and one each from Canada
and Denmark. The experts were asked to enter data of five patients into either the Japanese or English version of
HSED. Following the collection and analysis of responses, we evaluated the content validity using the content
validity index and assessed operability using two factors. When >50% of the participants responded that HSED
was “easy” to use and when input times were less than the standard value, we considered that the input screen
was easy to operate.

In both the English and Japanese versions, content validity indices were >0.8 for all the domains, suggesting that
HSED had a high validity. In terms of operability, 60.0-100.0% of the participants found it easy to input data into
all domains. Input times were less in the Japanese version than the standard value, except for the health
service/objective domain. Two participants did not know how to edit or delete the data, which could be corrected
by providing an operational guide in the future.
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Introduction

Lymphedema is a chronic condition characterized by
edema, usually involving one or more limbs and, in some
cases, the trunk, head, and/or genital region”. Primary
lymphedema is caused by congenital or acquired
abnormalities or diseases originating in the lymphatic
system, whereas secondary lymphedema results from
surgery, trauma, or disease not originating in the
lymphatic system. Causes of secondary lymphedema
include filariasis, neoplasms, radiation injury, and
surgical excision of lymph nodes”.

Although primary and secondary lymphedema can
significantly impair the quality of life (QOL), evidence-
based treatments are few and little is known regarding
issues within various healthcare services. According to a
study conducted by the South West London Community
Trust, only 64% of 823 patients with lymphedema were
receiving treatment”. However little is known about the
scale of this problem; therefore, it is difficult to suggest
meaningful recommendations with regard to healthcare
service delivery. Problems within individual healthcare
services also remain poorly understood. Therefore,
these issues should be clarified through international,
institutional, and individual comparisons to avoid
unnecessary patient suffering because of deficits in both
healthcare delivery and reimbursement. A potential
solution is the development of a web-based dataset to
collect data regarding lymphedema treatment and
outcome.

For other diseases, web-based datasets have been
successfully employed for epidemiological clarification.
For example, clinical data on auto-inflammatory dis-
eases was collected using a registry that allows users to
analyze clinical presentation, disease course, and treat-
ment responsem. In Japan, datasets have been employed
to collect data in the fields of oncology and cardiovascu-
lar surgery and have been shown to be useful for
research in disease prevalence and treatment effects.

However, there is no international web-based lym-
phedema dataset. On the basis of success in other areas,
we propose that the development of a web-based
lymphedema dataset would be useful to assess health-
care services.

Here, we present an international web-based lym-

phedema dataset for collecting medical data of patients
with lymphedema and assess its content validity and

system operability.
Methods

1. Dataset Development

The dataset was developed according the flowchart
detailed in Fig. 1. The International Lymphoedema
Framework (ILF) and ILF Japan (ILFJ]) collaborated
to develop the dataset and formed a working group of
lymphedema specialists comprising therapists, nurses,
and university professors. In total, the working group
included three ILF members and nine ILF] members. A
draft of the proposed data collection form was produced
according to the Donabedian model of structure,
process, and outcome” to assess the quality of health-
care services. In addition, similar datasets from other
fields for reference (e.g., oncology and cardiovascular
surgery) were used. We finally produced a conceptual
model of the structure, process, outcome, influencing
factors, and diagnosis. Items suitable for inclusion in the
dataset were selected from pre-existing guidelines” and
determined on the basis of a consensus. To discuss the
design of the dataset, contents, and operational method,
consensus meetings were held between June and
October 2011, with a final meeting in June 2012, to
discuss the operational methods for the first edition of
the dataset. It was decided that the dataset would be
named the Health Service Evaluation Dataset (HSED).
First, we developed the English version, and the
Japanese version was translated from the English one.

HSED consisted of four main domains: characteristic,
health service, objective, and subjective (Fig. 2). The
website used three input interfaces to collect data
regarding the four domains. The structure of the
conceptual model along with the influencing factors and
diagnosis were included in the characteristic domain,
the process was included in the health service domain,
and the outcome was included in the objective and
subjective domains. The contents of the items in each
domain are shown in Table 1. Briefly, the characteristic
domain included demographic data and lymphedema
characteristics consisting of nine items and 11 questions.
The health service and objective domains were grouped

and then divided into cancer and lymphedema treat-
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ment received by healthcare professionals, self-care,
and physical examination/cellulitis/wound manage-
ment, which consisted of 20 items with 47 questions. The
subjective domain included symptoms, health-related
QOL (HR-QOL), and social support influencing HR-
QOL, which consisted of seven items and 55 questions.
The HR-QOL tool employed the EuroQol 5 dimension”

standardized instrument for the measurement of health

Flow chart of the consensus process.

outcome, the World Health Organization Disability
Assessment Schedule I, and Quality of life measure for
limb lymphedema®’.

HSED users were healthcare providers who had first
applied to the HSED manager for entry to the dataset.
After application for entry, the HSED managers
registered the users and issued user names and

passwords. A separate information technology firm
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Demographic data

— Characteristic domain

Characteristics of lymphedema

Cancer treatment —

— Health service domain

Lymphedema treatment received by healthcare
professionals

HSED —

Self-care

— Objective domain

Physical examination, cellulitis,
wound management

- Subjective domain

Symptom

Health-related quality of life (HR-QOL)

Social support

Fig. 2 Design of Health Service Evaluation Dataset (HSED).

Table 1 Contents of item in each category

:|Input Interface : 1

Input Interface : 2

Input Interface : 3

) Number of
Domain Item .
questions
Demographic data data®, visit", gender”, age®, nationality’, ethnic background
11
Characteristics of lymphedema time of onset of edema®, lymphedema classification™, diagnosis™*
medical treatments (cancer treatment) in the past 6 months™,
Cancer treatment . ab
current medical treatments (cancer treatment)™
Lymphedema treatment received examinations (lymphedema) in the past 6 months™,
by healthcare professionals status of examination™, sleeve & hosiery®, bandage®
Self-care selfcare in the past 6 months® 47
swelling site®, skin stiffness”, wound”®, lymphorrhoea®, cellntis”,
Physical examination, cellulitis, number of infection and hospitalization®, circumference®,
wound management height/weight/body mass index?, impression®, ankle-brachial
pressure index/toe brachial index®, severity”, stemmer sign”
Symptom status of lymphedema®, satisfaction of care”
Eurogol 5 dimension®, The World Health Organization Disabilit
HR-QOL d s Y 55

Social Support

Assessment Schedule II°, Quality of life measure for limb lymphedema”

. b oqe - b
marital status’, living arrangements

Note.

* self-administering method " check method ©item selective system



managed system maintenance and security, including
the installation of a firewall and a secure sockets layer.

2. Evaluation of Content-related Validity and Oper-

ability of HSED

1) Participants

Six Japanese lymphedema experts, who were intro-
duced to the members of the dataset working group,
evaluated the Japanese version. For the English version,
six lymphedema experts with good English language
skills were introduced to the members of the dataset
working group, of whom four were from the United
Kingdom, one from Canada and one from Denmark.

2) Methods

Participants were asked to enter information for
either five patients or dummy patients into either the
Japanese or English versions of HSED. Selection of the
patients or dummy patients was dependent on each
participant. After data entry, the researchers were
asked to complete a questionnaire regarding HSED.

3) Data Collection

Al HSED domains were evaluated. The health service
and objective domains were treated as a single domain
for the purpose of evaluation because they were
displayed on the same input screen. Participants were
questioned about content validity and operability after
inputting data on five patients. The question used for
content validity was “Do you think that this domain is
valid to cover the actual conditions of lymphedema
patients?” The responses were based on a scale ranging
from 1 (strongly disagree) to 5 (strongly agree). The
following question was used to determine operability:
“Is it easy to operate the screen and answer the
question? ” The responses were based on a scale
ranging from 1 (very difficult) to 5 (very easy). In
addition, we inquired about the time taken to input the
data for one patient as well as the error content when
inputting data and aspects that were unclear.

4) Data analyses

The content validity index was calculated as follows: 1
(strongly disagree), 2 (disagree), and 3 (undecided)
were categorized as “disagree,” whereas 4 (agree) or
5 (strongly agree) were categorized as “agree.” The
content validity index was calculated by dividing the
number of affirmative responses ( agree ) with the

domain into all participants and an index of >0.8 was

considered to be highly valid”. To assess operability, 1
(very difficult), 2 (difficult), and 3 (undecided) were
categorized as “ difficult,” whereas 4 (easy) and 5
(very easy) were categorized as “easy.” When >50%
of the participants answered that operability was easy,
this input screen was considered easy to operate. Input
time was calculated by estimating the standard input
time of one question at approximately 10s. To be
considered as easy to operate, the median completion
time criteria were as follows: within 4 min for the
characteristic domain, within 7 min for the combined
health service/objective domain, and within 9 min for
the subjective domain.

The study protocol was approved by the Ethics
Committee of Kanazawa University (permit no. 331).
Written informed consent was obtained from all
participants. Patient-data inputted by the participants
was not used in this analysis, and all data were erased
without confirmation of the contents after the question-

naires were returned.
Results

Demographic data of the participants is presented in
Table 2. Five (83.3%) participants were female and
four (66.7%) were nurses in both groups to assess the
English and Japanese HSED versions. In the Japanese
version, five (83.3%) participants had 6-10 years of
experience in lymphedema treatment. In the English
version, two (33.3% ) participants had 0-5 years of
experience in lymphedema treatment and two (33.3%)
had >16 years.

1. Content validity

In two domains, (the characteristic and combined
health service/objective ), six ( 100% ) and five
(83.3%) specialists were “agree.” For each domain,
the content validity index was 1.0 for the Japanese
version and 0.8 for the English version. In the subjective
domain, five (83.3% ) specialists were “agree” for
both versions. The content validity index was 0.8. The
data are summarized in Table 3.

2. Operability

For the characteristic domain, four (66.7%) and six
(100% ) specialists rated the Japanese and English
HSED versions as easy to use, respectively. The median

input time was 3.0 min (range, 1-5 min ) for the
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Table 2 Demographic data of participants

Contents Japanese ver. English ver.
(%) (%)
Gender
Female 5 (83.3) 5 (83.3)
Male 1 (16.7) 1 (16.7)
Professionals
Nurse 4 (66.7) 4 (66.7)
Doctor 1 (16.7) 1 (16.7)
Physiotherapist 1 (16.7) 0 (0.0)
Researcher 0 (0.0) 1 (16.7)
Years of clinical experience (year)
0to5 1 (16.7) 1 (16.7)
6 to 18 3 (50.0) 2 (33.3)
>18 2 (33.3) 3 (50.0)
Years of experience in lymphedema (year)
0to5 1 (16.7) 2 (33.3)
6 to 10 5 (83.3) 1 (16.7)
11 to 15 0 (0.0) 1 (16.7)
>16 0 (0.0) 2 (33.3)
Table 3 Content validity index
Domain Agree Disagree oVl
5 4 3 2 1
Characteristic domain
Japanese Ver.n (%) 1(16.7) 5 (83.3) | 0(0.00 0 (0.0) 0 (0.0) 1.0
English Ver.n (%) 0 (0.0) 5 (83.3) | 0 (0.0) 1 (16.7) 0 (0.0) 0.8
Combined health service/ objective domain
Japanese Ver.n (%) 1 (6.7 5 (83.3) | 0 (0.00 0 (0.0) 0 (0.0) 1.0
English Ver.n (%) 0 (0.000 5 (83.3) | 0 (0.0) 1 (16.7) 0 (0.0) 0.8
Subjective domain
Japanese Ver.n (%) 5 (83.3) 0 (0.0 1 (16.7) 0 (0.0) 0 (0.0) 0.8
English Ver.n (%) 1 (16.7) 4 (66.6) | 0 (0.0) 1 (16.7) 0 (0.0) 0.8

Note.

5 ; strongly agree. 4 ; agree. 3 ; undecided. 2 ; disagree. 1 ; strongly disagree.

CVI ; content validity index. Content validity index=number of agree/number of all participant.

1 (strongly disagree), 2 (disagree), 3 (undecided) were categorized as disagree, and 4 (agree) or 5 (strongly
agree) were categorized as agree.



Table 4 Operability

Domain Easy Difficult Inpuj[ median time
5 3 2 1 (min) (Range)
Characteristic domain
Japanese Ver.n (%) 1 (16.7) 3 (50.0) | 2 (33.3) 0 (0.0) 0 (0.0) 3.0 (1-5)
English Ver.n (%) 1 (16.7) 5 (83.3) | 0 (0.0)0 0 (0.00 0 (0.0 3.8 (1-5)
Combined health service/objective domain
Japanese Ver n (%) 0 (0.0) 3 (60.0) | 1 (20.0) 1 (20.00 0 (0.0) 7.5 (3—-22)
English Ver.n (%) 1 (16.7) 3 (50.0) | 1 (16.7) 1 (16.7) 0 (0.0) 5.0 (2-10)
Subjective domain
Japanese Ver.n (%) 0 (0.0) 4 (66.7) | 2 (33.3) 0 (0.0) 0 (0.0) 6.0 (4-10)
English Ver* n (%) 0 (0.0) 3 (60.0) | 1 (20.0) 1 (20.0) 0 (0.0) 6.0 (5-15)

Note.

5; very easy. 4 ; easy. 3 ; undecided. 2 ; difficult. 1 ; very difficult.

1 (very difficult), 2 (difficult), 3 (undecided) were categorized as difficult, and 4 (easy) or 5 (very easy) were categorized

as easy.
* There was a deficit value (n=5).

Japanese version and 3.8 min (range, 1-5 min) for the
English version.

For the combined health service/objective domain,
three (60.0%) and four (66.7%) specialists rated the
Japanese and English HSED versions as easy to use,
respectively. The median input time was 7.5 min
(range, 3-22 min) for the Japanese version and 5.0 min
(range, 2-10 min) for the English version.

For the subjective domain, four (66.7%) and three
(60.0% ) specialists rated the Japanese and English
HSED versions as easy to use, respectively. The median
input time was 6.0 min (range, 4-10 min) for the
Japanese version and 6.0 min (range, 5-15 min) for
the English version (Table 4). Comments were pro-
vided in the Japanese version regarding errors and
unclear aspects by two Japanese participants who
indicated that they did not know how to edit or delete

data in the combined health service/objective domain.
Discussion

With regard to care of patients with lymphedema,
little is known about the magnitude of the problems
associated with healthcare deficits. Therefore, problems
within international, institutional, and individual health-
care services must be clarified, which indicates a need

for a web-based dataset that is capable of collecting

international data on healthcare received by patients
with lymphedema. Here, we developed a lymphedema
dataset to assess clinical settings of healthcare services
worldwide.

In both of the Japanese and English versions,
content-related indices were >0.8 for all domains.
Because previous studies have shown this index to be
highly valid”, we concluded that HSED was highly valid.
Although one participant responded that the content
validity was consistently disagreeing with the English
version because HSED has many items, all items were
considered pertinent to identify factors influencing
lymphedema treatment. Therefore, content-related
validity indices were high in all domains. It is necessary
to clarify the goal of the dataset to all users. In future, it
will be necessary to collect patient data to further
elucidate the actual condition of patients with lym-
phedema. With regard to operability, 60.0-100.0% of
the participants found it easy to input data to all
domains. Input times were less than expected, with the
exception of the combined health service and objective
domain in the Japanese version; therefore, HSED
deemed as easy to use. Here, two participants required
>20 min to input data because they did not know how to
edit or delete data, thereby resulting in variable input

times. This problem could be solved by providing
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operational guidelines and an example of data input in
the future.

HSED may help to clarify problems associated with
healthcare services for treating patients with lym-
phedema and can improve evidence-based healthcare
practices worldwide, if it is used accurately. To assess
the quality of healthcare services, it is useful to collect
data on the combined health service/objective domain
because it includes content regarding healthcare
services and outcomes. Furthermore, it will be useful to
include nationality in the characteristic domain to
compare international healthcare services.

In conclusion, it remains unclear if all types of
lymphedema were assessed in this study because we did
not have access to patient data. Users also need to
search the inputted data for revisions and additions. We
plan to assess the ease of searching the dataset in future
studies. In addition, we produced only English and
Japanese versions of the dataset. For HSED to be
globally applicable, translation into other major lan-

guages will be necessary.
Conclusions

We developed a lymphedema HSED with characteris-
tic, health service, objective, and subjective domains and
found that it had high content validity and was easy to

use.
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Qualitative research for risk factors of lymphoedema among nine breast
cancer survivors

Emiko Kimura"

Aomori University of Health and Welware"

ABSTRACT

BACKGROUND : The aims of this study were to examine risk factors (RFs) to breast cancer survivors.
METHOD : This qualitative and descriptive study involved nine women who had undergone breast cancer surgery
and had developed lymphoedema (LE). All patients participated in a semi-structured interview to elicit specific
characteristics. The interviews were transcribed. Meaningful excerpts about RFs of LE were extracted from the
interview transcripts, coded, examined for similarities, and sorted into categories.

RESULTS : Patients were 58.6+11.0 years old at the interview. Mean body mass index (BMI) was 23.4%2.5
kg/m’ at the interview. Mean LE onset was 36.9+32.2 months after surgery. ISL classification were that Ila was
7 and IIb was 2. We got 17 categories about RFs of LE. They were “using hands”, “using arm”, “women’s role”,
“help for events”, “working hours”, “interval before returning to work”, “ineffective use of sleeves”, “infec-
tion”, “side effects of medication”, “lack of exercise”, “gaining weight after surgery”, “financial circumst-
ances”’, “onsen’, type A behavior pattern”, “inability to remain still”, “feeling that they would not get LE” and
“no considering the affected arm”.

CONCLUSION : This suggests that physically burdensome of life style and psychological and personality traits
such as type A behavior pattern are major risk factor for patients whose right arm was affected.

KEY WORDS : lymphoedema, risk factor, breast cancer

Introduction

In Japan, one report claims that about 120,000 people
suffer from LE", but this number is not based on a
nationwide epidemiological study. The incidence rate of
LE in women following breast cancer surgery is about
10%, and it is estimated to be about 25% following
uterine cancer in Japan”. LE is a chronic condition that

has physical and psychological consequences. It can

lower quality of life, impair mobility, alter body image,
lead to pain and other dysfunctions.

To assess the risk factors ( RFs ), information is
needed on not only treatment details but also social
factors and the presence of two or more other diseases”,
since LE is reported to arise from multiple factors”. It is
that the primary RFs are not just surgery and cancer
treatment, but a combination of many factors, such as

personal characteristics, characteristics of daily living

Correspondence author : Emiko Kimura

Manuscript received : 27 February 2014

Aomori University of Health and Welware
58-1 Mase, Hamadate, Aomori city, Aomori pref.



activities, and self-care for prevention of LE.

A review of the literature concerning the RFs reveals
that no studies have been done in Japan on the RFs of
post-breast cancer LE. A study that extracted the RFs
from the literature of other countries presented an RF
map® with: ‘individual characteristics’ that include
BMI, age, marital status, insurance plan, income, flying,
resident area and hand dominance; ‘treatment details’
that include years of follow-up, medical history, lymph
node metastasis, lymph node dissection, number of
lymph nodes dissected, type of surgery, radiation
therapy, chemotherapy, anti-hormone therapy, infec-
tion, pain, and limitation in range of motion; and other
factors such as ‘preventive actions , ‘instruction for
LE’, ‘activity level . However, these RFs are from
literature originating from countries outside of Japan.
Therefore, we conducted a research as pilot study about
RFs of LE.

The study objectives were to explore RFs of LE to
breast cancer survivors.

The significance of the study is that it will sensitize
health care providers to perceived causes of or
identification of conditions related to the onset or
exacerbation of LE, and may help to improve the quality
of life of breast cancer survivors. Specifically it will assist
in clarifying the RFs of LE for breast cancer survivors,
including regional characteristics and characteristics of
daily living activities and will enable nurses to provide
evidence-based instruction to patients leaving the
hospital on how to prevent LE or to reduce exacerba-
tions of LE.

Method

1. Design

The investigation was a qualitative and descriptive
study using a convenience sample of participants
meeting the inclusion criteria.

1) Subjects and setting

An outpatient hospital, situated in Aomori prefecture,
agreed to participate in the study. The hospital had a
large population of cancer survivors. The only nine
women who had undergone surgery for breast cancer in
the past were consented to participate, currently
suffered from LE (irrespective of whether unilateral or

bilateral or of duration of LE), met the below conditions,

and provided consent to participate in the study.
Conditions for participation were being 20 years old or
older, able to communicate, able to understand the
purpose and meaning of the study, and able to join or
withdraw from the study on their own will.

2) Data Collection

Data were obtained through a face sheet and semi-
structured interviews. The author was the researcher
and collected all the data. Contents of a face sheet and
semi-structured interviews were referenced RF map.

Participants were given a face sheet (age, height,
weight, marital status, annual income, type of insurer,
resident area, travel time to hospital, and presence or
absence of other illnesses not caused by LE for which
they are receiving treatment, so on ) prior to the
interview and requested to complete it on their own to
the best of their ability.

Semi-structured interviews consisted of focused
questions about: a) living situation at the time of onset,
b) seasonal work and activities, c) treatment details, d)
type of instruction received regarding LE and from
whom, e) types of preventive behaviours undertaken,
f) activity level at that time LE developed, g) whether
they travelled by plane after surgery and h) perceived
cause of LE.

3) Definition of term the occurrence of lymphoedema

It used StageI that represents an early accumulation
of fluid relatively high in protein content which subsides
with limb elevation, and pitting may occur®.

2. Recruitment method

Nurses in charge of LE outpatients explained to
patients the procedure for selection of participants and
study details. Those who agreed to participate were
requested to adjust their schedule so that they could be
interviewed on the same day as their next outpatient
visit. Interviews were conducted from September
through December 2012.

3. Ethical considerations

St. Luke's College of Nursing ethics committee
approved the study (approval no. 12-015). The partici-
pating hospitals ethics committee also approved the
study. Researcher told participants about permission to
IC recorder, confidentiality, anonymity, withdraw from
study at any time without penalty, and care would not

be affected. Researcher got signature of all participants.
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4. Analysis

To maintain anonymity and managing tracking data,
participants were assigned ID numbers. Recorded
interviews were transcribed and summarized as follows:
(1) Face sheet responses were summarized and
tabulated; (2) Meaningful excerpts about RFs of LE
were extracted from the interview transcripts and
coded. They were then examined for similarities and
sorted into categories. Codes are shown in quotations.
All analysis process made by the primary author.

To establish the credibility and validity of analyzed
interview transcripts the emergent codes and catego-
ries were supervised by four experts: professor of
fundamental nursing, qualitative nurse researcher, and
two nurse LE care therapists providing LE care at the
hospitals.

They were asked to read the interview transcripts,
and to check adequateness about the emergent codes
and categories. We discussed some disagreement of

them to consensus on the matter.

Results

1. Demografic data

Nine women were interviewed, and each interview
took 40-60 minutes. No participants complained of
feeling ill during the interview.

Individual characteristics. Age at the time of surgery
the mean age was 51.4%=9.1 years ( Mean*SD ),
According to the International Society of Lymphoedema
(ISL) staging classification, LE symptoms at the time of
participation in this study were stage Ila in seven
participants and stage IIb in two participants, BMI at
surgery was 22.9+2.1 kg/m®,. At the time of LE onset,
five participants were under treatment for other
illnesses. All nine participants were right-handed.
( Table 1 Individual characteristics and treatment
details)

Duration of sleep was from 4.5 hours to a maximum of
9 hours. All participants prepared breakfast after
awakening. Regardless of whether they worked during
the day, they all did chores such as preparing dinner,
grocery shopping, laundry, and house cleaning, and 3
participants cleared snow. Four participants did not
work outside of the home, but they continued activities

such as housework, caring for grandchildren, and

clearing snow as they did prior to surgery.

2. Instruction (explanation) regarding LE.

Instruction on how to prevent LE was not covered by
insurance until April 2008, with six participants
undergoing surgery prior to that date. Of the six, three
of were instructed regarding LE and three participants
were not. Prior to April 2008, participants reported
receiving instructions such as: “LE may occur,” “wear
long sleeves”, “avoid insect bites”, and “Indian mas-
sage may help”. When ask where they received this
advice responses were: - acquaintance ', “ someone
from a patient support group”, “supporter referrer”
and “nurse”. Participants had other sources also such
as: “information from media” and/or “TV”.

For the three participants that underwent surgery
after April 2008, instruction such as “swelling may
occur due to the removal of lymph nodes”, try to avoid
using the affected arm”, “Do not lift heavy objects” and
“Exercise often” were received from a “nurse” by
“video and pamphlet” and/or “verbally.”

3. RFs of LE

A total of 54 codes were extracted from the interview
transcripts and sorted into 17 categories. ( Table 2
RFs of LE)

Categories were 17 as “using hands”, “using arm”,
“women's role”, “help for events”, “working hours”,
“interval before returning to work”, “ineffective use of
sleeves”, “infection”, “side effects of medication”, “lack
of exercise”, “gaining weight after surgery”, “financail
circumstances ', “onsen’, type A behavior pattern”,
“Inability to remain still”, “feeling that they would not

get LE” and “no considering the affected arm”.
Discussion

1. Instruction (explanation) regarding LE

There were various types of instructions that were
given by a variety of sources. Providing lymphoedema
information has an effect on symptom reduction and
more risk-reduction behaviors being practiced among
breast cancer survivors”, and Park reported that
patients should be advised of the risk of lymphoedema
and educated to detect its symptom .

In April 2008, a revision (Notification from the Head
of the Medical Economics Division, Health Insurance
Bureau, Health Ministry: Hoihatsu no. 0305001 ) was



Table 1 Individual characteristics and treatment details (n=9)
n or mean (*SD) Range
Age (years) Age at surgery 51.4 (£9.1) 40-68
Age at the interview 58.6 (£11.0) 44-82
Height (cm) 156.6 (£5.5) 147-165
Weight (kg) Weight at surgery 56.9 (+6.4) 49-65
Weight at LE occurrence 58.9 (+8.1) 50-67
BMI (kg/m?) BMI at surgery 22.9 (£2.1) 20-26
BMI at the interview 23.4 (£2.5) 21-28
Insurance National health insurance 1
Social insurance 8
Other 0
Marital status Married 8
Single (or divorced) 1
In a relationship 0
Income (/10000 yen): 1 ; less than 150 2
2 2 ; 150-200 1
2 35 201-300 1
5 4 ; 301-400 0
8 5 ; more than 400 1
o
= No response 4
O |Flying after surgery Yes 1
No 8
Travel time to hospital (min) 61.7 (+47.3) 25-180
Travel means to hospital Own vehicle 6
Bus 0
Other person’s vehicle 3
On foot 0
Other 0
Treatment for other illness at LE Yes 5 Type of illness :
occurrence Hypertension
Diabetes
Hyperlipidemia
Ulcerative colitis
Angina
Meniere's disease
No 4
Time of LE onset after surgery (months) 36.9 (£32.2) 7-108
Location of breast cancer (of LE*) Left (left) 33
Right (right) 6 (6)
Type of surgery Mastectomy + LND?® 7
Mastectomy + LND +
pectoral muscle 2
” preservation
‘= | Adjuvant therapy With chemotherapy 6
E Without chemotherapy 3
=] With radiation therapy )
QE) Without radiation therapy 4
§ Hormone treatment Yes 8
& No 1
Stage of cancer I 1
I 1
Unknown 7
Postoperative infection Yes 1 1 year after surgery
No 8
Lymphoedema: ISL" class Stage Ila 7
(at time of participation) Stage IIb 2

Note.*=Lymphoedema, *=Lymph node dissection, "=International Society of Lymphoedema
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Table 2 RFs of LE

Category Code

1

2

10

11
12
13
14

15
16

17

using hands
Massaging shoulders
Putting hair in curlers
Using scissors (cutting hair)
Adding book supplements (book store)
make bread or pizza
knit: 1 hour or longer
turn the pages of magazines
use a computer
cook fish every day
using arm
Pouring hot water on self
Carrying grandchild
Carrying grandchild on back
Ironing
Cleaning with a wet cloth (hall, floor, window sills, etc.)
Dressing someone in a kimono
Yard maintenance (including weeding)
Clearing snow (depending on the snowfall)
Moving objects back and forth from the floor to shelves
Carrying packages (heavier than 5 kg)
women's role
preparing food for Bon festival and New Year's holiday
major house cleaning
setting up guest futon mattresses
help for events
preparing food for a kindergarten or event
tidying and preparing food of a send-off party for a baseball team
working hours
11 hours or more
7 hours
interval before returning to work
Returned to work 1 month after surgery
Began working 3-4 hours (a day) one and a half years after surgery
ineffective use of sleeves
Removing sleeves to cook
Wearing ill-fitting sleeves
infection
Insect bite
Cutting finger with knife
side effects of medication
Hormone treatment
Side effect of Meniere's disease medicine (Merislon)
lack of exercise
not getting exercise.
Lift arm 3-4 times a day if inclined
gainning weight after surgery
BMI of 40 kg/m? after surgery
financial circumstances
I have to work to pay for childcare costs and medical bills.
onsen
Soaking in the onsen (hot spring)
type A behaviour pattern
I try hard for the sake of my job
I work hard
my job is time-based, so I work quickly
I don't feel busy because I do it myself
I hate working slowly
I'm not satisfied unless I do everything myself
I do everything myself without noticing
inability to remain still
Even when at home, I am always doing something
feeling that they would not get LE
I did not receive adjuvant therapy, so I would not get LE
I went for routine check-ups, so I would be fine
I did not get LE for one year, so I would not get it in the future
I only worked for 3-4 hours at a time, so I would be fine
no considering the affected arm
I was too busy to consider the affected arm
I did my work without considering which arm I was using
I prioritized work over swelling




made to the medical fee remuneration as ‘Instruction
for LE Management Fee' to allow 100 points (1 point is
10 yen. So, this instruction become revenue of a
hospital.) of remuneration for one instance of instruc-
tion during a hospital stay for individuals who had
already received such instruction before or after
surgery for specified types of cancer (breast, ovarian,
uterine, or prostate). It has passed 5 years. So, we need
to research for the actual circumstances and an effect of
instruction for prevent of LE in Japan.

2. RFs of LE

1) Using hands and arm

RF map”shows lack of movement to be a risk factor,
for example, with the activity level being sedentary,
insufficient, or moving around occasionally. However,
we get very specific behaviour that were using hands
and using arm, for example to “make pizza or bread”
or “knit: 1 hour or longer” “cook fish every day”
“carrying grandchild on back” “cleaning with a wet
cloth (hall, floor, window sills, etc.)”, so on.

A study that quantitatively classified level of hand use
into low, medium, and high levels revealed that the
combination of medium to high level of hand use, BMI>
25 kg/m” and an infection was related to LE incidence .
For upper limb, level of arm and hands use may be an
important risk factor.

The codes of “putting hair in curlers” and “using
scissors ~ were unique activities of the participant’s
occupation ( hairdresser ). While occupation was not
given as a factor in previous studies, it may be useful to
add this as a factor if it involves use of the hands.

2 ) Life style

Other categories were characteristic activities that
are often seen in life styles such as onsen, “women'’s
role” and help for events. “soaking in the onsen (hot

»

spring)” is personal hobby or cleanly custom for us.
“women’s role” involved For the Bon Festival and New
Year's holiday such as meal preparation and, setting up
guest futon mattresses, and major house cleaning come
about every half year. They are very burdensome for
women. clearing snow” was related to the seasons in
the residential area. The fact that participants felt these
were the causes of their LE indicates that those
activities were physically burdensome to a certain

degree. This suggests that physically burdensome is a

major risk factor for patients whose right arm was
affected.
3. Psychological and personality traits as RFs
Psychological and personality aspects were not

', Categories of

mentioned in the literature review'"
Psychological and personality aspects were “no con-
sidering the affected arm”, “feeling that they would not
get LE” and “inability to remain still”. This suggests
that they experienced feelings of denial and not wanting
to acknowledge the breast cancer, and that they wanted
to believe that they would not get LE because they did
not get it until that point.

Furthermore, There is “type A behaviour pattern”'?.
A desire to do everything quickly and perfectly may be
the cause of continuing to work hard or do tasks such as
weeding despite a cramp in the arm.

To the best of our knowledge, no studies can be found
on the relationship between patients with LE and type
A behaviour pattern in Japan or any other countries. If
the type A behaviour pattern is characteristic of patient
with LE, preventive methods to lower the risk may be

very useful.
Study limitations

The results only examined the characteristics of LE
patients living in the north of Japan, and their activities
were closely linked to their lifestyle. Sample size was
small. Next step would be make a questionnaire of RF's

for LE based on this interviews.
Conclusions

Semi-structured interviews were administered to
nine patients with LE regarding the risk factors for LE.

We got 17 categories about RFs of LE. They were
“using hands”, “using arm”, “women’s role”, “help for
events’, “working hours”, “interval before returning to
work”, “ineffective use of sleeves”, “infection”, “side
effects of medication”, “lack of exercise”, “ gaining
weight after surgery 7, “ financial circumstances ~,
“onsen”, type A behavior pattern”, “inability to remain
still”, “feeling that they would not get LE” and “no
considering the affected arm”. And there were various
types of instructions of LE that were given by a variety

of sources.
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