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CHAPTER |

Introduction

The menopause is a normal physiologic process for the women, defined as
permanent cessation of menstruation from loss of ovarian follicular function in clinical
aspect. All women will undergo this process when they reach a certain age. The average
age at the menopause in the women all around the world was 49-52 years old."" The
world average life expectancy for women was 69.5 years old, in Thai women was 75
years old.”’ The women have to spend almost one-third of their life in postmenopausal

period.

When the women loss their ovarian function, the decreased estrogen levels
associated with vasomotor symptoms, urogenital symptoms, bone loss, cardiovascular
diseases, and their mental health. Some women have severe multiple symptoms,
whereas others show no symptom or minimal symptoms that cannot be noticed. The
menopausal reaction in symptoms is different among individuals or across cultures.
Since estrogen deprivation has the different impact to individual women life, the

menopausal stage may affect the quality of life (QOL) of women in many dimensions.

From The Constitution of the World Health Organization (WHO) defines health
as “A state of complete physical, mental, and social well-being and not merely the
absence of disease or infermity”<3), the measurement of health and health care must
include not only an indication of changes in the frequency and severity of
disease/symptoms but also an estimation of well-being which can be assessed by

measuring the improvement in the quality of life related to health care.

It is appropriate to evaluate peri-or postmenopausal women health status and
the effectiveness of menopausal treatment. There are many instruments measuring
menopause-specific QOL in women, but the existing tools are developed from Western
culture which is different from Thai culture. The objective of this study is to develop a

comprehensive QOL instrument for peri- and postmenopausal Thai women. Then we can



choose the appropriate treatment to improve QOL in menopausal women in the long

term.



CHAPTER I

Review of the Literatures

Quality of life (QoL) is an ill-defined term, means different things to different
people, and takes on different meanings according to the area of application. Health-
related QoL may include general health, physical function, physical symptoms, emotional
function, social well-being, sexual function and existential issues. The perception of QoL
is influence by experience, information and their value system which depends on each
culture. The appropriate quality of life tool should be developed from the perception of
population similar to the people that we want to evaluate. These literatures were reviewed

as below.

Greene Climacteric Scale” (original 1976; revised 1998)

Greene’s tool was the beginning of the use of factor analysis in clinical studies
with patient-reported outcomes in the women’s health field. There were three domains
included psychological, somatic and vasomotor to investigate relationship between
symptoms. Reliability coefficients were for P-scale = 0.87, S-scale = 0.84 and V-scale =

0.83.

Menopause-Specific QOL Questionnaire (MENQOL)(G)

A list of symptoms or problems was created using the existing menopause and
QOL literature or questionnaires and clinical experience of investigators. There were four
domains: physical, vasomotor, psychosocial and sexual which used 7-point Likert scale.
Reliability of this tool by test-retest (one month) ranged between 0.55-0.85 across factors

and Cronbach’s alpha ranged between 0.81-0.89.

Menopause Rating Scale (MRS)m

The MRS was originally developed in early 1966. The factor analysis resulted in
a standardized 11-item version encompassing 3 domains: psychological, somato-
vegetative and urogenital symptoms. The scoring was based on 5- point Likert scale.

The results of the follow up survey showed stability of the individual score.



Menopausal Quality of Life Scale (MQOL)(B)

This instrument was developed to examine the effects of menopause on health-
related QOL (HRQOL), to examine the impact of employment, age and medical history
on menopausal HRQOL, to obtain cross-sectional information on differences in HRQOL
in a community-based sample of women as a consequence of self-rated changes in
menopausal status, to examine the effects of hormone replacement therapy (HRT) on
HRQOL in the middle of the menopause. There were six domains: energy, sleep,
appetite, cognition, feelings, interactions and symptoms impact with scoring by 6-point

scale. Cronbach’s alpha ranged from 0.92.

Utian Menopause Quality of Life Scale (UQOL)(Q)

The UQOL was systematically developed from the original Utian Questionnaire
(1970s) to create an HRQOL instrument that could withstand the rigors of modern
psychometric validation./ Factor analysis was carried out by principal component
analysis followed by promax rotation. There were four domains: occupational, Health-
related, emotional and sexual quality of life. Scoring was based on 5-point Likert scale.
Cronbach’s coefficient alpha was 0.83. When compared to SF-36 resulting in Pearson

correlations demonstrating scale validity.

The quality of life was influenced by physical, psychological, social, economic
and cultural aspects. Because the culture was important and different from country to
country over the world, the quality of life questionnaire should be developed under each
culture. All existing questionnaires were developed in the Western culture which was
different from Thai culture. Even though, we have many quality of life questionnaires, we
should develop our own questionnaires. Each item in the questionnaire should be gotten
by the qualitative method, focus group discussion and in-depth interview because they
will be the experience and perception from Thai women. This study will develop the
quality of life questionnaires by Thai culture which should be used to identify Thai

women’s problems and used as a tool for evaluate the treatment effects.



CHAPTER Il

Developing and Testing Process

Research Questions

1.1 Major (Quantitative part):
- What was the validity and reliability of the newly developed menopause-specific
quality of life instrument for Thai women?
1.2 Minor (Qualitative part):

- What were the menopause-specific experiences of Thai women?

Research Objectives

1.1 Primary objective (Quantitative part):
- Developed a new instrument for the menopause-specific quality of life in Thai
women
1.2 Secondary objective (Qualitative part):
- Studied the experience of peri- and postmenopausal Thai women in menopausal
aspects

Keywords

Quality of life / Menopause / Questionnaire / Tool / Thai

Operational Definition

- Quality of life (QOL): individuals’ perception of their position in life in the context of
the culture and value systems in which they lived and in relation to their goals,
expectations, standards and concerns with respect to the domains of physical function,
psychological state, level of independence, social relation and productivity.

- Menopause: the point of time when permanent cessation of menstruation occurred
following the loss of ovarian follicular function.

- Perimenopausal woman: the woman who had an irregular menstrual cycle prior to

menopause that encompassed the change from normal ovulatory cycles to cessation of



menses until one year after menopause.

- Postmenopausal woman: the woman who had permanent cessation of menstruation
occurs following the loss of ovarian activity more than one year.

- Early postmenopause: first five-year in menopausal stage

- Late postmenopause: more than ten years in menopausal stage

- Surgical menopause: menopausal stage from bilateral ovarian removal

Conceptual Framework

Since this study was a qualitative-quantitative sequential method, the
conceptual framework was the outcome of a qualitative part. After the conceptual
framework was developed, the questionnaire would be developed and validated. The
conceptual framework of general quality of life (QoL) was shown as below (Figure 1 and
2). The perception of menopause-specific QoL (MS-QoLS) in peri- and postmenopausal

women depended on their information, experience and value system.

Biological Spiritual

Quality of Life

Social

/ Experience

(Qol) — Perception

Psychological [——»

Figure 1: General Quality of Life




Perception of
L2 MS-QoL

Experience

2%

Figure 2: The perception of Menopause-specific QoL

System: fear,

aging, etc.

Research Design

A mixed-method research: qualitative-quantitative sequential study

Research Methodology

Since this study was mixed-method, it was very important that two groups of

sample were concerned consisted of the phase of the study.

Phase |: Qualitative part

Key Informants (KI)

Peri- or postmenopausal Thai women in the Menopause Clinic, King

Chulalongkorn Memorial Hospital were recruited by Theoretical sampling

Inclusion criteria

- Thai women who was born and raised up in Thailand
- Women who were fluent in spoken Thai

- Women who were willing to participate

Exclusion criteria
- A known case of chronic condition(s) which likely impacted QoL

(e.g., diabetes mellitus with complication, stroke, asthma, major depression)



Data Collection

Focus group discussion

We had 7 groups of focus group discussion

- Perimenopausal women group

- Early natural postmenopausal women without hormone therapy group

- Early natural postmenopausal women with hormone therapy group

- Five-to-ten-year natural postmenopausal women group

- Late natural postmenopausal women group

- Surgical postmenopausal women without hormone therapy group

- Surgical postmenopausal women with hormone therapy group

Each group had one experience facilitator, 8-10 key informants and two note
takers. The duration of discussion was 1-2 hours. All information was recorded by note

taken and voice recorder.

In-depth Interview

- The interesting or specific key informants were interviewed
- The key informants might have to see the researcher more than 1 time

- All information was recorded by note taken and voice recorder

Outcomes
- The perception of menopause and quality of life

- The experience of menopause

Data Analysis

- Content analysis

Phase |l: Quantitative part

Population

Target population

Peri- or postmenopausal Thai women

Eligible criteria

- Peri- or postmenopausal Thai women in menopause clinic, King



Chulalongkorn Memorial Hospital, Siriraj Hospital, Ramathibodi Hospital and Rajavidhi

Hospital

Inclusion criteria

- Thai women who were born and raised up in Thailand

Literate Thai Women

- Women who were fluent in spoken Thai

Women who were willing to participate

Exclusion criteria
- A known case of chronic condition(s) which likely impact QOL
(e.g., diabetes mellitus with complication, stroke, asthma, major depression)
- Women who had cancer

- Women who were blind

Samples
Sampling method

Consecutive sampling from the Menopause Clinic in four collaborative hospitals

Sampling size determination

A number of thirty peri- or postmenopausal Thai women were required for the
stage of the questionnaire pre-testing (pilot study).

The sample size determination for the stage of the field-testing used the
equations (reference from Streiner DL, Norman GF. Health measurement scale: a
practical guide to their development and use. 2" ed. Oxford University Press Inc., New

York; 1995) as shown below. { (147
Z'(r) = = log S

2 (-7
cr, = Z() + Zg,
(N-3)
i 2
N - Zay L3
| Z(W-Z2'(c+CL,)

Note: r = reliability coefficient; Cl,, = half of the confidence interval; N = sample size
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As expected, the promising reliability coefficient of the newly developed
questionnaire was at least 0.5. If a level of 0.05 and Cl_s value of 0.10 was required, a
minimum of 250 cases was needed to achieve the reliability testing. We recruited 280

cases in this study.

Measurement

Variables

- Baseline variables

. Age, the years since menopause, the duration of perimenopausal period,
educational status, marital status, parity, family financial status, household’s member,
hormone replacement therapy use, gynecologic surgery, chronic illness, current
medication
- Primary outcome variables

: Construct validity and reliability of the newly developed questionnaire, a self-

report

- Secondary outcomes

: Score on each item of the newly developed questionnaire, a self-report

: Score of impact and severity of climacteric symptoms

Data Collection
Data collectors

Amount

- 2 data collectors during pre-testing in King Chulalongkorn Memorial Hospital

- 8 data collectors during field-testing at each collaborating center
Qualification and standardization

- Data collectors were appropriate trained, and had adequately experience in a
care of peri- or postmenopausal women

- Data collectors were thoroughly familiar with the investigational case
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record form, protocol guidelines, written informed consent form and other involving

written information to be provided to subjects.

Data collection procedure (5 stages)

Stage 1: Derivation of items for questionnaire content

The initial list of QOL items in Thai was derived from the focus group interview
and the in-depth interview among peri- and postmenopausal women by content analysis.
Each item was carefully worded to ensure that it related specifically to menopause and

where possible the general terminology was used.

Stage 2: Selection of items for the draft questionnaire

Item selection for the draft questionnaire for MSQOLS was conducted manually.
These items were organized into groups. Items were included if they

1) were associated with the respondent’s menopause status

2) were general enough to apply to the majority of potential respondents

3) expressed one idea only

A panel of discussants (gynecologists who specialist in menopause,
gynecologist and nurses who were cognizant of the QOL issues and experience in
managing peri- or postmenopausal women) was meet to consider each potential item.
Discussions were held until agreement was reached for each item.

Furthermore, the item organization was independently reviewed by an expert in
menopause from each collaborating center. The content validity index (CVI), using
ratings of item relevance by the content experts, was computed. The item with CVI value
less than 0.7 was revised or excluded. Any existing discrepancies were discussed until a
consensus was reached. Then, a draft questionnaire was constructed. The

questionnaire instruction and a 5-point Likert response format were devised.
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Stage 3: Pre-testing the questionnaire

Pre-testing the questionnaires determined whether the questionnaires appeared
to measure what it was meant to measure and ensured that it was meaningful to peri-
and postmenopausal women. Purposive sampling was used to guarantee representation
in terms of the inclusion criteria.

The peri- and postmenopausal women received the written information during
their visit in menopause clinic, King Chulalongkorn Memorial Hospital. They were asked
to complete the draft questionnaire independently and debriefed by using a pre-
structured interview about the design, content, structure, response scale and time
spending.

Before carrying out the field study, wording of items needed to be changed,

items deleted, or additional items introduced.

Stage 4: Field-testing the revised questionnaire

This stage was tested in multicenter collaboration. Field-testing was to confirm
the acceptability, general applicability, validity, and reliability of the MSQOLS. The
sample included peri- or postmenopausal women who were representative of the full
range of the target population. Women who were attending at the collaborating
menopause clinic were approached during their outpatient attendance. Demographic
and clinical information of those women who consent was recorded. They will
independently complete the MSQOLS in the clinic. The debriefing questionnaire was
used similar in style to the pretest stage.

At this stage, the MSQOLS was determined the construct validity and internal
consistency reliability of the measure. Construct validity evaluated the robustness of the
structure and determined the subscales of the questionnaire. Principal component

analysis with oblique rotation was conducted for all remaining items. The generation of
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factors was exploratory. Internal reliability measured the extent to which items within a
subscale were conceptually and will be assessed using Cronbach’s alpha coefficients.
Internal reliability was acceptable for factors/domains with a Cronbach’s alpha > 0.7.
SPSS version 17.0 was used for statistical analysis. The reduced number of items was

finally composed into the MS-QoLS questionnaire.

Stage 5: Testing of known group validity or sensitivity

It was important to evaluate whether an instrument could differentiate between
patients with varying degrees of disease severity. The severity of menopausal symptoms

was captured by the severity of hot flashes.

Data Analysis

The statistical analysis in this phase consisted of two main parts. The first part
concerned statistical methods for questionnaire development and the second part was

for analyzing the obtained data.

Statistics for questionnaire development

Test for content validity

The item correlation method was chosen to test the content validity of the
questionnaire. Seven experts looked through the questionnaire to check and rate the

content validity. The meanings of scores rated by the experts were as follow:

Score Definition
1 Relatively valid item
0.5 Not sure
0 Relatively irrelevant item

The obtained scores from each item were calculated to show the validity of

each item by the following formula:
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YR
IC = =—
N
IC = ltem correlation
2 R = Total scores of that item
N = Number of experts

The item that had the item correlation less than 0.7 was generally discarded.

The items were edited for clarity according to the experts’ opinion.

Test for construct validity

Exploratory factor analysis was used to explain the relationship among
correlated variables. The method had four steps: 1) preparation of the correlation
method; 2) determination of initial factors by principle component analysis; 3) rotation of
initial factors (Promax rotation); and 4) determination of the component scores.

The item which had factor loading with absolute value less than 0.4 or item that
was insufficiently correlated with others in the matrix or factors consisting of fewer than
three items was better eliminated. The item with strong loading on more than two
dimensions was deleted or otherwise was placed on the dimension that their content
closely belonged.

The construct validity was tested in the extreme group to assess the degree to
which an instrument measures the construct that it was designed to measure. The score

of nine physical menopausal symptoms was used to identify severe and minimal group.

Test for internal consistency reliability
The internal consistency method using Cronbach’s coefficient alpha was used
to test the reliability of this questionnaire. The formula of Cronbach’s coefficient alpha

was as follow:
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ok . > Si
o = il = 55)
Tx = Coefficient alpha
K = Total number of items
> Si2 = Summation of score variance from each item
2 .
Sx = Variance of total score

The criteria item to be retained were item which had item-total correlation at

least 0.3 and the alpha coefficient of any sub-scale was at least 0.7.

Statistics for obtained data analysis

The Dbaseline data were analyzing using descriptive  statistics:
frequency/percentage, range, mean and standard deviation (SD). Quality of life score

was summarized as frequency/percentage, mean and SD both items and dimension.

Ethical Consideration

- The proposal was submitted to be approved by the Institutional Review Board
(IRB) of Faculty of Medicine, Chulalongkorn University, the Committee on Human Rights
Related to Research Involving Human Subjects, Faculty of Medicine, Ramathibodi
Hospital, Mahidol University, the Siriraj Institutional Review Board, Faculty of Medicine,
Siriraj Hospital, Mahidol University and the permission of Director of Rajavidhi Hospital.
The study was started after the approval of the institute ethic committee

- Each question was carefully worded to ensure that it did not threaten, depress
or embarrass the subjects

- The voluntary consent was absolutely required prior to a subject enroliment

- Each subject’s privacy should be considered and their confidentiality was
kept

- During the course of the study, the subjects were at liberty to withdraw from
the study

- Written informed consent was obtained according to the Declaration of
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Helsinki

Limitation
- These subjects were only hospital-base

- The consecutive sampling resulted in the selection bias

Obstacle and strategies to resolve

- This study was a multicenter study

. All data collectors were standardization and qualification. The questionnaire
was explained to all data collectors at the same time before the questionnaires was
distributed.

. Each center sent the completed questionnaires after 70 questionnaires were
done

- All completed questionnaires were kept in the safety place in King
Chulalongkorn Memorial Hospital

. All data was recorded in the computer by 2 officers for doubled-check data

- Data was analyzed in only one center (King Chulalongkorn Memorial
Hospital)

- Same subject was at different hospital

- Informed the subjects to answer only one questionnaire and national
identification numbers were checked

- Missing data in the questionnaire

. Data collectors explained the difficult questions



CHAPTER IV

Developing and Testing Results

Item Generation

Phase I: Qualitative part

Fifty seven key informants were recruited in this qualitative part. We
developed seven groups of focus group discussion (FGD), including the perimenopausal
women group, the hormone-treated early natural postmenopausal women group, the
non-hormone early natural postmenopausal women group, the hormone-treated surgical
postmenopausal women group, the non-hormone surgical postmenopausal women
group, the five-to-ten-years postmenopausal women group, and late postmenopausal
women group. Three experience-facilitators and six note-takers involved in this part of
study, all of them were standardized before conducted FGD and the guideline for this
QoL-FGD was developed. (Appendix A) Each group contained one experience-
facilitator, 8 or 9 key informants and two note-takers and took 1-2 hours. All discussion
was recorded by note and voice-recorder.

Twelve interesting key informants were recruited to the in-depth interview
(IDI) part after the FGD finished. Only one interviewer and one key informant were in the
private room during the interview, the guideline for QoL-IDI was used. (Appendix B) The
voice-recorder was used in all interview session.

After we finished FGD and IDI parts, the content analysis was done by
three experts to generate items for menopause-specific quality of life (MS-QoLS)
questionnaire. The qualitative results had eight dimension including physical health, daily
activity, psychological health, sexual health, social, family, finance and treatment. Sixty-

eight items were derived as shown in Table 1.



Table1: The questionnaire items derived from qualitative part
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Tablel: The questionnaire items derived from qualitative part (continued)
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Tablel: The questionnaire items derived from qualitative part (continued)
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Phase |l: Quantitative Part

Content Experts Review
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An expert panel discussion was held to consider each potential item and

carefully worded. Then, the content validity index (CVI) of each item was calculated

according to the scoring ranged 0 to 1 by our seven gynecologists, specialist in

Menopause. The average of CVI was 0.92 with a standard deviation of 0.12. The items

were later edited or change for clarity according to the experts’ suggestion.

Pre-testing the questionnaire

Twenty eligible participants were asked to test the questionnaire and made

comment/criticized about the design, content, language and time to complete. The time
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to complete questionnaire was 18.6 = 6.6 minutes. The questionnaire was edited more

clarity and some items were deleted according to the experts’ opinion.

Field-testing the Revised Questionnaire

The first draft MS-QoLS consisted of 62 items in three parts; menopause-
associated physical health 19 items, quality of life part 37 items and sexual part 6 items.
Only married women were asked to answer the sexual part. This questionnaire was
administered to 280 peri- or postmenopausal women in the Menopause Clinic of four
hospitals.The participants were 37 perimenopausal women, 188 natural postmenopausal
women and 55 surgical menopausal women. The average age was 56.9 * 7.7 years
(range 31-89 years).Thirty-seven percent of the participants had regular work. The
participants’ characteristics were shown in Table 2. The data obtained from these

participants were analyzed for validity and reliability of the instrument.

Construct validity

In this study, the factor analysis was performed in the QoL part of questionnaire.
The item number 1, 7, 8, 9, 13, 18, 19, 21, 32, 33 and 34 were negative question and
their scales were reversed before analysis. The results of the factor analysis with
Principal Axis Factoring as extraction method and Promax with Kaiser Normalization as

rotation method revealed five components as shown in Table 3.



Table 2: Demographic Characteristics

Characteristic

Mean Age (years), SD

Menopause Status (N= 280)

- Perimenopause

- Postmenopause

- Surgical Menopause

Years Since Menopause (years), Median
Postmenopausal Hormone Therapy

- Never users

- Ever users

- Current users

Marital Status (N = 280)
- Single

- Married/Couple

- Widow/Divorce/Separate
Parity (N = 179)

-0

-1

-2

- 23

Education (N = 279)

Undergraduate

Primary school

Lower & upper secondary school

Bachelor degree and above

- Others

Family Financial Status (N = 280)
- Income enough/more than expense
- Income less than expense

No Current Disease (N = 280)

56.9, 7.7

37 (13.2%)

188 (67.2%)

55 (19.6%)
6 (2,14)

168 (60.0%)
67 (23.9%)
45 (16.1%)

51 (18.2%)
179 (63.9%)
50 (17.9%)

22 (12.3%)
45 (25.1%)
82 (45.8%)
30 (16.8%)

2 (0.7%)
43 (15.4%)
60 (21.5%)
138 (49.5%)
36 (12.9%)

243 (86.8%)
37 (13.2%)
84 (30%)
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Table 3: The Result of Factor Analysis for the QoL-part
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Components
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(reverse)

870
852

848

29. WaRriuAuluAseLAT
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27. axundnlupsaumiiaulaguaianlala

876
856
846
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6. UsuFninfudsansaudnglam

896
874

490

Extraction Method: Principal Component Analysis.

Rotation Method: Promax with Kaiser Normalization.
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Nineteen items of QolL-part were deleted (item number 1, 4, 5, 9, 11, 14, 16, 20-
25, 26, 30, 31, 35-37) because they failed to meet the criteria described before. The item
number 2, 3, 10, 12, 15 and 17 were loaded singularly on Component 1 and renamed as
“General well-being”. The Component 2 consisted of item number 32, 33, 34 and
renamed as “Emotion”. The Component 3 as “Family” consisted of item number 27 to 29.
The Component 4 consisted of item number 13, 18, 19 and was renamed as
“Anxiety/fears”. The Component 5 as “Social” consisted of item number 6 to 8.

The sexual part of this questionnaire had 6 items. There were 179
married/couple women in this study. The item number 38 and 41 were not filled by 119
women, it was probably that these items could cause them uncomfortable. Both items
were deleted. This component was defined as “Sexual health” and consisted of four
items. The components in each dimension were rearranged and renamed for the

simplicity as shown in Table 4.
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Table 4: The Result of Factor Analysis for the MS-QoLS

Dimensions Items
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Table 4: The Result of Factor Analysis for the MS-QoLS (continued)

Dimensions ltems
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Test of Known-group Validity

Another construct validation by extreme groups was tested. We used the score
of nine-item of menopause-associated physical symptoms to define two groups. Each
item consisted of two parts; degree of severity and effect of symptom. Both parts had 5-
Likert scale. The degree of severity was as follow: “none”, “minimal”’, “moderate”,
“severe” and “most severe”. The effect of symptom was as follow: “none”, “annoyed”,
“very annoyed”, “decrease work ability” and “cannot work”. The more severe symptom is
the higher score. The severity of symptom was scored as follow; none = 0, minimal = 1,
moderate = 2, severe/most severe = 3 and the effect of symptom was scored as follow;
none = 0, annoyed = 1, very annoyed = 2, decrease work ability/cannot work = 3. Each
item score was severity-score multiplied by effect-score and the range was 0 to 9 scores,
the total score was the sum of nine item score (range 0 to 81). The 25" percentile was as
< 4.0 scores defined as the lowest group. The 75" percentile was as > 18 scores defined
as the highest group. Five dimensions in questionnaire were analyzed by unpaired
student ttest in all women. The sexual health dimension was analyzed only in the

married/couple women. The score comparison between the lowest group and high group



27
are shown in Table 5. The total score in dimension “General well-being”, “Emotion”,
“Anxiety/fears” and “Family” had statistically significant difference between the lowest

and the highest group.

Table 5: The Score Comparison of Between the Lowest and Highest Group

Dimension Lowest Group Highest Group Sig.

N Mean (SD) N Mean (SD)

General well-being (n=276) 71 17.9 (2.6) 69 154 (2.8) <.001
Emotion (n=280) 72 13.0 (2.0) 70 11.9(2.1) .002
Psychology (n=274) 71 8.0(1.7) 70 6.8 (1.7) <.001
Family (n=278) 72 10.0 (2.0) 70 9.4 (1.7) <.05
Social (n=280) 72 9.9(1.5) 70 9.5(1.6) NS

Sexual Health (n=173) 45 10.9 (2.3) 50 10.3(2.3) NS

Reliability

Twenty —two items were regrouped according to factor analysis results. All
dimensions were analyzed for reliability by estimating their internal consistency i.e.,
Chronbach’s coefficient alpha. The Chronbach’s coefficient alpha of each dimension was

between 0.61 — 0.83. (Table 6) The item-total correlations are shown in Table 7.

Table 6: The Result of Reliability Test

Dimensions ltem Chronbach’s Coefficient Alpha
General well-being 1-6 0.78
Emotion 7-9 0.84
Psychological Health 1-12 0.69
Family 13-15 0.82
Social 16-18 0.71
Sexual Health 19-22 0.61

Overall 1-22 0.79




Table 7: The item-total statistics of MS-QoLS

28

Scale Scale Corrected ~ Cronbach's
Mean if Variance ltem-Total Alpha if
Items
Item if ltem Correlation Item
Deleted Deleted Deleted
General Well-being
1. 5&naunasatu 13.78 5.75 56 74
2. sAndiluaundsnaniaudauss 13.97 5.73 57 73
3. sAndiluauniganing lidlen 14.10 5.80 53 74
4. 58nnszdunsziasunig 1 13.76 5.93 57 74
Aamtlaraniu
5. $Andvinulimnuguiledingstnun 13.89 5.98 47 76
Uszapou
6. JAndvinuamnIanaNangsy 13.55 6.07 45 76
dszandulilngliaunn
Emotion
7. 9UN8RNINAINAVRA LAWY 8.47 2.0 67 81
A o
nuviralupraLA
8. nzianziufan(aulnddn) sy 8.30 1.75 73 76
BTN AR
9. nzaziumAuluAsaLAF 8.32 1.79 71 77
Psychological Health
10. 3Anaanniaaaluizesrineegionnis 5.12 2.08 41 71
P v A o | a @ =
11, SANNAWITRIIAFBNTNANLITIN 4.88 1.51 59 48
‘ﬂl b4 o [ o =
Wnendesiudannnlszainen
12. 5&nndvvisennasenmiiuAeaes 501 1.73 53 57

HNTTANWIU




Table 7: The ltem-total Statistics of the MS-QoLS (continued)
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Scale Scale Corrected  Cronbach's
Mean if Variance ltem-Total Alpha if
Items
Item if Item Correlation Item
Deleted Deleted Deleted

Family
13. axn@nlupsauaidaulaguatanlald 6.56 1.58 67 75
14. e laldaulaguaanninlunseunia 6.37 1.62 66 76
15. yaneiuAuluAsaLAsa 6.57 1.60 69 73
Social
16. hgnuesigiedoymlfituauiu 6.50 92 66 43
17. puauTAeEineisenuiy Tieenn 6.41 99 59 53
ALIANANIANAN
18. Ususadiniudsansaudnglén 6.68 1.30 34 82
Sexual Health
19. 580491 vinuansnsndamne 5 8.38 2.92 35 57
vgenks puanilednainanugs
20. Haasz Tun s lmwAdNRUSE 8.14 2.78 30 61
21 5aAndnanduansaaniaaanuinsasi 7.78 257 44 50
U
22. Sanunilszaneunaliinme 7.80 2.84 50 47

wasuuadly

The final MS-QoLS consisted of twenty-two items on six components; General

well-being, Emotion, Anxiety/Fears, Family, Social and Sexual health. (Appendix D)

When we used the final MS-QoLS to analyze the quality of life of these peri and

postmenopausal women, the average score in each dimension was shown in Table 8.

This study showed the high percentage of score in “Emotion” and “Social” dimension in

our population and was the lowest percentage of score in “Sexual Health” dimension.

The Table 9 showed the average score of each item of the MS-QoLS. The average Score



of Each Menopause-related Symptom in Symptomatic Women was 1.3 — 3.3 scores as

the follow. (Table 10)

Table 8: The Average Score of Each Dimension of the Final MS-QolLS

Mean Score Percent Total Score
" (SD) (%)
General well-being 276 16.6 (2.8) 69.2 24
Emotion 280 12.5(2.0) 83.6 15
Psychological Health 274 7.5(1.9) 62.5 12
Family 278 9.7 (1.8) 65.0 15
Social 280 9.8 (1.4) 81.6 12

Sexual Health 173 10.7 (2.1) 59.4 18




Table 9: The Average Score of Each Item of the Final MS-QoLS

Items Mean SD
Score

General Well-being
1. 5Anaunesaiu 2.8 0.7
2. 5ndnduaufidsneniaudoue 2.7 0.7
3. 5@ndndunuiigunmalaiiilse 25 0.7
4. 38nnszdunsviaslunislddinlszandu 2.8 0.6
5. 3AnavnulANgINedingsanun Uszanimen 2.7 0.7
6. AndvinuaunsnnnanssNilszaniulalaaldaun 3.1 0.7
Emotion
7. 3318 NI ARATUAWNTINWIWTa luAsaLIAT 4.1 0.7
8. nuiziufau(Aulnde) anzetsunlngnsiia 4 0.8
9. nzianziuAuluAsaLAia 4 0.9
Anxiety/Fears
10. ’ﬁﬂﬁmnﬁmﬂuémf;iwjﬂgl:ﬂ@m%\a 2.6 0.7
11. 5EnndavitaiaasenafinuzSiinedesifavun 2.4 0.8
Uszanman
12. ’ﬁﬂﬂﬁqu%ﬁm@rﬁiﬂq‘w%r”wLﬁmmmmm:@ﬂwgu 2.5 0.8
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Table 9: The Average Score of Each Item of the Final MS-QoLS (continued)

ltems Mean SD
Score

Family
13. aunTnluasauaidaulaguaianlald 3.2 0.7
14. 1@ laldaulaguaauninlunseunia 3.4 0.7
15. yonanuAuluAsaLATY 3.2 0.7
Social
16. singnuesdnaieoywn ity s 3.3 0.6
17. AnauTipeinanuite AUy Ilesnnaufnann Akt 3.4 0.6
18. Ysusdiniudsansaudnqlin 3.1 0.6
Sexual Health
19, 3#nn vimasnsnsasmaldiiennss auanedned 2.3 0.7
ANGT
20. H8aszlun1sNWAGNRUS 2.6 0.9
21 5Andanduanseaninanuinsefaniu 2.9 0.8
22. fununtlezddouinidingasuulasl 2.9 0.6




Table 10: The average Score of Each Menopause-related Symptom in Symptomatic

Women
N Symptoms Mean Score (SD)
1 116 $auqUY 3.1(2.1)
2 133 m’f’;ﬂﬂﬂnmn 3.4(2.2)
3 192 Uanilesngnuila 3.3 (2.5)
4 143 anghanniaidey 3.1 (2.7)
5 131 Avelaudiavidaliien 2.6 (1.9)
6 111 ALY 2.4(1.9)
7 110 TIAAAALIUTDAL 2.3(1.7)
8 82 NITANUNUTANTY 2.8 (2.4)
9 150 yaulinauvTanaUen 3.1(2.5)
10 159 WAVIAdE 3.1(2.2)
11 77 BENNBEAULALY 2.6 (2.0)
12 75 BAnIN 2.4 (2.2)
13 88 ﬂﬁq%’q&iwjdmﬂd%au 2.4(1.7)
14 54 nangnAuluAIaLAsY 2.9 (2.4)
yaATiq
15 56 w3 laanldasnnniasls 2.5(2.2)
H
16 101 Suesnaaniiled 3.0 (2.0)
INARUWUS
17 84 ANNABINIININA 1.3 (1.0)
18 55 NN3TNqAGALIDN 1.5(1.2)
19 65 tAnquiileRinedunug 1.6 (1.3)
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CHAPTER V

Discussion and Conclusion

Discussion

This study developed and initial validation analyzed the MS-QoLS as an
instrument for measuring the quality of life in menopausal women. The results are the
preliminary evidence of the reliability and validation of the MS-QoLS in this hospital-
based population. The QoL is not the menopause itself but the consequences of
symptoms.(m) Many measures were on a national rather than universal basis."” Our
source of items were from the focus group discussion and in-depth interview which the
participants were in all of menopausal stage. Their opinion would be elicited by the
instrument.

This item generation method got direct information from Thai menopausal
women which would be perspective of Thai's culture and life-style. This part was very
important because the perception of quality of life was different all around the world. The
seven experts in menopause scored each item for content validity index(VI) calculation
and carefully worded to decrease the ambiguous or jargon or poorly words. The double-
barreled question was modified. Our MS-QoLS was self-report questionnaire which the
missing answer was less than 3% in most items. Our very low missing rate demonstrated
that our questionnaire was easy-understand and has high responsiveness.

The MS-QoLS had five dimension in generally and one dimension for married or
couple women. The menopause-related symptoms dimension was excluded from the
MS-QoLS because these symptoms could occur in most of menopausal women and we
used this scale to defined severity of menopausal symptom. Moreover, the construct
validity was assured by factor analysis and the extreme group validation. The reliability in
each dimension was mostly over 0.70 which was the minimum reliability for basic
assessment that reoommended.(m Finally, the MS-QoLS had 26 items in six dimension;

we compared our dimension of MS-QoLS to other studies as shown in Table 11.



Table 11: Characteristics of Menopause-Specific QoL Measures

a7

wHQ" MRS” MENQOL® mMQoL® MENCAV"
Year 1992 2000 1996 2000 2008
Country of Origin United Kingdom Germany Canada United Kingdom Spain

Scaling

4-point rating scale

5-point rating scale

7-point Likert scale

1-6 response format

5-point Likert scale

Domains Covered (No.

of Items)

Nine domains (36)

Depressed mood(7)
Somatic symptoms(7)
Memory/ concentration(3)
Vasomotor symptoms(7)
Anxiety/fears(4)

Sexual behavior(3)

Sleep problems(3)
Menstrual symptoms(4)

Attractiveness(2)

Three domains (11)

- Psychological
symptoms(4)

- Somatic-vegetative
symptoms(4)

- Urogenital

symptoms(3)

Four domains (29)
- Physical(16)
- Vasomotor(3)
- Psychosocial(7)

- Sexual(3)

Seven domains (48)

- Sleep(3)

- Energy(10)

- Cognition(5)

- Symptoms impact(10)
- Feelings(12)

- Social interaction(7)

- Appetite(1)

Five domains (35)

Physical health(10)
Mental health(9)
Sexual relations(4)
Partner relationship(4)

Social support(8)

Time Frame Covered

Past few days

At the moment

In the past month

At the moment

In the past 4 months

Note: QoL = quality of life; WHQ = Women’s Health Questionnaire; MRS = Menopause Rating Scale;

MENQOL= Menopause-specific Quality of Life Questionnaire; MQOL = Menopause Quality of Life;

MENCAV = the MENCAV menopause quality of life scale

Ge



Table 11: Characteristics of Menopause-Specific QoL I\/Ieasures(m(oontinued)

MS-QoLS
uQoL® MENQOL- Intervention"” TMS-QoL "
(Our study)
Year 2002 2005 2011 2012
Country of Origin United States Canada Surat Thani, Thailand

Bangkok, Thailand

Scaling

5-point Likert scale

7-point Likert scale

5-point Likert scale

4-point Likert scale

5-point Likert scale

Domains Covered

(No. of Items)

Four domains (23)

Four domains (23)

Three domains (63)

Six domains (22)

- Occupational(7) - Occupational(7) - Physic-psychological (51) - Well-being(6)
- Health(7) - Health(7) - Sexual-socioeconomic (9) - Emotion(3)
- Emotional(6) - Emotional(6) - Vasomotor (3) - Anxiety/Fears(3)
- Sexual(3) - Sexual(3) - Family(3)
- Social(3)
- Sexual health(4)
Time Frame Covered In the past month In the month In the past week

In the past week

Note: UQOL = Utian Quality of Life scale; MENQOL-intervention = Menopause-specific Quality of Life Questionnaire-intervention.

9¢
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In our study showed that only the “Family” dimension was different to any other
studies. Our explanation was that the family played an important role in Thai’s culture.
The recent study in Sura Thani Province, Thailand, had an economic dimension in their
questionnaire(m but our study did not. The reason could be most of our population was in
the middle-class economic status and they had their medical insurance.

In construct validity by extreme group showed the significantly statistical
difference in only four dimensions. The “Social” and “Sexual Health” dimensions were no
statistical difference between both groups, because our study may not have enough
sample size especially in the “Sexual Health” dimension. Our scoring system was not
calculated because of our population were not represent the general Thai people. Our
sampling method was the consecutive sampling.

Although we have demonstrated that the MS-QoLS has been initially validated,
but this instrument need more complete validation. The advantage of this study was our
item generated from qualitative method. However, several limitations should be
considered when interpreting our findings. Subjects were drawn from a convenient
method and hospital-based, even though our study was conducted in four large
hospitals. Most participants lived in Bangkok, the metropolitan area, which may effect on
the perception of menopause different from the rural area

Despite complete validation our instrument should be done for the Test-retest
reliability, scoring system and clinical research for its useful in clinical practice. Further
studies should recruit more sample size to verify that the MS-QoLS can define the
difference of extreme group, test in variety of Thai people to assure that it is proper for
Thai subjects. More interesting, if this MS-QoLS can be used in other countries that have

similar culture as Thailand.

Conclusion
The MS-QoLS is a valid instrument for measuring the quality of life of peri-
menopausal or postmenopausal Thai women. However, this initial instrument needs more

complete validation and verify to use in clinical practice.
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Appendix D

The Final MS-QoLS for Peri- or Postmenopausal Thai Women
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