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Abstract
Long term preventive hormone replacement therapy

(LTP-HRT) is attracting considerable attention for its
potential in reducing the incidence of coronary heart disease
and osteoporosis associated fractures in post-menopausal
women. Recently, the American College of Physicians and the
Society of Obstetricians and Gynaecologists of Canada (SO0GC)
issued guidelines suggesting that all women consider LTP-HRT
at menopause. The acceptability of LTP-HRT to women after
they have had the opportunity to consider the benefits and
risks has not been well studied.

The study objectives were: 1) to describe women's
decisions and decisional conflict regarding LTP-HRT after
being presented with the evidence of benefits and risks and
clarifying values; 2) to describe the difference between those
who accept or decline LTP-HRT in terms of: a) expectations of
LTP-HRT benefits and risks, and b) the importance women attach
to the benefits and the risks; and 3) to describe the factors
women identify as contributing to their decision to take or
not take LTP-HRT or being unsure about taking LTP-HRT.

A secondary analysis from an existing data base was
conducted. The variables in the data base included women’'s
expectations, importance ratings, decisions and decisional
conflict about LTP-HRT after they had been exposed to a

decision aid explaining benefits and risks and clarifying
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personal values. Hypotheses derived from a Consumer Health
Decision Model asserted that women choosing LTP-HRT would:
have higher expectations of the LTP-HRT benefits; lower
expectations of the risks; place higher importance on the
benefits and lower importance on the risks. Inclusion
sampling criteria of the 100 women providing responses were:
aged 50-60; attending a family practice; current users or
never users of HRT; at least two years postmenopausal or
perimenopausal, but on HRT for at least two years; and English
speaking. Sampling exclusion criteria included those women
who: had previously discontinued HRT due to intolerance of
side effects; were currently on HRT for less than two years;
had a persocnal cancer  history; or had recurrent
thrombophlebitis. Descriptive statistics were used to analyze
demographic characteristics, decisions and decisional
conflict. Differences in expectations and importance ratings
between those accepting and declining LTP-HRT were analyzed
using the Mann-Whitney U test. Reasons underlying the women's
decisions were analyzed using content analysis.

The typical woman who participated in the study was 57
years of age; had some post secondary education; and was
currently using HRT. Over half the women had at least one CHD
risk factor and had a hysterectomy. Less than 15% of the
respondents reported having osteoporosis or a first degree

relative with breast cancer.



Women's decisions to take LTP-HRT were distributed as
follows: 56% yes; 26% no; and 18% unsure. CPCecisional conflict
was generally lcw: 66% of the women expressed certainty about
their choice; 80% felt knowledgeable about LTP-HRT benefits
and risks; and 75% felt they had made an effective decision.
However, less than half felt they had enough advice/support
and were sure about the relative importance of the benefits
compared to risks.

Women who accepted or declined LTP-HRT did not have
statistically significant differences in expectations of risk
of CHD, osteoporosis, and breast cancer with and without
hormone therapy. However, meaningful differences were noted
with higher expectations of CHD without HRT in those accepting
LTP-HRT and higher expectations of breast cancer with HRT in
those declining LTP-HRT.

In contrast, women's importance ratings of LTP-HRT
benefits and side effects did differ significantly between
those accepting and declining LTP~HRT. Women who chose LTP-
HRT had higher expectations of benefits and lower expectations
of risks. Differences in importance ratings attached to
breast .cancer were meaningful but not statistically
significant.

The reasons most often identified by women who chose LTP-
HRT were prevention of CHD and osteoporosis (61%) and relief

of hot flashes (54%). Those who chose not to take LTP-HRT



gave reasons such as dislike of taking pills (47%), and risk
of cancer (11%).

The study demonstrates that decisional conflict is low
in the information and values domain after using a decision
aid but some still need to obtain support and advice from
others to complete the decision making process. The
differences in importance of benefits and risks expressed by
women making different decisions, highlight the salience of

women's values in decision making.
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Chapter 1
Introduction

Long-term hormone replacement therapy (LTP-HRT) 1is
receiving considerable attention for its potential in reducing
coronary heart disease (CHD) and osteoporosis in
postmenopausal women (10). CHD is a major cause of mortality
and morbidity among women past menopause. Over 75% of CHD in
women occurs after menopause (2). Low CHD rates in
premenopausal women suggest that estrogen protects women from
heart disease (2,3).

Osteoporosis, an important disorder associated with aging
(4-6), is largely responsible for the growing incidence of
fractures in the older population (7,8). It is due to
decreased bone density associated with the decrease of
estrogen after menopause (10). In Canada, it is estimated
that 850,000 Canadians suffer from osteoporosis, costing the
health care system from $100 million to $300 million annually
(6,9). Fifteen out of every 100 women sustain an
osteoporosis-associated fracture during their postmenopausal
years (8).

Recently, the 2American College of Physicians (20)
published practice guidelines urging that all postmenopausal
women consider LTP-HRT to prevent osteoporosis and heart
disease after 1learning of the benefits and risks, and

considering the personal importance of the benefits and risks.
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The Society of Obstetricians and Gynaecologists of Canada
(SOGC) also issued a statement recommending that every woman
be given the opportunity to make an informed choice regarding
her physical and mental health (21). Specifically mentionedg,
was the importance for women to understand LTP-HRT and the
associated benefits and risks.
Little is known about women's acceptance of LTP-HRT .
The overall purpose of this study was to describe decisions
and decisional conflict for women after they have reviewed the
evidence of LTP-HRT benefits and risks, and considered their
personal importance.

Thi; information is important to nurses who counsel women
on choices of therapy in any primary or tertiary setting.
Nurses can support women's decision making by providing
information and helping them to balance the benefits and
risks so an informed choice can be made consistent with their

personal values.

Research Objectives
1. To describe women's decisions and decisional conflict
regarding LTP-HRT.
2, To describe the differences between those women who
accept or decline LTP-HRT in terms of: a) expectations '

of LTP-HRT benefits and risks; and b) the importance

women attach to the benefits and to the risks.
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3. To describe the factors women identify as contributing
to their decision to take or not take LTP-HRT or being

unsure about their decision regarding LTP-HRT.

Review of Previous Research

Bepefits of LTP-HRT

The recommendation for LTP-HRT as preventive therapy for
CHD (38) is based on clinical studies demonstrating beneficial
effects (40-44). There have been extensive prospective and
case control data indicating up to a 50% reduction in the age-
specific incidence of CHD in women taking HRT. There has been
a more substantial benefit in women with documented CHD
(10,44,45). The benefits of LTP-HRT are evident within two
years of treatment and are much greater for current users,
compared with women who have taken HRT but stopped (46,47).

There has been increasing evidence that the risk of a
fracture is causally associated with low bone mineral density
(BMD) (4,5,7,8), a condition associated with the decrease of
estrogen in postmenopausal women (10) . BMD, although not
equal to bone strength, has been highly correlated with it
(11-13). LTP-HRT has been a recommended preventive measure
for women at risk for osteoporosis. Estrogen therapy acts as
an antiresorptive drug inhibiting osteoclastic hone
resorptioen, thereby, reducing osteoporotic fractures

(4,14,44). Several studies have demonstrated the benefits of
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estrogen in preventing bone loss (77-87) and reducing the
incidence of fractures (13).

Risks of LTP-HRT

Unopposed estrogen increases the risk of endometrial
cancer (10,16,21,22,26,27). When progestin is added there is
no extra risk of cancer of the uterus (10,88-8%0). However,
there is a potential increase in breast cancer with long term
use (10,16,17). Other factors which must be considered when
taking LTP-HRT are the side effects associated with the
resumption of a woman's menses including menstrual bleeding,
tenderness of the breasts, weight gain, and pre-menstrual
syndrome (16).
Acceptance of LTP-HRT

It is estimated that only 10 to 15% of Canadian

women who take HRT, will continue using LTP-HRT despite the
evidence supporting the beneficial effects for women's
health. Women have used HRT for various reasons ranging from
alleviation of menopausal symptoms after a total hysterectomy
(ovaries and uterus), to prevention of Qsteoporosis and heart
disease (47,49). Several factors are correlated with HRT use.
(See Appendix A Table 1. 42, 49, 50-53, 71-76, 78). Studies
indicate, a woman on HRT is more likely to be younger,
thinner, to have a higher education, to have had a
hysterectomy and to be more active. There has been some

discussion in the literature as to why the aforementioned
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correlates have been noted. Younger women aged 50-59 may be
experiencing more menopausal symptoms and be already taking
HRT to alleviate symptoms. Women with more education may have
greater exposure to information on current health care issues
and be better able to utilize the knowledge (50} available to
them to make health care decisions. An Australian study (49)
noted most LTP-HRT information packages in Australia were
geared towards the higher educated white population and did
not address the educational needs of aboriginal women and
those from other cultures. Most studies in Canada and the
United States have not reported the type of educational
material available to postmenopausal women, but may have
geared health information to the higher educated white
population like the Australian studies.

One study suggested that a major determinant of continued
use was the diagnosis of osteoporosis (51); however, only 24%
of women with osteoporosis used LTP-HRT. Concern over side
effects is the most important deciding factor in the non-use
of HRT (47,48). Many women discontinue HRT because of side
effects such as withdrawal bleeding and weight gain (49}.
Non-use is also attributed to misinformation regarding the
long term benefits (47,49). One survey showed only 27% of
women not on HRT knew that lack of estrogen was a significant
factor in osteoporosis compared with 89% of users (50).

With the American College of Physicians guidelines (20)
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urging that all postmenopausal women consider the use of LTP-
HRT and the recommendations of SOGC (21), it is anticipated
the use of LTP-HRT will increase as the population ages. This
anticipated trend raises important issues_ about the
acceptability of LTP-HRT to women when they are presented with
the evidence of benefits and risks. Women's decisions in such
circumstances and potential associated decisional conflict are
not known. Previous studies of HRT decision making do not
adequately address this issue because the focus has been
predominantly on short term therapy for menopausal symptom
relief and dated prior to current practice guidelines and
therapies. It is important therefore, to study the
acceptability of LTP-HRT in the prevention of CHD and

osteoporosis when women are informed consumers.

Conceptual Framework: Consumer Health Decision Model
Qverview

The conceptual ffamework of the study is a Consumer
Health Decision Model (CHDM) (see Figure 1) developed by
O'Connor (53). The following section draws heavily from her

writings about the model.
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The model is located within the theoretical constructs
of expectancy value decision theories in economics (55),
psychology (56) and social psychology (59) and the construct
of decisional conflict described by Janis (54) and the North
American Nursing Diagnosis Association (58). As summarized
in Figure 1, the four key concepts are: 1) the inputs into
the decisions; 2) the decisions and actions taken; 3) their
subsequent impact on outcomes; and 4) the interventions,
which can modify the inputs and consequently affect the
decisions and outcomes. The decision model is interactive,
characterized by feedback and feed-forward loops among the
four concepts. The CHDM summarizes the variables that
discriminate between or predict decisions and actions.
Inputs

The inputs into decisions include expectations, values
or utilities, subjective norms, resources, and clinical and
demographic characteristics. These are defined by O'Connor as

follows:

Expectations. The perceived likelihood of the
consequences or outcomes of each option (53).

Yalues. The desirability or importance of these
consequences; in uncertain or risky decisions, values
become utilities, which then incorporate not only
desirability but also attitude toward risk (53).

Subjective norms. Personal beliefs about what
significant others think is the right decision.
Subjective norms are modified by the consumer's
motivation to comply with significant others (53).



Resources. The resources that consumers have to make
and implement the decision. Resources include:
instrumental; financial; and personal such as
knowledge, skills and self-efficacy (confidence in
one's decision making ability) (53).

Clinical and demographic characteristics. These include
such variables as age, gender, ethnicity, education,
diagnosis, duration and severity of illness, and
psychosocial functioning (53).

Decisions and Actiong

Decision making involves making choices in response to
identified problems, needs or goals. Orem (60) has labelled
two phases of decision making as deliberative (making the
choice) and operational (implementing the choice). The
relationship between decisions and action 1is not always
straight forward. Actions often follow deliberation about
choices but not all decisions are followed by action.
Moreover, actions may occur spontaneously in response to
problems, needs and goals without extensive deliberation.

According to the model, the relationship between inputs
and the decision to take LTP-HRT are as follows. A woman may
decide to take LTP-HRT because: 1) the woman expects it will
lead to outcomes she most values; 2) others whose opinion she
values (e.g. her physician, her spouse) also think it is a
desirable option and, she is motivated to comply with their
opinions; and 3) she has the necessary personal, financial,

and instrumental resources to make the decision and implement
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the choice. Women with different demographic and clinical
characteristics make different decisions.

Outcomes

Outcomes of the decisions and actions can be classified
as intermediate and ultimate. The CHDM defines intermediate
outcomes as indicators of "effective" (61) decision making.
These are difficult to define for value-laden choices cannot
be classified as "right" or "wrong". O'Connor (53) has
defined an effective decision as one in which consumer
decisional conflict is reduced. A consumer makes a choice
thaﬁ is informed, consistent with personal values and acted
upon using resources previously on hand or acquired during the
process of deliberatioﬁ and implementation. Indicators of
effective decision making include: reduced decisional
conflict; improved comprehension of alternatives, benefits,
and risks; more realistic expectations of consequences; value
congruence with the decision; and improved self-efficacy in
making the decision.

The key outcomes to be examined in this study are
decisional conflict, expectations, and values following the
administration of the decision aid. Expectations and values
have been defined previously. According to O'Connor
(53,58,69) decisional conflict occurs when there is a state
cf uncertainty aﬁout a course of action to be taken when

choice amohg competing actions involves risk, loss, regret, or
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a challenge to personal life values. Factors hypothesized to
contribute to decisional conflict include: lack of knowledge
about alternatives and the consequences; unclear values; skill
deficits in making or implementing decisions; emotional
distress; and perceived pressures from significant others
(69). In the case of LTP-HRT, women have to balance the
tradeoffs between the benefits and the risks.

Ultimate outcomes are the longer term consequences of the
decision including: long-term commitment to the decision;
satisfaction with the decision and care; quality of life and
well-being; ability to handle future decisions; use of health
services; regret and disappointment; distress from treatment
side effects; anxiety and depression; and in some cases,
morbidity and mortality.

Interventions

Interventions range from unstructured counselling to
structured decision alds. Currently decision aids are being
evaluated (70,92,93) as a tool for presenting treatment
benefits and risks to consumers and clarifying personal
values. Methods currently being evaluated are: 1) Wennberg's
videodiscs (92); 2) Rothert's group intervention (94);

3) Levine and Gafni's decision board (93); 4) Llewellyn-
Thomas' treatment trade off approach using index cards (95);
and 5) O'Connor's audio-booklet (96).

Health care providers/researchers have addressed the
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variables identified in the CHDM, concluding they do affect a
person's decision making prccess. Eraker et al. (63)
identified that client preferences could have an effect on
therapeutic decisions and that "comprehensive" knowledge of
pbenefits and risks is essential to make a decision. Dennis
(64) studied the perceived need for control and the importance
of relevant information in decreasing stress in the client
decision making process. Wilberding (65) identified client
values clarification as a focus of nursing intervention to aid
in health care choices that are congruent with their beliefs.
Llewellyn-Thomas et al. (66} and Sackett and Torrance (67)
stressed the need to gquantify the values of clients and to
incorporate these into health care decisions. The Health Care
Research Group (68) concluded further studies of consumers'
knowledge, beliefs and preferences is needed, with particular
emphasis on the process of decision making.

The CHDM provides a framework that pulls together the
identified factors affecting consumer decision making when
making treatment choices. The model has been utilized in two
studies (68,70), however, consumer decision models are in the
early stages of development and study. Empirical evidence
supporting the potential relationships between knowledge,
expectations, values and their effect on intermediate and long
term outcomes remains limited. The changing dynamics of our

I. alth care system, which supports the concept of informed
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choice (91) for the health care consumer, necessitates further
study of decision making when making choices about treatments
which involve benefits and risks. The acceptability of LTP-HRT
for the prevention of CHD and osteoporosis in postmenopausal
women provides en opportunity to use a model that considers the
factors that affect decision making.

For the present study, the variables investigated
included: 1) inputs such as expectations of benefits and risks,
the values/importance attached to the benefits and risks, and
demographic characteristics, 2) the decision to use LTP-HRT,
and 3) the intermediate outcome of decisional conflict. Health
care choices were examined following the administration of a
structured decision aid which presented the evidence of

benefits and risks and clarified their personal importance.

Hypotheses

1. Women who choose to take LTP-HRT will have greater
expectations of benefits and fewer expectations of
risks compared with women who choose not to take
LTP-HRT.

2. Women who choose to take LTP-HRT will place greater
importance on protection from heart disease and
osteoporosis and less importance on the risk of
breast cancer and side effects compared with women

who choose not to take LTP-HRT.
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Chapter 2
Design

A secondary analysis from an existing data base was
conducted. The data were derived from a study using a before
and after design of 100 women exposed to a decision aid about
LTP-HRT. Once recruited to the study, women completed a
baseline questionnaire to elicit demographic characteristics,
knowledge, expectations, importance ratings, decisions and
decisional conflict about LTP-HRT (See Appendix B). In a
follow up appointment, women were exposed to a self-
administered decision aid delivered via an audio-booklet (see
Appendix C) and then completed a post~questionnaire to
ascertain possible changes in their knowledge, expectations,
importance ratings, decisions, reasons for their decision, and
decisional conflict (see Appendix D). The data relevant to
this study included: the demographic characteristics of the
sample elicited at Dbaseline; and the women's post-
questionnaire responses related to: expectations; importance
ratings; decisions; reasons underlying decisions; and

decisional conflict.

Sample Selection
A convenience sample of 100 women attending one of six
medical practices at the Elisabeth Bruyere Family Practice

Centre ' in Ottawa from July 1994 to December 1994, were
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recruited to participate in the study. The computer flagged
all age appropriate candidates who were screened by the family
practice nurse in the clinic using the Family Nurse Screening
Form (See Appendix E). One of two Research Assistants (RA)
approached potential candidates, briefly explained the study
and further screened (See Appendix F) the women according to
the inclusion/exclusion criteria. Inclusion criteria were
English speaking women: aged 50~60; attending a family
practice centre; current users or never users of HRT; and at
least two years postmenopause or menstruating and on HRT for
two years. Women who were current users of HRT were included
as it was assumed they were taking HRT for relief of
menopausal symptoms, given the age categories studied, and may
not be aware of the recent recommendations regarding LTP-HRT.
Women on HRT did not have to be post-menopausal because their
menses may have continued with HRT use; however they needed to
have taken HRT for at least two years to consider LTP-HRT.
Exclusion criteria were women who: had previously discontinued
HRT due to intolerance of side effects; were currently on HRT
less than two years; had a personal cancer history; or had

recurrent thrombophlebitis. Written consent was obtained.

Decision Aid
A self administered decision aid using an audio-booklet

medium was presented (See Appendix C) to all participants.
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The structured decision aid consisted of the following
components: 1) a screen for the contra-indications to LTP-HRT;
2) information on CHD, osteoporosis and prevention strategies
including LTP-HRT; 3) an algorithm for choosing LTP-HRT
benefits and risks according to personal risk of CHD,
osteoporosis and breast cancer; and 4) a values clarification
exercise to indicate the importance of each benefit and risk

on a "weigh scale".

Measurement
A baseline questionnaire elicited data such as: age;
highest education level; and HRT use. Data about presence of
risk factors (CHD, osteoporosis, breast cancer, hysterectomy
status) and importance ratings using the weigh scale values
clarification exercise were obtained from the women's
responses tc the decision aid. A post-test questionnaire,
completed after the decision aid intervention, eliqited
women's expectations, importance ratings, decision and

rationale, and decisional conflict.

Expectationg of risk of heart disease, osteoporosis and
breast cancer without LTP-HRT, were measured by asking women
to identify one of eight possible risk levels for each
disease: 95%, 71%, 46%, 36%, 19%, 15%, 10% and 1%. These
levels corresponded to the risks of disease outcomes presented

in the decision aid. The numbers were accompanied by an icon
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representing the proportion of 100 women who would be
affected. Each woman was asked to indicate her own opinion of
having heart disease, osteoporosis or breast cancer sometime
in her life by circling the box that best indicated her
personal risk for the specific disease.

Expectations of benefits and of risks with LTP-HRT were
also measured. Women were asked to check how many women out
of 100 Jjust like her, may be protected from CHD and
osteoporosis and may get breast cancer from taking LTP-HRT.
There were nine categories: 100%, 76-99%, 51-75%, 26-50%, l6-
25%, 7-5%, 3-6%, 1-2% and 0%. The measures of expectation
had content wvalidity in that they were derived from the
educational material (10) in the decision aid.

Women's importance ratings were elicited in two ways for
the following: protection from heart disease; protection from
osteoporosis; side effects of therapy; and risk of breast
cancer. First, in the decision aid, women were asked to
indicate how important each of the benefits and risks of LTP-
HRT were in their decision by colouring 30 millimetre (mm)
poxes situated on a weigh scale, to the height that best
represented their opinion (30 mm = extremely important; 0 mm
= not at all important). The boxes were ldentified as:
Protection from Heart Disease; Protection from Osteoporosis;
Other Positives; Risk of Breast Cancer; Slde Effects; and

Other Negatives. Second, the post-questionnaire used an 11
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point rating scale ranging from of 0 (not at all important to
me), to 10 (extremely important to me in this decisioen). 1In
a pilot study (95) the test-retest validity coefficient of
each rating ranzed from r = 0.79 to 0.89 (67). When the
importance ratings were compared to the women's decision,
there was 95% accuracy in discrimination indicating excellent
congruence between the values women held for each benefit and
risk and the women's decision.

The women's decisions regarding use of LTP-HRT were
elicited using three categories: taking HRT; not taking HRT;
and unsure. In a pilot study (96); the test-retest
reliability coefficient for the question was 0.81.

Decisional Conflict was assessed using a 16 item,
5-point Likert scale eliciting: uncertainty about choosing
among alternatives; factors contributing to uncertainty; and
perceived effective decision making. Perceived effective
decision making was elicited by assessing the degree to which
women believed they had made an informed decision, that was
consistent with personal values, that they anticipated
implementing, and for which they expressed satisfaction. The
scale had satisfactory reliability and wvalidity in other
preventive decisions involving women over 50 (66) with test-
retest and internal consistency coefficients exceeding 0.80.
The scale discriminated between those who: 1) delayed; and 2)

made a decision either for or against a preventive health
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action such as influenza immunization (68) or breast screening
(70). In a previous pilot study (96) of women considering
LTP-HRT, the internal consistency alpha was 0.89 and the test-

retest coefficient was 0.81 (68).

Data Management and Analysis

The data were analyzed using SSPS-Windows 6.0. The
following analyses was conducted.

oObjective 1. Descriptive statistics were used to describe
the demographic characteristics of the sample and women's
decisions and decisional <conflict regarding LTP-HRT.
Percentages were used to describe the demographic profile
including age category, education category, and previous use
of hormones. Presence of risk factors were recorded in
percents per category. Distributions of responses to the
decision question and to each item in the decisional conflict
scale were recorded in percents.

Objective 2. The statistical approach used to test the
hypothesized differences in the expectations and importance
ratings between those who chose to take LTP-HRT and those who
chose not to +take HRT-LTP was a Mann-Whitney U test. To
correct for multiple testing, Bonferroni's approach was used
to preserve the overall alpha of 0.05. A meaningful or
clinically significant difference was defined as one category
difference in the expectations or importance ratings between

the women who chose to take LTP-HRT and those who chose not to
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take LTP-HRT.

Obdective 3. The reasons women identified as contributing
to their LTP-HRT decision were examined using a content
analysis of the women's: 1) responses elicited in the decision
aid in the boxes labelled "other positives" and "other
negatives"” found in the weigh scale values clarification
exercise; 2) reasons for their decision (yes, no, unsure)
elicited in the post-questionnaire; and 3) comments recorded
by the research assistant as the women were responding to the
decision aid. The responses were clustered into themes and
percentages of women identifying each theme were presented
according to their decision. The coding of themes was verified
by a second coder, who was a graduate student with expertise
in women's health and reproductive cancers. Coding of themes
was conducted separately and disagreements were discussed

until a consensus was reached.

Protection of Human Rights

The study was approved by the Research Ethics Board of
Elisabeth Bruyere Health Centre. Participation in the study
was entirely voluntary. Each participant was informed of her
rights, signed a consent form, and received a carbon copy (See
Appendix G). The investigator obtained permission from the
research team to conduct a secondary analysis of the data.
All data collection sheets were masked; identifying

information about the respondents had been removed.
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Chapter 3
Results
Sample Characteristics

A total of 245 women, aged 50-60, were screened for the
LTP~HRT study. Of these, 124 women met the eligibility
requirements. O0f the eligible women, 100 agreed to
participate and 24 (19%) declined. The demographic profile of
the participants and their HRT use are presented in Table 1.
The typical woman in the sample was 57 years of age, had some
post-secondary education and was currently using HRT.

Table 2 indicates women's responses to questions posed in
the declision aid about risk factors for CHD, osteoporosls,
breast cancer and hysterectomy status. Over half the
respondents reported having at least one CHD risk factor, and
having a hysterectomy. Less than 15 percent of women reported
having osteoporosis or a first degree relative with breast

cancer.
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Table 1. Baseline Demographic Characteristics and
HRT Use of the Sample (n=100)

Variable % Mean
Age

50-55 51% 57 yr
56-60 49% (SD=10.2)
Highest Education

grade school or

less 6%

some high school 14%

high school diploma 17%

some college 12%

college diploma 11%

some university 9%
university degree 31%
HRT Use

never 37%
previous 16%

current 47%
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Table 2. Percentage Qf Women Reporting the Presence of
a4 Risk Factor in the Decision Aid ( n=95)

23

Risk Factor

% Indicating
Presence of
Risk Factor

CHD
Smoker
High Cholesterol
Diabetes
High Blood Pressure
Family History
At least 1 CHD

risk factor listed above.

Hysterectomy

Osteoporosis/
Low Bone Density

Family History of Breast
Cancer (mother, sister)

Breast Cancer

Blood Clots

17%
14%
11%
25%
39%

54%

54%

7%

14%

1%

5%
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. - i \sional Conflict Af Adming i
F pecision Aid

Following administration of the decision aid, women's
decisions to take LTP-HRT were as follows: 56% yes; 26% no;
and 18% unsure. Table 3 presents their responses to each item
in the 16 item decisional conflict scale when reflecting on
their decision. The five-point Likert scale was reduced to
three categories for the purpose of presentation: 1) strongly
agree/agree; 2) neither agree/disagree; 3) Disagree/Strongly
disagree. Approximately two thirds of the respondents
expressed certainty about their choice. Over 80% felt
knowledgable about LTP-HRT benefits and risks and their
personal importance. However, only one third believed they
had enough advice in making the choice and one half had enough
support or were sure about the relative importance of the
benefits compared to the risks. Three quarters felt they had

made an "effective" decision.
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Table 3. Distribution of Responses to Fach Item in 16 Item
Decisi 1 Confli Scal

{n's vary for each item n=93-100)

Scale Item

Response Scale

% Agree/ %Neutral $%Disagree/

Strongly Strongly
Agree Disagree
: ! L] I Ii ] L D L] [
decision is easy 55 12 33
sure about what to do 68 11 22
clear what choice is best 65 18 17
Informed About
aware of choices 89 g 3
know LTP-HRT benefits 85 14 1
know LTP-HRT risks 83 15 2
have enough info/advice 35 16 49
Clear 2About Importance
Benefits/Risks
clear about importance of 89 10 1
benefits
clear about importance of 92 7 1
risks
sure which are more important 49 12 38
Social Support
no pressure from others 83 7 4
right amount of support 50 32 18
BPerceived Effective Decision
Making
informed choice 78 l6 6
shows what is important to me 87 10 3
expect to stick to decision 70 27 3
satisfied with decision 78 18 |
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Differences In Decisions. Expectations and Importance Ratings

Between Women Who Accept or Decline LTP-HRT

Differences in expectations and importance ratings
between those 53 women who chose to take LTP-HRT and the 24
who chose not to take LTP-HRT are summarized in Tables 4
to 7. Data from 23 women who were unsure are not included
because the hypotheses focused only on those who made a
definite decision to accept or decline LTP-HRT. The CHDM does
not predict what the nature of expectations and values were
for those who were unsure about what to do.

In Table 4, the women's post-intervention expectations
of CHD, osteoporosis and breast cancer without LTP-HRT are
summarized by the decision according to whether they accept or
decline LTP-HRT. Mean rank differences between the groups
were not found to be statistically significant at the 0.016 p
level although a meaningful difference was found between
acceptors and decliners for CHD. Those women who chose to
take LTP-HRT consistently rated themselves at higher risk for
all diseases than the women who chose not to take LTP-HERT.
The ¢ values for CHD and osteoporosis were close to the
corrected 0.05 level,

Table 5 presents the women's perceived effect of hormone
therapy on their risk of disease. There were no statistically
significant differences in expectations between those who

chose LTP-HRT and those who did not. However, meaningful
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differences were noted for two outcones with women accepting
LTP-HRT expecting a greater benefit in protection from

osteoporosis and a lower risk in getting breast cancer.

Table 4. ugmenL5_EésL:In:gxxgntiQn_Expeg;atigns_ni_niﬁeaae
Without LTP-HRT (n=77)¢

Disease Decision zZ * p *
Outcome

Yes No

LTP-HRT LTP-HRT

Median Median

Category Category

(n=53) (n=24)
CHD 46% 19% -2.2 0.03
Osteoporosis 36% 19% -1.9 0.06
Breast Cancer 36% 19% -0.7 0.50

a = Mann-Whitney U, 2 scores.

b Categories: number of women just like you at

risk; 95%; 71%; 46%; 36%; 19%; 15%; 10%; 1%.

o] Unsure group (n = 23) not included.

* Statistically significant defined as p { 0.016 using the

Bonferroni correction for the 3 statistical tests.
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Table 5. Median Expectations of Benefits and Risks

P-HRT bv Decision to Accept or

with LT

DECJJDE IIE_HBI c

Decision

Disease Xes No 2° p *
Qutcome LTP-HRT LTP-HRT

Median Median

Category Category

(n=53) (n=24)
# of Extra
Women
Protected 7-15 7-15 0.8 0.44
from CHD
# of Extra
Women
Protected 16-25 7-15 1.0 0.33
from
Osteoporosis
# of Extra
Women Getting 3-6 7-15 1.2 0.50

Breast Cancer

a = Mann-Whitney U,

of LTP-HRT,

3~-6; 1-2;

100; 76-99;

Statistically significant defined as

Z scores.

Unsure group (n = 23) not included.

Categories: number of women just like you, effects
51-75; 26-50; 16-25; 7-15;

p ( 0.016 using

the Bonferroni correction for the 3 statistical tests.

28
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The group differences in importance ratings, as
measured by the 0-10 importance rating scale, are presented

in Table 6.
Table 6. Median Importance Ratings Given to Benefits
E L] E D L) L} G c

Decision
Regarding
Outcome LTP-HRT

Yes No

LTP-HRT LTP-HRT Zb p*
Median Median

{n=53) (n=24)

Protection from
CHD
median 10 8 -2.9 0.00%*

Protection from

Osteoporosis
median 10 8 ~1.,7 0.09
Risk of
Breast Cancer
median B i0 ~-1.8 0.08

Risk of LTP-HRT
: Side Effects
: median 4 7 1.91 0.06

a = Mann-Whitney U, Z scores.

» b Importance rating scores range from 0 (not at all
! important) to 10 (extremely important).

¢ Unsure group (n = 23) not included.

*

Statistically significant was defined as p { 0.012 using
the Bonferoni correction for four statistical tests.
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Those who chose to take LTP-HRT placed a significantly
higher importance on protection from CHD than those choosing
not to take LTP-HRT (p {( 0.012). There were no statistically
significant differences in importance ratings between groups
for other benefits and risks at the p = 0.012 level. However,
the women choosing LTP-HRT consistently rated the importance
of benefits higher and the importance of risks lower and the
differences were clinically important.

The women's importance ratings of the LTP-HRT benefits
and risks as measured by the ‘"weigh scale" values
clarification exercise =re presented in Table 7. There were
statistically significant differences in the importance
ratings for: protection from CHD; protection from
osteoporosis; "other positive" factors associated with their
decision; and "other negative" factors. (p ( 0.008). The
women who chose LTP~HRT rated the importance of the benefits
significantly higher than those women who chose not to take
LTP-HRT. The women who chose LTP-HRT also rated the
importance of risk of side effects significantly lower than
the women who chose not to take LTP-HRT. The importance
ratings between the two groups for breast cancer risk were not
found to be statistically significant. Figure 2 shows the
differences in weigh scale pictures between the women who

accepted or declined LTP-HRT.
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Decision
Benefit/Risk Yes No
LTP-HRT LTP-HRT |z|® p =*
Median Median
(n=53) {(n=24)

Protection from
CHD
median

Protection from
Osteoporosis
median

Other
Positives
median

Risks of
Breast Cancer
mediap

Risk of LTP-HRT
Side Effects
median

Other
Negatives
median

30

30

11

20

0.

15

14

30

20

-5.2 0.0000%*

-4.24 0.0000%

~-3.69 0.0002*

-1.86 0.0630

-3.52 0.0004*

-4.12 0.0000*

a = Mann-Whitney U, Z scores.

b

importance ratings ranged from 0 (not at all
important) to 30 (extremely important).

Unsure group (n = 23) not included.

statistically significant was defined as p ( 0.008
using the Bonferronl correction for six statistical

tests.
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Decision = No LTP-HRT

Figure 2. Median Importance Ratings of the LTP-HRT Benefits and Risks
as Elicited in the Values Clarification Exercise Between Those
Choosing to Take or Not Take LTP-HRT

Importance ratings In mm

32
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R for Taking/Not Taki Bei y
about Taki ng LTP-HRT .

Out of 100 respondents, 80 commented on the reasons
behind their decision, from at least one of three sources: 1)
the "other positives" and "other negatives" boxes identified
by the women during the values clarification exercise
component 0f the decision aid; 2) reasons elicited directly
from the questionnaire after women were asked to make a
choice; and 3) comments women made as they were responding to
the decision aid, which were recorded by the research
assistant.

Of the 80 women who provided reasons for their decision:
58% chose LTP-HRT; 24% declined; and 18% were unsure. One
person (1%) did not check any category (Yes/No/Unsure LTP-
HRT} . This group of 80 commentators had comparable
distributions of decisions compared to the complete sample of
100 women (56% "yes; 26% "No"; and 18% "unsure"). The group
of women who were unsure wére included in the content analysis
as the objective was to identify factors that contributed to
the women's decisions, not predict their decision.

The author conducted a content analysis of responses by
pooling and clustering them into themes. Ten themes were
initially defined, with an eleventh added when the content
analfsis was verified by the second reviewer (see Table 8).

The two reviewers agreed in the classification of all cases
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once the prevention category was added and when it was agreed
to put alleviation of menopausal symptoms under
relief/prevention of menopausal symptoms, even if the woman

used the word prevention e.g. " prevention of hot flashes".

Table 8. Themes for Reasons Women Identified
for Their Decision About LTP-HRT (n=80)

Menopausal Symptom Relief

relief/ prevention of recognized menopausal symptoms (98-9%9) including:
hot flashes; insomnia; dirritability; depression; night sweats; mood
swings; urinary problems (e.g. stress incontinence); and vaginal dryness.

Other Problem Relief
relief of other health problems/symptoms (e.g." I feel better.)

HRT Side Effects _
side effects of HRT (the expression "side effects" was used or women
identified a recognized side effect such as weight gain).

Taking Pills
raspondents identified they did not like taking pills.

Information Request
requesting more information/education (e.g. ways of taking hormones)

Inadequate Research
not enough "research"/what does "research say"

Non Maedical Prevention
prefer alternative preventions to LTP-HRT (e.g. calcium, exercise)

HRT Contraindications
health status precludes LTP-HRT (thrombosis, history of breast cancer
in mother/sister)

Other
other (confusing statements, information shared)

Cancer Fear
fear of cancer

CHD/Osteoporosis Prevention
prevention of osteoporosis and CHD




O

35

Table 9 represents the specific comments women who chose
LTP-HRT inserted in the boxes "other positives" and "other
negatives" in the values clarification component of the
decision aid. As the table indicates, "other positives"
largely related to the relief of menopausal symptoms. The
symptom most frequently mentioned was the relief of hot
flashes (57%). The most frequent response in the "other
negatives" category was weight gain (11%). "Other positives",
were mentioned more frequently than "other negatives" by half
the women.

Table 10 summarizes the comments found under "other
positives" and "other negatives" in the values clarification
component for the women who chose not to take LTP-HRT.
Negatives themes were more frequently reported than positive
themes. The most commonly sited other negative factor was,
taking pills (47%) and the most frequently reported other
positive factor was relief of hot flashes (16%).

Table 11 summarizes the reasons women, who were unsure,
identified as "Other Positives" and "Other negatives" in the
values clarification exercise. The most frequently identified
"other positives" were relief of hot flashes {14%) and help
with sleep disturbance (14%). Weight gain (29%) was the most

frequently identified "other negative".
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he Val larifi X E X by W Wl
Chose LTP-HRT (n=46)

"Other Positives" % "Other Negatives" %
Menopausal Symptom Relief HRT Side Effects
-relief of hot flashes 54 ~welght gain 11
-better mood/less tired 17 -the effects of
~sleep disturbance 7 medication 2
-staying younger 2 -migraine 2
-better skin texture 4 -period every month 2
-concentration 2
~helps stress Taking Pills
incontinence 2 -more pills 7
-not to forget pills 7
-relieves vaginal dryness 4 -don't like to take
-less dry skin 4 pills 4
-migraines 2
-bad nerves 2 Inadequate Research
_Stronger morale 2 -7 long term usage
problems 2
Other Problem Relief -don't know enough 2
-easier breathing 2
-with aldactone keeps Other
hair growth down 2 -rise in blood
‘hElpS with arthritis pressure 2
symptoms 2 -masking on my arms 2
~general health 2 -I would prefer
shots to 0.D. pills 2
Other -anxiety 2
-believe in it 2 -expense 2
CHD/Osteoporosis HRT
Prevention Contraindications
-family history of heart -taking medication
attacks 2 that may be 5
incompatible

a: comments are direct quotes from the women
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Table 10. "
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"Other Positives™

"Other Negatives"

Menopausal Symptom
Relief

-hot flashes

-skin

Other Problem Relief
-dizziness

Other

-no family history
on mother's side of
family

Taking Pills
-pills to take

HRT
Contraindications
-blocd clots in
legs, not
recommended
-medication for
thrombosis

HRT Side Effects
-always some side
effects

-weight gain
-headaches
-monthly periods

Information Request
-(?) risk of
osteoporosis and
cancer if I take
hormones

Cancer Faar
-mother has cancer

Inadequate Research
-uncertain data

47

11

a: comments are direct quotes from the women
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"Other Positives" % "Other Negatives" %
Relief of Menopausal HRT Side Effects
Symptoms -weight gain 29
-helps with hot -~effects on
flashes 14 endometriosis 7
-helps with sleep 14 ~irritability a
-alters mecod swings 7 concern 7
-increases energy 7 -taking pills 7
-maintenance of -back to menstrual
skin integrity 7 period 7
~helps with wetting 1
Other Problem Relief Cancer Fear
-weight control 1 -cancer a concern 14
Other Inadequate Research
-hormones are a normal -fear of the unknown 7
part of body 7 ~results of LTP~HRT 7
HRT
Contraindications
-idiopathic ocedema
syndrome 7
~must have doctor's
OK due to health 7
Other
-hemorrhage 7

a: comments are direct quotes

from the women.
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Table 12 summarizes responses to the second and third
sources of information about women's reasoning behind their
decision. The data in Table 12 came from comments recorded by
the research assistant as women were responding to the
decision aid and from reasons elicited directly after women
were asked to make a choice on the questionnaire. Women who
chose LTP-HRT, identified the benefits more frequently than
the risks. 1In particular, women identified the importance of
prevention of CHD and osteoporosis (61%). The reverse was
true for the women who chose not to take LTP-HRT. The risks
were identified more frequently than the benefits, most
notably taking pills, cancer, side effects and the preference
for non-medical prevention measures. The women who were
unsure also identified more risks than benefits such as side
effects, HRT contraindications and cancer.

Other issues identified by women differed by decision.
For the women who chose LTP-HRT, requests for more
information/education were focused on questions pertaining to
the effects of hormone replacement therapy and ways of taking
HRT. Typical questions included: "Is it OK to take hormones
for a trial period and then assess side effects? Do hormones
really prevent vaginal dryness? 1Is it OK to take calcium if
I am taking hormones?" Other questions related to various

tests such as endometrial biopsy and bone density measurement.



40

Table 12. Reasons Identified by Women for Decision
Questiopnaire (n=79)

Reason Yes No Unsure
(n=46) (n=19) (n=14)
Benefits
Prevention of CHD/Osteoporosis 61l% - -
Menopausal Symptom Relief 13% - -
Other Problem Relief 17% 5% -
Other 17% 37% 7%
Risks
Fear of Cancer 13% 42% 21%
HRT Side Effects 2% 21% 14%
Taking Pills - 21% -
HRT Contraindications - 11% 21%
Hon-Medical Preference - 42% 7%

Other Themes
Information Request 35% 21% 50%

Other 32% - 7%

Inadequate Research 4% 5% 14%




———r.

41

"Other" comments by women choosing LTP-HRT elaborated on
the women's medical history or provided a general comment
about HRT e.g. "I need it." One statement credited LTP-HRT
with preventing breast cancer.

The group choosing LTP-HRT had research questions
pertaining to why there was a 10-20 year recommendation to
take LTP-HRT and what happened after the time period. One
woman wanted to do some personal research for herself in
relation to the risk of breast cancer. There were no
responses under the category "Prefer Non Medical
Intervention"”, although women asked if they should take
calcium as well as hormones.

For the women who chose not to take LTP-HRT, the requests
for more information/education focused on how to obtain
information about their physical condition by having bone
scans done or requesting information on alternative

interventions. "Other" comments were related to family and

‘personal medical history which would support their choice of

not taking LTP-HRT. (e.g. no family history of CHD or
osteoporosis) . The women's research comments reflected their
views that the current data supporting LTP-HRT was uncertain.

For the women who were unsure about LTP-HRT, requests for
more information/education focused on personal health issues
not addressed in the decision aid that might be exacerbated by

hormone replacement therapy {e.g. endometriosis) and more
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information about the risks of hormones before mak%ng a
decision. The women also wanted to consult with their
doctor/or defer to their doctor's decision more often than the
women who made a clear yes or no decision. Research questions

focused on the need to know the long-term effects of LTP-HRT.
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Chapter 4
Discussion

In this study of 100 women from six family medical
practices who were exposed to a decision aid, 56% chose LTP-
HRT, 26% declined, and 18% remained unsure about their choice.
Although only half of the women found the decision easy, most
believed they were informed, clear about values and had made
an effective decision. The hypotheses about the differences
in expectations and importance ratings between those accepting
or declining LTP-HRT were partially supported. Expectations
of LTP-HRT benefit and risks did not differ significantly
between the acceptors and the decliners but importance ratings
did. Women choosing LTP-HRT placed greater importance on the
benefits and lower importance on the risks. This observation
was confirmed by the reasons women gave for their decisions.

Decisions and Decisional Conflict
The high proportion of women choosing LTP-HRT is not
surprising given 47% of the women in the sample were currently
using HRT and thus had already made a decision in favour of
HRT. Although, only half the sample of women found the
decision easy, most expressed few problems with factors
contributing to decision difficulty such as lack of
information about the benefits and risks, unclear values, and
pressure from others. Notable exceptions were: 1) having

enough information or advice; 2) having the right amount of
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support; and 3) being sure whether the benefits outweigh the
risks.

The belief that they were informed about benefits/risks
and clear about values could be associated with the fact the
women had been exposed to the decision aid. The decision aid
provided benefit/risk information about LTP-HRT, thereby
increasing women's knowledge. The decision aid also included
a values clarification exercise that gave women the
opportunity to visually weigh the personal importance of the
benefits and risks of LTP-HRT, enabling the women to
consolidate their decision. This interpretation is supported
by the significant improvement in knowledge and reduction in
decisional conflict compared to baseline reported in the
primary analysis of the data base (102).

However, only a third of the women believed they had
enough information. ©Perhaps they had enough benefit/risk
information, but needed other types of information. For
example, the women who chose to take LTP-HRT requested
information about how to take LTP-HRT, which was information
beyond the scope and purpose of the decision aid. Another
plausible explanation is that women needed some advice from
thelr physician now that they were informed about the issue.

The high proportion of women who were unsure whether the
benefits outweighed the risks (50%) corresponds to the high

proportion of women who found the decision difficult (45%).
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Women may have been responding to the conflicted nature of the
choice which is characterized by competing benefits and risks.
Even after exposure to the decision aid, and after making the
decision, this problem still remains. An alternative
explanation of the women's responses may be methodological.
The research assistants noted that women had greater
difficulty in responding to the scale item which incorporated
the concepts of benefits/risks in the same question;
therefore, it may have reduced their agreement with the item.

The high proportion of women feeling they did not have
the right amount of support (50%) may also reflect a response
problem to that item on the scale. The research assistants
reported that some of the women who felt it was their
independent decision to make thought the right amount of
support was a non~issue. Therefore they may have disagreed
with the item for that reason. On the other hand, other women
said they needed to talk with their doctor prior to a
decision, confirming that they needed further support before
deciding.

The implications of the decisional conflict results for
the health practitioner underscores the practitioner's need to
be aware that a decision aid cannot be used in isolation. It
is important for nurses and other clinicians to meet with
women after the utilization of the decision aid to clarify

consumer concerns. The decision aid gives needed information
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about the benefits and risks of treatment options to the
client. A feollow-up office visit can then focus on further
information needed by the client, tov seek opinions, and to
finalize the choice, and to follow through on the decision
made (e.g. What are the different ways of taking LTP-HRT).

In future research, decisional conflict needs to be
measured again once clients have seen their practitioners to
examine: 1) improvement in responses to items such as advice
and social support; and 2) reductions in uncertainty among
those who were expressing decisional conflict after
administration of the decisicon aid. Such a study would also
serve to validate the model used in the study.

The items in the decisional conflict scale, which created
response problems (e.g. have the right amount of support;
unsure 1f the benefits outweigh risks) need to be reviewed and
revised. ﬁespondents also expressed difficulty with the five
point Likert scale (1 = strongly agree to 5 = strongly
disagree), particularly when switches were made between
positively and negatively worded items. Pe?haps all the items
should be worded positively.

The Decisions, Expectations and Importance Ratings

There are several plausible explanations for the lack of
difference in expectations between women choosing to accept or
decline LTP-HRT. First, there was not enough power to detect

a clinically important difference, thus resulting in a Type II
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error. There was only sufficient power to detect an effect
size of .66 which Welkowitz et al (103) defines as just above
a medium effect size of .50 for Z scores when testing the
significance of the difference between independent means for
parametric measures. Seigal (104) states the power-efficiency
of the Mann-Whitney U is close to 95.5% for large samples

{(n ) 20). The power to detect a statistically significance
difference therefore was only moderate. The differences in
expectations for most of the benefits and risks were in the
hypothesized direction and the p values for expectation of CHD
and osteoporosis without LTP-HRT, approached significance.

A second explanation for the lack of a statistically
significant difference is that expectations were elicited
after the decision aid intervention had taken place and may
have resulted in equalizing the groups. Following the
decision aid, both groups had more realistic expectations of
benefits and risks as was reported in the primary analysis of
the data (102).

Thirdly, the presentation of risk information and
measurement of expectations could have been a problem. In
the decision aid, women found the presentation of risk
information and the effect of LTP-HRT on those risks, to be
the least comprehensible component. The research assistants
reported that women tended to express more negative comments

about how the material was presented in this section.
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Moreover, in the questionnaire women frequently expressed the
thought that they might get the "wrong answer" when completing
that section. Also, the measurement of expectations had only
eight or nine response levels; a more sensitive measure
ranging from 0-100% with more response levels may have
increased the sensitivity of the measures to detect
differences.

The results of the analysis of expectations indicates a
trend that women who accept/decline LTP-HRT have differences
in expectations of disease outcome. Women who had a higher
expectation of getting the disease outcome of CHD and
osteoporosis were more likely to choose LTP-HRT. It is
important for nurse practitioners to know the expectations
clients have of a disease outcome as it influences their
decision and to identify the degree to which it is realistic,
given the client's risk profile.

In future research, more sensitive measures for eliciting
expectations should be used to elicit differences between
groups and the sample size should be increased to improve
power. It would alsoc be important to investigate exactly what
was uncomfortable for women in the presentation of the
material and to develop a more user-friendly way of presenting
the information. Perhaps women are uncomfortable with the
algorithm approach. 1In addition, it would be important to,

explore perceptions of risk in order to establish if women
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tend to overestimate or underestimate theilr personal risk of
disease and, if they do, identify the confounding factors in
this phenomena.

Women's importance ratings did discriminate between
decisions, as hypothesized. The importance ratings derived
from the weigh scale exercise were better at detecting
differences than the 0-10 rating scale. The former
measurement approcach was more sensitive possibly due to a
finer level of measurement (0-30 mm). The 0-10 importance
rating scale did detect a significant difference in protection
from CHD but not in protection from osteoporosis, risk of
breast cancer and risk of side effects. However, the
differences were in the hypothesized direction and were
clinically important.

The women's importance ratings of LTP-HRT as measured by
the 30 mm weigh scale discriminated acceptors and decliners
for all benefits/risks except for the risk of breast cancer.
The p value was, however, nearing significance and the
difference was in the hypothesized direction.

When one examines importance of the benefits and risks
together, the women who chose to take LTP-HRT rated the
importance of benefits as outweighing the risks. The women
who chose not to take LTP-HRT rated the risks as outweighing
the benefits. This is congruent with the CHDM, and the strong

result highlights the salience of wvalues in the model. This
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is supported by Rothert et al.(105) who also concluded that
women's values influence their <choice in accepting or
declining LTP-HRT and recommended (106) development of
decision models such as the CHDM that recognize the importance
of consumers' values.

Knowing the importance women place on the benefits and
risks of a treatment option is important to clinical practice.
Every treatment involves both benefits and risks. The value
that clients place on a benefit or a risk will affect their
behaviour. If clients place greater importance on the risks
they are not likely to follow through with the treatment under
discussion. It is then important to clarify these values in
relation to the suggested treatment, to explore alternative
treatment options with clients, and support clients in their
choice.

Further research in the role values play in decision
making is important if decision aids are to be developed to
help consumers become more collaborative in the decision
making process. Strategies, such as the values clarification
exercise, need to be tested with differihg populations such as
senior citizens, aboriginal women and women from other
cultures. It is important to establish what is wvalued by
different populations and cultures so that members of each
aggregate can be helped to make choices appropriately. Also

the independent contributions of the wvalues clarification
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exercise should be assessed on decisional conflict and long
term decision commitment. For example, how would responses
vary 1f the decision aid did not contain a values
clarification component? Several decision aids do not have
explicit wvalues clarification exercises and it would be
important to know the relative contributions they make.
Reasons Behind Decisjons

The quantitative data is supported by the qualitative
comments made by the women and provides clinically interesting
information. The factors women identified as the rationale
for their decisions further supports the hypotheses. The
women choosing LTP-HRT identified twice as many benefits as
risks; those declining LTP-HRT identified risks three times
more often than benefits. Benefits identified by women who
chose LTP-HRT were frequently related to an improved quality
of life after menopausal symptoms were relieved. Conversely
the women who chose not to take LTP-HRT saw the risks (e.g.
side effects) decreasing their quality of life. Quality of
life is defined by what an individual values and individuals
have different value profiles which result in different health

care decisions (107).
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Study Limitations

The secondary analysis was limited to the data collected.

The sample data was limited to healthy English speaking women
of the age cohort sampled. In order to be generalizable to
the population of postmenopausal women, a more representative
sample of women in multiple settings with an increased number
of age cohorts would have to be recruited. It would be
important to address women who have difficulty accessing
family physicians (e.g. house bound women) and women from
different cultures and different socioceconomic backgrounds
(e.g. immigrant and First Nation women). Half of the women in
the sample were current users of hormone therapy. Current
users may already have increased acceptance and have a more
favourable attitude toward LTP-HRT. In future studies an
there would need to be an increased proportion of never users

(50% ever users, 50% never users).

Conclusion
Despite the limitations, the study has demonstrated
partial support for the CHDM and provided useful insights into
the values women hold and the underlying rationale for women's
decisions. Specifically, the results support the assumption
of the model that the importance or value women place on the
benefits and risks of a treatment is related to their

decisions. By utilizing a decision aid generated by the
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model, women increased their knowledge about the benefits and
risks of LTP-HRT and most importantly, clarified the personal
importance of the benefits and risks. The women were then
able to make informed treatment choices with decreased
decisional conflict. The information on values obtained using
the quantitative and qualitative methods indicates women do
make different decisions based on personal values, related to
a perceived improvement in their quality of life.

The study also identifies implications for nursing
practice as Nursing holds the belief that clients have the
right to be informed and to be active participants in their
health care. To this end nursing has identified health
education as an important nursing intervention, teaching
consumers the benefits and risks of treatment choices and life
style choices. Inherent in making choices is making decisions.
It is important therefore, for nurses, to explore the
variables that influence decisions , such as the variables
identified in the CDHM.

In order to recognize such key factors affecting a
woman's decision regarding LTP-HRT, nurses could benefit from
using decision aids that assist women to: identify their
expectations of treatment; inform them of the benefits and
risks; and clarify the personal importance of the benefits and
of the risks. By utilizing interventions such as the decision

aid which identify these key factors nurse clinicians could
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then direct health care information to the specific needs of
the client. Employing a decision aid that is generated by the
CHDM which incorporates empirical evidence of decision process
is congruent with today's changing health care system with the
focus on prevention of illness, promotion of wellneses and the
informed consumer. Decision aids that inform consumers about
personal disease risk and health care choices to¢ manage
disease risk that may prevent chronic illnesses like CHD and
osteoporosis, may promote healthy behaviours in clients that
could result in a healthier life.

Attention to these factors may improve the involvement of
women in decision making and result in reduced decisional
conflict. Also, as women feel more informed about benefits
and risks, they are more likely to make decisions consistent
with expectations and personal values. The ultimate §utcome
would hopefully be a commitment to a decision resulting in a
choice that is perceived by the woman as improving or

maintaining her quality of life.
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Appendix A

Table 1

68

Correlates of Hormone Replacement Therapy

Factor

e —— T e e e e e —

Positive Negacive No
Correlation Correlation Correlation
Age 51,52,74
Hysterectomy | 42,489,71,72,
78
Income 49,74,75,
76,77
Exercise 74,78
Education 50,53,73,78 | 75
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Appendix B

Women's Opinion Survey
About the Use of

Hormone Therapy

Baseline Questionnaire
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A. What | know about hormone therapy now =

we would like to know Row familiar you are with hormone thetzpy before you use the
tape and booklet.

Below are lisled some siziements about hormone therapy taken after menopause
{when menstrual periocs stop for good). Please show whether you think they are
true, false, or you are ncl sure by (Girciing) the word beside ezch stztement.

1, Hormone therapy can be given:

| early in menopzause . True Felse Unsure
well past the mencpause True Fzise Unsure
for 10-20 years True Felse Unsure

2. Benelits of using hormone therapy are:
protection {rom breast cancer True Feise Unsure
protection from 0Sie0porosis
(weak, easily broken bones) True Felse Unsure
protection from cizbeles True Feles Unsure
protection {rom heart disease True Felse Unsure

3. Risks of using hormone therapy are.

increases risk of breast cancer True False Unsure
increases risk of osteoporosis

(weak, easily broken bones) True False Unsure
increases risk of dizbetes True Felse Unsure

Increases tisk of heart disease True False Unsure
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Some side elfects of hormone therapy are:

morning Sickness
breast tenderness
irritability

fainting

bloating

hot flashes
headache

allergy

menstrual bleecing

weight gain

Tree

True

True

True

True

True

True

True

True

True

False

Falsa

False

Fzlse

False

False

Faise

Felse

Felse

Felse

Unsure

Unsurse

-~

Unsure

Unsure

Unsure

Unsure

Unsure

Unsure

Unsure

Unsure
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B. My risk of heart disease ~ 72
Again, we &re imterestzd in your opinions beicre you use the bcorlet and tape.

Below we show different women's lifetime risk of heart disease from high to low. Ezch
bex contains 100 symocls representing 100 vomen. The womean who are coloured
grey will get heart disezse. Therefore boxes showing more grey mean a woman's
risk, or chance of heert disease is greater.

Please show your opiricn of your tisk cf heving heart diseasa sometime in your lile by
@ircing)the box that best shows your risk.

>
.k

§997PFeF9 0 55 out of 173 women ge9999989¢

TOV059999% like me will get heart (11321221

§F00999099 disease scmelime In 9e9geeONET

PyeePTETeY In thelr lifetime PEFIRTRGET

R9TRIIRINY (65% chanze) T SOPRUNIFIN

FIRTITIRG §599997999

¥999909%7%, §999997989

§7e99ReveR PIRPIRIETS

eFeeNReeee $99999285¢ 19 cut of 100 women

KAASAASAR AN §792994989 (13% chance}

g99909839%9¢ §99989¢999

§§99099999 §99R9R999¢

$E9P09999% 71 out of 130 women §50099989¢

2F9HIFTYAT (71% chanze) §E599989¢9

gegRRRTVIY £95599959¢

FR9PFRIR9% $I9RTRETIY

I EEREAEA 79999989¢09

9990999999, §999899%9¢9

FIFITIFNTY g5099899e¢ 15 out of 100 women

§99999983%, §Y99E7TIR (15% chance)

PAPRITFTNY T 2L

grigeeReee QYRIRRTFTY

geeevETocs FR97988899

FyRRRTeRVY P95798599Y

$RITTENINY 9999996999

§99998999% 46'out of 10Jwomen - - §EPTIIRNEE - .

§999999994 (46% chance) so9reRRReY

LARANAZ AN FEPeReRISY

yieRveeRey PRI9PRNTI?

KAARXARERE §29¢99995¢ 10 out of 100 women
{10% chance)

9IRRRRERE 2e59999R9Y

PRIeeRELSS P9ReePRYS?

FeRsTRIRRY 2R99FPReOe

IPOTERVES FeeveRRLEY

gEReegseRs P99999E998

§EeIIRRITN §999999990

§99950¥9 79 36 out of 100 women geee9eeRRe

YINEe9§eee (36% chance) PIPIRRELVY

AXATAEARES 9999895948

3488899988 9899999999 1 out 100 women

" {1% chance)
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My risk of osteoporosis

73

Below we show diffizrent women’s lifetime risk of osteoporcsis from high to low. Each

bex contains

100 syr.-.“ols representing 100 women. The women who are coloured

grey will get osteopcresis. Therelcre boxes showing more grey mean a woman's risk,

or chance of osteopc:csis is grealer.

(Circlingythe box that test shows your risk.

Pliise show your opinion of your risk of having osteoporosis sometime in your lite by

995979799 95 out cf 100 women
995'9?9999Imar9hﬂga

?9?99999?9

9999299?92 somelirme in thelr

9$97959?9$
999???9992
9999599929
5559999999
9795!99779
9299!999?9

geeRReIERY
29IIRPRTRY

?95??997!9 71 out of 109 women

i!????i??
959999999?
597939?999
9995?!93??
9?3?99999?
!99399?999
?959?9?9?9

Pei9sRReNe
gegReRevee
pegeevevee
$evveReveYR
gesReRREee
93999999?!
9799?99?99
i???!??ﬂ?ﬂ
?99?99?9?9
?99999?999

9999099998
2990899998
Y
795999999¢
999989998
§99999995%
$I9RETIIRY
9979787999,
999998990%
REIREREER

05120pCIIsis

life
(95% chanze)

(749 chance)

46 out of 100 women

{(46% chance}

a6 out of 100 women

(36% chance)

FRERPIIORT
9995908057
§E900900F¢
£99999799¢
PI9PIREITT
§ePFTRETRY
9909995847
209999999%
2502909550

$998es9Re

FeO9F9R9°%°9
feRsgerese
AR AR R AR
gesseseesy
A RAREARA)
AR R AR AR AN
999999909
9999997957

PRETRIRNNT

LEEEAT AL AL

gesEeeeIRY
§e8999998¢
geesveeve?
§9F0R999NR
sreeevEReY
§eeReeSINY

. §geeeneNNe

‘ERE AR AR AN
RS AARAAR
997979???9

geeeevysey
geeseeeeee
PROFRONIER
§RERSIPINY
seeReeSRNY
9999999 ¢
999998989
FeReeIeReY
(2122220 AR

19 out of 100 women
(19% chance)

15 ot cf 100 women
{15% chance)

10 out of 100 women
{10 % chance)

1 out 100 women

2399999998 (1% chance)
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Below we show difierent women's fetime risk cf breast cancer from high to low, Each
box contains 100 symicls representing 100 women. The women who are coloured
grey will get breas! cancer. Therefcre boxes showing more crey mean a woman's
risk, or chance of brezst cancer is greater.

My risk of breast cancer

Plezse shows your opinion of your ¢ risk of having breast cancer sometime in your life by
@rclin®)the box that tast shows your fisk.

JINFIGFINT a5 out of &3 women SIRRITRELY

i?????????l*erﬂaw'get EE TR R AR AR

99939?979? breast canzer 1333 A LARL]

999999!999 sometime in \heir FREFTURIEQ

SE?OEOFQRO lite §RIFFOReR?

339599999? (95% chan 3] §e99849899%9 -

9?99”9999 FFREFRERLE

9929992999 gPereesee

597999?979 999?199999.90utm100women

§ep99eReNT 2395849993 (15% chance)

PERIFIVIEY (222 ARAREA

gRpyeeevYY FEITRERITY

$99999959¢ 71 out of 130 women XTI TR

3999!99999‘U1%chywﬂ greseeeeeEe

9!99999!99 TR R R AR A

SWNNVW FEsESRVLSS

959999!9!9 332 R AR L

5999599999 gEREeeRYIT?

?999999??9 9999933?22150utd100women

CRAREAEAKR: 9939289828 (15% chance)

FIRRIIRITY §P99§99¢8

FeeseERIeS §IFTIENES

FITRREOTEY §IeEeRETSE?

(2L AR AR §eRgPIRESER

iﬁi!?iﬁ!?ﬁ ePyeeTReRY

ﬂ!i?!???!? 46 ot of 100 women LSRR RAR:

!990?999?9 Hﬁ%chymﬂ §IRERVEERY

69!09!9999 §ERIPISRER

599999979? 9FeREFTIONEG

unvg_ggg.e Sﬂiﬁ??ﬂ 10 on. of 100 women
(16% chance)

sIvsRERINE gyeyeeeeee

1892899989 §ee799999?

gegIseIRee PeeReURERS

FeeeeeReSY? P9FIIEIEN?

123333202, §roEsRIRY

999RPSRIT? geeopeeRse

99!99!999%360Uld500w0men IR X RS AR 224

HNRHN'&(GG%Chance} FeRReTIIRE

9899!999!? gIpesseeee

NNHHN stuiwwmloowomen

(1% chance)
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C. The effects of hormone therapy on my risks 3&"""

Now we are interesied in your opirion or how much hormene therapy will atiect your
risk of heart disease, csieoporosis and breast cancer. Please check the box |_L]
thet best show how much you think hermones will atfect your chances of heart
disease, osteoporosis and breast cancer.

et Disgas

b

If 100 women like me were to teke hormone therapy, how many women would be
protected from heant diszase?

|__f 100 |_| 71015

|_| 76t0¢8 |_| 3106

f__| 511075 L:\‘- || 102 )
|_| 261050 1o

|| 161025

It 100 womnen like me were to lake hormone therapy, how meny women would be
protecied from osteoporosis?

|_| 100 |_| 7t015
| _} 76t0¢3 |_| 3106
| | 511075 ] 1102
|_| 261050 | __| o
|| 16t025

pregsreances

"

if 100 wornen like me were to take hormone therapy, how many extra ‘women would
get breast cancer?

|| 100 | | 71015

|__| 76to€9 || 3to6
’/

|__| 511075 é"\\ |_| 12

|__| 26t050 |10

|_| 16t025
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D. The things that are important to me when making a decision
about hormone therapy - Te

Below are listed some things women consider when making a cdecision about
hormone therapy. Please show how imporiant these are to you Dy Girclinga number

from:

0 (not at all important to me)
1o
10 (extremely important to me).

How Important woulid these things be to you when making 2 declsion about
hormone therapy?

PFSIEENEH (7O figent disgase

o 1 2. 3 .4 5. 86 7 8 9 10

not extremely

at all important
Important to me in this
1o me decision

PrOTEEIGH fffh Gsteoporosls
{weak easily broken bones)

0 1 2 3 4 5 6 7 8 9 10

not extremely

@3 at all jmportant
Important to me in this
lo me decision

SIge eHEcISTor Inetapy
o 1 2 3 4 5 6 7 8 9 10

not : T - extremely -
~p at all important
- _ important . tome in this

to me decision

e i s 1

0 1 2 3 4 5 ) 7 8 ] 10

not : extremely
”~ at all important
) \ \ important to me in this
b to me : . decision

to mo
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E. My opinion of hormone therapy k,

J

We want to know whzt your opinion is of hormones before you review the booklet and
tzpe.

-

~

It your doctor asked you right now 10 make a choice about using hormone
therapy, please show where you would be on the scale below by placing a
check In the box |_L].

It you wanted to tzke hormones, you would check |\ far to the left.

If you did not went to take hormones, you would check |/ | far to the right.

It you were not sure, you would check |_/} in the midcle.

T 7 1T i i 111
ll‘llillllllllll

Yes Unsura No
_Horrnones Hormones

F. My difficulty making this choice

Now, thinking about the choice you just made, please look 2t the following comments
made by some women when deciding 2bout hormone therapy.

Pleasa show how strongly you agree or disagree with these statements bythe
number from 1 {sirongly agree) to 5 (strongly disagree) which best shows how you

feel about the choice you just made.

1 2 3 4 5
This degcision is hard trongly Agree Neither Disagree Strongly
for me to make Agree Agree Disagree
Nor
Disagree
1 2 3 4 5
I'm unsure what to do Strongly Agres Neither Disagree Strongly
in this decision Agree Agree Disagres
Nor
Disagree
i 2 3 4 5
It's clear what choice Strongly Agree Neither Disagres Strongly
Is best for me Agrea Agrea Disagree
Nor
Disagree
1 2 3 4 5
I'm aware of the choices Strongly Agree Neither Disagree Strongly
| have to reduce my risk Agres Agree Disagree
of heart disease and Nor
osteoporosis Disagree
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| feel | knows the benels
of hormone therapy

| teel 1 know $he risks
and side efiects of
hormone therapy

| need more advice o
information about th2
choices

| know how
Important the benefi:s
are to me in
this decision

| know how
Important the

risks and side etecls
are 1o me in this decision

It's hard to decide it

the benefits are more
important 1o mse than the
risks, or if the risks a2
more important to me
than the benefits

| feel pressure from
others in making
this dacision

| have the right amount
of support from others
in making this choice

1 2
Strongly  Agree
Agree

1 2
trongly  Agree
Agree

1 2
Strongly  Agree
Agree

i 2
Strongly  Agree
Agree

1 2
Strongly  Agree
Agree

i 2
Strongly  Agree
Agree

1 2
Strongly  Agree
Agree

1 2
Strongly  Agree
Agres

3 4
Neither Disagree
Agree
Nor
Disagree

3 4
Neither Disagree
Agree
Nor
Disagree

3 4
Neither Disagres
Agree ‘
Nor
Disagree

3 * 4
Neither Disagree
Agree
Nor
Disagree

3 4
Neither Disagree
Agres
Nor
Disagres

3 4
Neither Disagree
Agree
Nor
Disagre2

3 4
Neither Disagree
Agres.

Nor
Disagres

3 4
Neither Disagres
Agree
Nor
Disagree

5
Strongly
Disagree

5
Strongly
Disagree

S
Strongly
Disagree

5
Strongly
Disagree

5
Strongly
Disagree

5
Strongly
Disagres

5
Strongly
Dis2gres

5
Strongly
Disagree
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G. Other

So that we know we have tested the program with women with ditferent levels of
education, please check | L] your highest completed education.

|__| grade school or less
|__] somse high school
|__| high school diploma
Il__| some college

|__| college diploma
|__| some university

| _| wuniversity degree

73
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A new use for

bl TP

bhormone therapy ...

Long term preventive treatment

* For women well past menopausc.

* For women with no problems at menopausc

* Taken for 10 - 20 years
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Appendix D. 0|1}

Women's Opinion Survey
About the Use of

Hormone Therapy

Post-test Questionnaire
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A. What | know about hormone therapy 25

We would like to ask the szme questions again ... don’t worry il you can't remember
everything ... we did not expecl you lo memorize the presentation for a test) But it
would help us to learn what things impressed you enough that you can recall them
without having had to stucy them very hard.

Below are listed some stztements about hormones taken after menopause (when
menstrual periods stop for aood). Please show whether you think they are trus, {alse,
or you are not sure by @rcindthe word beside each statement.

1. Hormone therapy can be given:

early In menopause True - False Unsure
well past the menopzuse True False Unsure
for 10-20 years , True False Unsure

2. Beneflls of taking hormones are:

protection from breast cancer True False Unsure
protection from osleoporosis

(weak easily broken bones) True False Unsure
protection from diabetes ~True - False Unsure
protection from heart disease True False Unsure

-

3.  Risks of using hormone therapy are:

Increases risk of breast cancer True False Unsure
Increases risk of osteoporosis

(weak, easlly broken bones) True False Unsure
!ncre.ases risk of diabetes True False Unsure
Increases risk of heart disease True False Unsure



)
1
B

some side effects ol hormones are:

morning sickness

breast tenderness

fainting

irritability

bloaling

hot flashes

headache

allergy

mensirual bleeding

weight gain

Trug

True

Trua

True

Trua

True

True

True

True

True

False

False

False

False

False

False

False

False

False

False

Unsure

Unsure

Unsure

Unsure

Unsure

Unsure

Unsura

Unsure

Unsure

Unsure

a3z
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8. My risk of heart disease

Below we show different women's lifetime risk of heart disease from high to low. Each
box contains 100 symbols representing 100 women. The women who are co!oured.
grey will get heart disease. Therefore boxes showing more grey mean @ woman's risk
or chance of heart disease is grealer.

, Please show your opinion of your risk of having heart disease sometime in your lifa by
@rciing)the box that best shows your risk. We are inferested in your risk without the

use of hormone therapy.

gReeVIIYeR 95 out of 100 women FOURRIITSY
LEIVERT 08 ke me wil get heart PEESSTROTS
598059y 070 discase somellme In P99V 9RTTY
£999499%29 In thelr lfetime PTFRRFLINY
RORIveTes (25% chance) TTi111111]
TERXEEEERA PREORRONE
KEREEEARLS FRRPEROITY
l.’f’.-vmeogle.g“gi ‘?? 97 .9.9 9919.
Fee89R0899 PRYIVELYY 19 out of 100 women
CLARALARAL $3895959%9 (19% chance)
7e09990909 9997708909
99990909909 PRRPGEIROD
9999999998 71 out of 100 women PeeSREReT?
vIvITLIeee (Mm% chance) FERegEReT?
CXRERELEAR) 7099999999
R3IRITIT IRRRIRTOGE .
E;v,i,.,&?_s,?; $999998909
EAKLREE T $REIRILRES
: (%5}3_:?& i 9999 EH¥E 15 out of 100 women
FRCEE AL ¥eyyeesess, (15% chance)
PO0R99RRT? §R99eO9I0Y
Pe9999EIIY 31112111 %
Pe99FRROTY fREREREIOY
POORETOINY FEReORARNY
T AARA peeeeeeeee
9NV 46 out of 100 women, FRI9EOR90S . - L .
YIS (46% chance) 2995009898
EAREED gepeeRseve.
FERLAERA AEAASASARS
DREXEER) ERVENEELR 10 out of 100 women
(10% chance)
P999499009 2909999499
RO99RITRIT RIyEeOPPRO
8999997998 spReReeeY
PEIIOIRIRE $99909999F
99900899799 113334414
AL 3AAMAAS PERRIINNTS
¥YE 36.0u1 of 100 women peeeeeeRee
FJA G (36% chance) 9999900909
99909R9R09

299999999% 1 oul 100 women
(1% chance)
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My risk of osteoporosis

Below we show different women's lifetime risk of osteoporosis from high o low. Each
box contains 100 symbols representing 100 women. The women who are coloured
grey will get osteoporosis. Therelore boxes showing more grey mean a woman's risk,

or chance of csteoporosis is grealer,

Please show your opinion of your risk of having osteoporosis sometime in your life by

hormona therapy.

$90P9YEINY S5 out of 100 women
SYTEYSIETE ke ma wil get
3050595059 osteoporosls
#9898 89908 sometime In thelr
4999987938 It

;qg,_g.ngggp‘_eé {95% chance)

geeeeReeee

geegeeessY

7892999989 71 out of 100 women
ERARAEY) ?‘_9}1? (71% chance)

X

BRI
?

geeeaeeRee
ppReeseree
geessgeese
geRssReRes
grengReeey

44§ (46% chance)

eeP09998¢
geRRIeLIN?
geoReeReNYe
990999098
geoeReRINe
gegeRepRe?

SERS (36% chance)
5e8

JY¥Y 46 out of 100 women _

1222 ARE)
grgvevesTYY
PRRRIOORSY
Feesyreesey
e R R AR AR
geeoRgeRey
PRITEROREY
eREREORET?
AKALALEELS
RLATELR AT

ppeesgeene
greeeeeey
geeRwaevey
eRITRLRER?
RIREEEFOLY
geeeRevee?
geeReeeeYY
preeeseeey
99999§f§f£
RAALRARE RS

FeRORIIRYY
eeseeReVYy
sReeseeReY
eeeREREeNY
geugReeeee
geeepeEeye?
eegeerEeSY
AR AR R
AR AARAL LA

RALELAEEL)

$999999999
PRITERRIIL
PREFIRRIIE
$999999990
$999999999
19999999989
900999009
PP9R99990Y
9990999999
P9PE0999%

the box that best shows your risk. We are inlerested in your risk without

19 out of 100 women
{19% chance)

15 out of 100 women
{15% chance)

10 out of 100 woman
(10% chanca)

1 out 100 women
(1% chance)

‘o
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Below we show different women's lifetime risk of breast cancer from high fo low. Each
box conlains 100 symbols representing 100 women. The women who are coloured
grey will get breast cancer. Therefore boxes showing more grey mean a woman's
risk, or chance of breast cancer is greater.

My risk of breast cancer

please show your opinion of your risk of having breast cancer sometime in your lite by
@ircling)the box that best shows your risk. We are interested in your risk withoyt the

use of hormone therapy.

9999 9§ Y57, 05 out of 100 women FIRERRIORT
pyigeReRen like me will get PeeTITORE?
2940999959 osleoporosis §89999900¢9
799 99.9§ 0.0 sometime in their §e90096 99
Yeeveeeeee lle FEROTEEITE
$70%9R4S 99 (95% chance) AAALEARAR
DAL P999RETLTY
EAARERERY AAAALAAAS
Gepveaeses FEFTITIEY R 19 out of 100 women
ARLLEAR AL 2593299959 (19% chance)
TITTE AL 9999979998
F99909999¢ PEeRRIEEY
¢99998990% 71 out of 100 women ePReeeeeY
VI EYNERY, (71% chance) peegeepese
AALEAEEAA 9999999999
KREALKLAR TI9909TRVR
zhvﬂg&g.‘%&- PERETRITOY .
XAXAEAEAE £99990999%
EAEEEAEAL 7998034 2Y 15 out of 100 women
EERARATAR) Y4999 IR9RT (15% chance)
PRRRPERTIN REEPROTET
eRPORINEIN F999000007
PRPROIRRIE PIRRIITONT
FU0RIRPETL PePRIOINTY
T9999900%9 PFReeeeeeS
"".?--.ﬂfr;ﬁ 45 out of 100 women FoeoeeReeY
AALR000E (46% chante) geeRRyvesy
EXRKELLER 2R9E9TFORE
FARKENARA 9590799998
Fesiiveeny YEPYVIIPLY 10 ot of 100 women
{10% chancs)
990099998 RTRReeOVRY '
$RREOIIINE PReeeeIIOR
99000997F° Pee9999999
T LS peeeyeRRee
SRFRPINEEY 2999999798
ASAAAAAAM POSR7RFIOR
-g;, 48 out of 100 women eeee99R9eY
I8¢ ¥ (36% chance) IR
PeRRREOOLY

see09e999f 1 out 100 women

(1% chance)



C. The effecls of hormone therapy on my risks i

Now we are interested in your opinion on how much hormone therapy will atfect your
risk of heart diseass, osteoporosis and breast cancer. Please check the box |_Z|
that best show how much you think hormones will aiect your chances of heart

disease, osleoporosis and breast cancer:

if 100 women like me were 10 take hormone therapy, how many women would ba
protected from heart disease?

| 100 j_| 71015
|__| 761088 |_| 3186
|| 541075 e || 1to2
|_| 261050 . || o

- |_| 16to25

Detgoporosty

If 100 women like me were 1o lake hormone therapy, how many would be prolecled
{from osteoporosis?

Patnd
ST

[__| 100 |__| 7to15
|_| 76to98 | | 3108
|__| 51to75 ] 102
|_| 26t050 1o
|_.| 16to25

if 100 women like ms were to take hormone therapy, how many exira women would
get breast cancer?

, I_I. 100 | ] 71015

1 |__| 761098 - l_| 38
|_| 511075 é\ \ .| fto2
|__| 26t050 i_lo

|__| 16to2s

26
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D. The things that are imporiant to me when making a decision
about hormone therapy.

Below are listed some things wemen consider when making a decisign about
hormone therapy. Please shcw how imporiant these are to you by m\ & number

from:

0 (not &t &ll important 1o me)

to
10 (extremely important to me).

How Important would these things be to you when making a declsion about
hormone therapy?

protgetion fiom Hear digeass

0 1 8 10
not exiremely
al important
all to me in this .
4 important decision
o to me |
PTOIBRET Ot GSIBEROTESIS
. (weak eastly broken bones)
" 0 1 g 10 -
2 not extremely
at important
all to me in this
imporiant decision
1o me
Bigs;eliscts ortherapy
0 1 2 g 10
~ e not extremely
at important
- - al to me inthis
-1 I~  imporant decision
to me
RISKo)breast cance:
o 1 g 10 .
not extremely
~ at Important .
A \ all fo me in this
important decision

fome

o7



E. My thoughts on the best choice for me

If your doctor asked you to make a choice about using hormone therapy with the
information you now have, which choice |/ | looks the best for you:

|__| Notusing hormone therapy

reason/comments

|__| Using hormone therapy

reason/comments
[~—]
=]
[__| V'mnotsure
reason/comments

0
ow



F. My difficulty making this choice @ ?
o

Now, thinking aboul the choice you just made, please look at the following comments
made by some women when deciding about hormone therapy.

Please show how strongly you agree or disagree with these statemenis by the
number from 1 (strongly agree} 10 5 (strengly disagree) which best shows how you

feel about tha choice you Just made.

1 2 3 4 5
This decision is hard Strongly  Agres  Nelther  Disagree  Strongly
for me to make Agree Agree Disagrea
Nor
Disagres
1 2 3 4 5
I'm unsure what {0 do Strongly  Agree  Neither  Disagree  Strongly
in this decision Agree Agree Disagree
Nor
Disagree
1 2 3 4 5
I's clear what choice Strongly  Agree  Nelther  Disagree  Strongly
is best for me Agree Agree Dlsagres
Nor
Disagres
1 2 3 4 5
I'm aware of the choices Swrongly  Agree  Nelther  Disagree  Strongly
| have to reduce my risk Agree Agree Disagres
of heart disease and Nar
osleoporosis : Disagres -
$ 2 3 4 5
| feel | know the benefils Strongly  Agres  Nelther  Disagres  Strongly
of hormone therapy Agtes Agres
Disagree .
Nor
Disagree
- - . - - O | ) 2 3 4 5
| feel | know the risks Swongly  Agree  Netther  Disagree  Strongly
and side ef{ects of Agree Agree Disagree
hormone therapy Nor -
Disagree
1 2 3 4 5
| need more advice and Strongly  Agrea  Nelther  Disagree  Strongly
information about the Agrea Agres Disagree
cholces Nor
* Disagres
1 2 3 4 5
1 know how . Strongly ~ Agree  Nelther  Disagrea  Sirongly
important the benefits Agree Agree Disagrea
are o me in Not

this decision Disagree

99



-

1 know how
Important the
rigks and side effects

are 10 me in this decision

It's hard fo decide il

the benefits are more
important to me than the
risks or if the risks are
more imporiant 1o me
{han the benefits

| feel pressure from
others in making
this decision

{ have the right amourit
of support from others
in making this choice

| feel | have made
an informed choice

My decision shows
what is important
to me

| expect to stick with
my decision

| am satisfied with
my decision

1
Strongly
Agree

1
Strongly
Agree

1
Strongly
Agres

1
Strongly
Agrea

1
St r:‘.\ngly
Agree

1
Strongly
Agteo

1
Stronply
Agree

1
Stronply
Agree

2
Agree

Agree

Agtee

Agrea

Agrea

Agres

Agreo

Agree

3
Nelther
Agree
Nor
Disagree

3
Neither
Agree
Nor
Disagiee

K]
Nelther
AQree
Nor
Disagren

3
Nelther
Agrea
Nor
Disagree

3
Nelther
Agrea
Nor
Disagres

3
Nelther
Agres
Nor
Disagres

3
Nelther
Agrea
Nor
Disagree

a3
Nelthar
Agrea
Nor
Disagree

4
Disagtes

4
Disagreo

4
Disagree

4
Disagres

4
Disagres

4
Disagree

4
Disagree

4
Disagree

5
Strongly
Disagreo

5
Strongly
Disagreo

5
Strongly
Disagree

5
Strongly
Disagten

5
Strongly
Disagren

5
Strongly
Disagrea

5
Strongly
Disagree

5
Strongly
Disagres
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G. My thoughts on the tape and booklet

Pleass show what you thought about the presentation by placing a mark across the
iine l which goes from poor to excellent for each of the things listed below:

4, The way the Information was presented 1o help you understand:

what heart disease is ke poor excellent
what osteoporosis is like poor " excellent
what breast cancer is fike poor excellent
. hormone side effecls poor excellent

using the block of 100 women .

to show me my risks of poor excellent
disease with and without

hormone therapy

using the weigh scale to

show my opinions of the

risks and benefits of poor excellent
- hormones -

2. The speed of presentation (check |/1 one)
|__| fast
|__] slow

|__| Justright
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3. The length of presentation
j__| long
[__1 short

{__| justright

4. The amount of information
| __| too much information
|__| too iittle information

|| justright

5. The woman's voice on the tape
|__| irritating
|__| bering

|__] pleasant

6. |found the presentation
|__| slanted ioward taking hormone therapy
|| slanted against taking hormone therapy

|__] balanged

What | liked: ) suggestilons for Improvement:

THANK YOU FOR YOUR HELP!
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Hormone Replacement Io |l h ] 14 I 103 I_|
Therapy Study da mo [Ty
Family Nurse Screening Form TEAM |__|

Nurse's Assessment:

.Is there any reason
why we should not
approach this patient
to participate in the
HRT study? I__1 No |_| Yes (SPECIFY)

Does the patient
communicate well in
English? |__| Yes i_| No (SPECIFY)

IF BOTH CHECK MARKS ARE IN THE FIRST COLUMN, PLEASE INFORM THE WOMEN:

PLEASE INSTRUCT WOMEN WHO ARE ELIGIBLE - TO BRING THEIR BLUE SHEET TO THE TEAM
/1 DESK AETER THEIR APPOINTMENT WITH THE PHYSICIAN.

FORMS FOR WOMEN WHO ARE INELIGIBLE SHOULD BE LEFT ON THEIR CHART,

THANK YOQU!
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Hormone Replacemeont Therapy Study

Screening Form

Are you still menstruating?

How long ago did you have your
last menstrual period?

(SPECIFY)

Are you currently using hormone
replacement therapy? (Premarin,
Provera, estrogen pills, estrogen
patch, progestin)

Tell me about any previous use of
hormone replacement therapy?

] Yes

__| No
|__] Hysterectomy

|__] 2 years or more

|_.| No
|_| Yes, 2 years or more

|_[ Never used
|__] Used and stopped

Reason for stopping:

|_| Symptoms under
control
|__| No longer necessary

L_| Other (SPECIFY)

oL db LLdl) 104}

yr mo ui

|_| Less than 2 years

|| Yes,less than 2 years

|__| Discontinued due to
side effects



Hormone Replacement Therapy Study
Recruitment form

Your answers to these questions show that you might be eligible to participate in the study oo
women's opinions about hormone replacement therapy.

There iso't much information about women's opinions and the type of information they need
before making a choice that best suits them.

Your participation would take:

15-20 miputes sometime during this visit to:
- complete a questionnaire

45 minutes at a later time to:
« review a booklet and audiotape about the risks and benefits of hormone replacement

therapy
» complete another questionnaire

YOU ARE FREE TO PARTICIPATE OR NOT AND YOUR DECISION WILL NOT
AFFECT THE CARE YOU WILL RECEIVE.,

i)

" |_INo
| Yes——> Specify patient's name and telephone numbers:

- - - -

Name

Telephone Home:

Office:

St



Appendix ¢
CONSENT FOR MEDICAL RESEARCH

Title of Study 105
Hormone replacement therapy: an evidence-based approach to the benefits, risks, costs
and acceptability.

Researchers

Dr. Peter Tugwell  (613) 737-8900 Dr. Annette O'Connor (613) 787-6469

Dr. George Wells  (613) 761-5165 Dr. Tom Elmslie (613) 562-6320

Dr. Elaine Jolly (613) 757-8559 Dr. Garry Hollingworth (613) 241-3344

I, , consent to participate in the above study and hereby authorize

my physician and investigators to proceed with the following:

. review my chart for information about my medical history related to menopause, hormone
use, heart disease, cancer and osteoporosis

. provide me with information about hormone therapy using a booklet and a taped message
. ask me to complete a short questionnaire on my opinions about hormone therapy before
aud after the booklet

I have been informed that the total time to complete these tasks is about 5 minutes today and 30
minutes at a later time convenient to me.

I understand that all information I provide will be strictly confidential. I will not identify myself
nor will I be identified on the questionnaire. '

I have been given the opportunity to ask questions concerning the procedures involved and the
questions which I have asked have been adequately answered. Ihave been provided with a copy
of the consent form and any accompanying documents upon request,

I have been told that I can withdraw from fny cdnSent'and.stop my-participation in the study at
any time and for any reason and that it will not affect my continued medical care.

With full knowledge of this, I voluntarily consent to participate in the study.

Patient: Date: &

name signature

Witness: Date:

name signature

This protocol has been approved by the Research Ethics Board of the Elisabeth-Bruyére Health Centre. This Board
considers the ethical aspects of all hospital research projects using buman subjects. If you with, you may talk to the
President of the Research Ethics Board - Dr. Pierre Soucie at (613} 562-6343,





