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Abstract
Objective: To evaluate the effectiveness of a patient decision aid (PtDA) for menopausal

women facing decisions about natural health products (NHPs).

Background: Women experience difficulty making decisions about NHPs for the
management of menopausal symptoms. Factors influencing the decision include lack of
information, and inadequate communication, and support from health care providers.
Decision support interventions that have been demonstrated to be successful in addressing
women’s decisional needs are decision aids. Although a new decision aid is available, its
English version has not been evaluated in a community-based/clinical setting to determine its
effect on decision quality or the process of decision making.

Design: A pre-/post-test quasi-experimental study.

Setting: The Women’s Health Center at The Ottawa Hospital, Ottawa Canada.

Participants: Peri- or post-menopausal women aged 45 to 64 considering the use of NHPs for
management of menopausal symptoms.

Intervention: Self-administered NHP PtDA.

Main Outcome measures: The primary outcome measure was the level of decisional conflict

as measured by the Decisional Conflict Scale. Secondary outcomes included knowledge,
strength of values, and choice/preference.

Results: Of 24 women, the typical participant was 50 to 59 years of age, Caucasian, married,
and well educated. Compared to baseline, after using the decision aid, women’s total
decisional conflict was reduced from 63% to 23% (p <0.001) and knowledge improved from
76% to 87% (p=0.001). The values clarification exercise revealed that women who preferred
NHPs were more likely to rate the non-chemical aspect as important and the cost of the NHP
as less important. Of the 24 women, 10 were unsure of their choice at baseline and 3 post use
of the decision aid (p= 0.015). Overall, women rated the decision aid as acceptable, clear,
and balanced.

Conclusion: The NHP PtDA improved decision quality and supported menopausal women

who were facing health decisions around using NHPs for menopausal symptoms.
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Chapter One - Introduction
1.1 Research Problem

Menopause is a natural life process that can entail mild to very severe symptoms for
women (Sherman, 2005; Woods & Mitchell, 2005). These symptoms include psychological
distress, depression, hot flashes, night sweats, and difficulty sleeping (Keenan et al., 2003;
Matthews & Bromberger, 2005; Schmidt, 2005; Sherman, 2005). Options for these women to
manage menopausal symptoms include self-care, lifestyle changes, hormone replacement
therapy (HRT), other prescription medications, and natural health products (NHPs) (Woods
& Mitchell, 2005).

In the past, women were encouraged to use HRT for menopausal symptoms
(Goolshy, 2001). In 2002, however, the Women’s Health Initiative reported an increase of
coronary artery disease and breast cancer for women taking HRT (Writing Group for
Women’s Health Initiative, 2002). Since the release of the Women’s Health Initiative
findings, more women are reaching out to NHPs for management of menopausal symptoms
(Gingrich & Fogel, 2003; Keenan et al., 2003; Mahady, Parrot, Lee, Yun, & Dan, 2003).
About 71% of Canadians use NHPs (Health Canada Survey, 2005). The highest use of NHPs
is among those with a higher education and women.

Since January 2004, NHPs have been monitored under the Natural Health Products
Regulations in Canada (Health Canada, 2005). According to Health Canada, NHPs are
defined as vitamins, minerals, herbal remedies, homeopathic medicines, traditional medicines
(e.g., traditional Chinese medicines), probiotics, and other products (e.g., amino acids,
essential fatty acids). Other common terms, often used interchangeably with NHPs, are
complementary and/or alternative medicine (CAM). CAMs are defined as “a group of diverse

medical and healthcare systems, practices, and products that are not presently considered to
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be part of conventional medicine”; its subcategory “Biologically Based Therapies” includes
“substances found in nature, such as herbs, foods, and vitamins” (National Center for
Complementary and Alternative Medicine [NCCAM], 2007, p. 1).

The use of NHPs and the number of products available have increased over the past
10 years (Tindle, Davis, Phillips & Eisenberg, 2005). The use of NHPs among North
American women ranges from 46% to 78% (Eisenberg et al., 1998; Health Canada, 2005,
Tindle et al., 2005; Troppmann, Johns & Gray-Donald, 2002). More specifically, the
proportion of women using NHPs for menopausal symptoms ranges from 46% to 82.5%
(Gollschewski, Anderson, Skerman & Lyons-Wall, 2003; Keenan et al., 2003; Mahady et al.,
2003). In a study of 40 peri-menopausal women, 42% reported that the main reason for using
NHPs was to avoid the use of hormone replacement therapy (Gingrich & Fogel, 2003).
Furthermore, the American market has capitalized on this trend with over 100 new products
for menopausal women introduced from 1998 to 2000 and women have been reported to
have purchased over 600 million dollars worth of NHPs (Kass-Annese, 2000). Given the
myriad of NHP options and questionable quality of accessible information, these women are
likely to experience decisional conflict.

Decisional conflict is defined as uncertainty about the course of action to take when
there are multiple options that can result in risk, loss, or regret (North American Nursing
Diagnosis Association, 2003). A national survey of 635 Canadians found that, of the 59% of
Canadians who reported decisional conflict, women were more likely to feel uninformed
about options, pressured to select one particular option, or unskilled in decision making
(O’Connor, Drake et al., 2003). Women’s knowledge about and choices of NHPs are often
influenced by word of mouth, media, and the Internet (Gingrich & Fogel, 2003; Health

Canada, 2005; Pettigrew, King, McGee, & Rudolph, 2004; Will & Fowles, 2003).
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According to a Health Canada survey (2005), although 84% of 2,004 Canadians see a
need for more information about the safe use of NHPs, 52% believe that NHPs are safe.
Quality decisions, however, depend on having access to information that is balanced,
unbiased, and based on the best available scientific evidence (Elwyn et al., 2006). Therefore,
it is necessary to understand the decision support needs of women facing decisions about
using NHPs for menopausal symptoms and determine ways they can best be supported.

Decision support can be provided through counselling and/or patient decision aids
(PtDAs). A Cochrane review of 55 randomized controlled trials found that PtDAs facilitate
the decision making process by increasing patients’ knowledge of options and decreasing
decisional conflict (O'Connor, Bennett, et al., 2007). According to the International Patient
Decision Aid Standards document, a higher quality PtDA needs to be developed using a
systematic and replicable process and it should be field-tested (Elwyn et al. 2006).

A NHP PtDA was developed by a Canadian-based consortium (Légaré et al. 2007).
The NHP PtDA was based on a needs assessment to support women’s decisional needs when
considering using NHPs for menopausal symptoms. The needs assessment and decision aid
were guided by the Ottawa Decision Support Framework [ODSF]. Given that the PtDA was
developed concomitantly in both English and French, there was a need to evaluate it in both
languages. At the time this study was planned, the French version was being pilot tested in
Quebec (F. Légaré, personal communication, March 26, 2008).

1.2 Objective of the Study

Overall, the aim of this study was to evaluate the effectiveness of a NHP PtDA on the
quality of decisions made by peri- and post-menopausal women facing decisions about
NHPs. Specifically, the PtDA is hypothesized to reduce decisional conflict and increase

decision quality. Decision quality was defined as having; a) knowledge of NHPs options,
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benefits, and risks; b) clear values associated with outcomes of options; and ¢) concordance

between the option chosen and patients’ values (O’Connor, Bennett, et al., 2007).
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Chapter Two — Literature Review

This chapter reviews the existing literature to understand the decision support needs
of women facing decisions about managing menopausal symptoms and ways they can best be
supported. The objective is to utilize the ODSF to examine the literature addressing:
a) Decisional needs of menopausal women considering using NHPs for symptom
management
b) Evidence, regarding NHPs and menopause to support informed decision making
c¢) Decision support interventions to support women making decisions about NHPs
2.1 Conceptual Framework

The ODSF is a middle-range theory that can guide the construction of interventions to
facilitate the preparation of individuals for decision making in health care, particularly in
circumstances where there is scientific uncertainty (O'Connor et al., 1998a). The ODSF
consists of three steps: assessment, intervention, and evaluation (O’Connor, 1998a). See
Figure 2.1 for the illustration of the ODSF and Table 2.1 for the definition of terms identified
in the framework. First, decisional needs are assessed by exploring contributing factors. For
example, potential decisional needs for women considering NHPs for managing menopausal
symptoms include uncertainty about which option to choose, knowledge and expectations
regarding NHP options, personal importance of these options, and available support systems

and resources.
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Table 2.1: Glossary of Terms for the ODSF
DECISIONAL NEEDS '

DECISION

Type: class or characteristic of the choice that needs to be made [e.g. developmental transition or clinical options (screen, test, treat,
palliate]; number of options, degree of risk/uncertainty, seriousness of outcomes, whether it is irrevocable

Timing: time frame or urgency with which a decision needs to be made

Stage: phase ol decision making: not thinking about options; considering options; close to selecting an option; taking steps towards
implementing option; have already carried out choice. Categories are similar to Prochaska’s Stages of Change (1), with one important
difference. Deciding not to change is a viable option because often there is no recommended course of action, e.g. amniocentesis.
Leaning: inclination to choose one option over the other

DECISIONAL CONFLICT

uncertainty about course of action to take when choice among options involves risk, loss, regret, challenge to personal life values

KNOWLEDGE & EXPECTATIONS
Knowledge: cognizance of the health problem or situation, options, and outcomes
Expectation: perccived likelihood or probability of outcomes of each option

VALUES
desirability or personal importance of outcomes of options

SUPPORT & RESOURCES

Others’ opinions/ practices: perceptions of what others decide or what others think is the appropriate choice. This may include a person’s
spouse, family, peers, and practitioner(s). For practitioners: the patient, professional peers, and personal network

Pressure: perception of persuasion, influence, coercion from important others to select one option

Role in decision making: the way a participant is or wants to be involved in decision making; do they prefer Lo: make the choice
themselves after considering opinions; share decision making with another; have others decide after considering their opinion
Experience: past exposurc to the situation, options, outcomes, decision making process

Self-efficacy: confidence or belief in one's abilities in decision making, including shared decision making

Motivation: readiness and interest in decision making, including shared decision making

Skill: abilities in making and implementing a decision

External support: Available, accessible assets from others that are required to make and implement the decision. Types include:
information, advice, emotional support, instrumental help, financial assistance, health & social services. Sources include: social
networks, professional networks, support groups, voluntary agencies, and the formal health care, education, and social sectors

PERSONAL & CLINCAL CHARACTERISTICS

Patient: Age, gender, education, marital status, ethnicity, occupation, locale, diagnosis & duration of condition, health status (physical,
emotional, cognitive, social)

Practitioner; age, gender, ethnicity, clinical education, specialty, practice locale, experience, counseling style

DECISION SUPPORT

PATIENT DECISION AIDS

Evidence-based tools to prepare people to participate in making specific and deliberated choices among healthcare options in ways they
prefer. They supplement (not replace) clinician’s counseling and aid decision making by: a) providing evidence-based information about a
health condition, the options, associated benefits, harms, probabilities. and scientific uncertainties; b) helping people to recognize the values-
sensitive nature of the decision and to clarify the value they place on the benefits, harms, and scientific uncertainties. Strategics includc:
describing the options in enough detail that clients can imagine what it is like to experience the physical, emotional, and social effects; and
guiding clients to consider which benefits and harms are most important to them; and ¢) providing structured guidance in the steps of
decision making and communication of their informed values with others involved in the decision (e.g. clinician, family, friends).

DECISION COACHING

Support provided to people facing a decision by a trained facilitator who is supportive but neutral in the decision. Coaching can be provided
face to face (individual, group) or using communication technologies (telephone, Intemet). Decision coaching is used alone or in
combination with patient decision aids. The strategies may include: a) clarifying decision and monitoring needs; b) facilitating access to
evidence-based information, verifying understanding, clarifying values, building skills in deliberation, communication, and accessing

support: and c¢) monitoring and facilitating progress in decision making and decision quality.

DECISION QUALITY

QUALITY OF THE DECISION
The extent to which the chosen option best matches informed clients’ values for benefits, harms, and scientific uncertainties

QUALITY OF THE PROCESS OF DECISION MAKING

The extent to which a person is helped to: a) recognize that a decision needs to be made; b)know about the available options and associated
procedures, benefits, harms, probabilities, and scientific uncertainties; c) understand that values affect the decision; d) be clear about which
features of the options matter most to them (e.g. benefits, harms, and scicntific uncertaintics); ¢) discuss values with their clinician(s); and 1)
become involved in decision making in ways they prefer.

O’Connor et al., 2007 (Reprinted with permission of the author)
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Second, once needs are identified, decision support interventions can be implemented.
Decision support is defined as the preparation of the client and practitioner for decision-
making and structured follow up counselling where the goals are to improve decision making
by tailoring the support according to the participants’ decisional needs (O'Connor, Jacobsen,
& Stacey, 2002). The health care provider can offer support that includes patient decision
aids and/or decision coaching. Decisioﬁ aids are “interventions designed to help people make
specific deliberative choices among options by providing (at the minimum) information on
options and outcomes relevant to the person’s health status™ (O'Connor, Fiset et al., 1999, p.
67). Decision coaching is defined as health professionals effectively guiding the informed
patient through the decisional process (Stacey et al., 2008).

Step three in the framework is the evaluation of the decision process and decision
quality. Decision quality is defined by being informed by the best available evidence and a
choice that matches what the informed patient values (O’Connor, Bennett, et al., 2007).

2.2 Rationale for Use of the Conceptual Framework

The success of this model in addressing decisional needs and developing intervention
strategies has been shown in several clinical situations in women’s health, especially in the
area of middle-aged women’s health (Clark, O'Connor, Graham, & Wells, 2003; Cranney et
al., 2002; Dodin, Légaré, Daudelin, Tetroe & O’Connor, 2001; Légaré, O’Connor et al.,
2003; Légaré, Tremblay et al., 2003; O'Connor et al., 1998a; O'Connor, Rostom et al., 1999).
The ODSEF fits well for NHP decisions about managing menopausal symptoms because
women are exposed to an abundance of information of varying quality on NHPs and face
multiple options for which there is no one best option for all women. Therefore, using this
framework will enable a more structured approach for reviewing the literature to address the

needs of women considering NHPs for menopausal symptoms, the available evidence about
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products to support informed decision making, and intervention strategies to facilitate a high
quality decision.
2.3 Search Strategy

A search of the literature from January 1995 to August 2007 was performed using the
following electronic databases: Cochrane database, PUBMED, CINHAL, Allied and
Complementary Medicine Database, Agency for Healthcare Research and Quality, SCOPUS,
EMBASE and the Natural Standard website. Created by clinicians and researchers, the
Natural Standard website is a database of information about Natural health products (Natural
Standard, 2007). Other searches were performed on the Health Canada website and National
Center for Complementary and Alternative Medicine, which are Canadian and American
governing bodies targeting NHPs. The search terms included the key words: decision making
(decision support, patient decision aid), natural health products (alternative therapies,
complementary and alternative medicine/therapies, herbal medicine, herbal plants, medicinal
plants) and menopause (peri-, post-menopause). These key words were input one at a time
and then combined using “and/or”.

Citations included in the review were systematic reviews and any study reporting
original data, available in either English or French. Exclusion criteria were opinions,
editorials and non-systematic reviews, any article not including NHPs and decision support,
NHPs and menopause, and PtDAs and menopause. All article abstracts were then screened
based on the inclusion/exclusion criteria. Data extraction was guided by a standardized tool
based on the ODSF (O’Connor et al., 1998a).

2.4 Findings
Of the 611 citations screened in 20053, 12 studies were retrieved for inclusion in this

review (see Figure 2.2). Of the 12 studies, 4 described the decision support needs of women
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making NHP decisions, 7 focused on the evidence to support use of NHPs for managing
menopausal symptoms, and 1 study evaluated an intervention to support decision making.
Subsequently, a systematic review in 2006 of “factors influencing women’s decision making
regarding NHPs for menopausal symptom relief” involving 625 citations resulted in the same
4 decision support needs studies plus one additional study (Tapp, Légaré, Brouillette, Menard
& Stacey, 2006). Following this, an update of the literature review in 2007 produced two

additional studies focusing on decision support needs of women, resulting in 15 studies.

Figure 2.2: Search Results

Excluded n = 285
n=611 No mention NHP or
PtDA

Duplicates, opinions,
» editorials, non-
systematic reviews

\ 4

n = 326 about NHP
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NHP with DS

! NHP with menopause
n=12 PtDA with menopause

\ 4

Included n =1

< From systematic review
“decision support
needs of women”
performed with Tapp &
n=13 Légaré, 2006
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Updated literature
review 2007
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2.5 Decision Support Needs of Menopausal Women

The first key element of the Ottawa Decision Support Framework is assessing
decisional needs. Table 2.2 summarizes the characteristics of seven studies describing the
decision support needs of menopausal women and table 2.3 describes the decisional needs of
these women including knowledge, clarity of values, support from others, resources for
making decisions, and preferred interventions (Gingrich & Fogel 2003; Légaré et al., 2007,
Ma, Drieling & Stafford, 2006; Richter, Corwin, Rheaume & McKeown, 2001; Seidl &
Stewart, 1998; Suter et al., 2007; Will & Fowles, 2003). All studies used descriptive study
designs with qualitative and/or survey data (see Table 2.2). In7 of 15 studies, women’s
perception of the decision was believed to be influenced by decisional conflict, lack of
knowledge in 7, and unclear values in 2. Inadequate support from others, that interfered with
decision making, included a lack of confidence in health care providers opinions (n=7), need
to exercise desired role (n=7), lack of advice from others (n=6), and undue pressure from
others (n=3) (see Table 2.2). Common resource issues included the lack of credible
information or overwhelming information (n=7), the costs of NHPs (n=4) and lack of
qualified healthcare providers trained in NHPs (n=2). Finally, decision support interventions
that were suggested included offering information (n=7) and having health care providers
communicate openly with women (n=6). Only two studies reported tailoring treatments to

women’s needs and one proposed a PtDA (Légaré et al., 2007).
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2.6 Natural Health Product Evidence to Inform Menopausal Women

Another important element of decision making is being informed about the most
current evidence on options. Table 2.4 summarizes the seven studies which focused on the
use of NHPs during menopause. The five systematic reviews included randomized controlled
trials of NHPs (Huntley & Edzard, 2003, 2004; Kessel & Kronenberg, 2004; Kronenberg &
Fugh-Berman, 2002; Low Dog, 2005). These systematic reviews summarized the evidence
on soy extract (n=4 systematic reviews), black cohosh (n=4), red clover (n=4), dong quai
(n=4), evening primrose seed oil (n=4), ginseng (n=4), vitamin E (n=2), kava (n=2), and
combination products (n=3). Recently published double-blinded randomized controlled trials
(RCTs) evaluated the effect of black cohosh plus St John’s wort in peri- and post-menopausal
women (n=2 RCTs).

Black cohosh is a perennial herb that is used as a popular alternative in relieving
menopausal symptoms; the exact mechanism of action is unknown (Natural Standard, 2007).
Consistently, these systematic reviews and more recent RCTs have found that black cohosh
reduces hot flashes and sweating (Huntiey & Edzard, 2003; Kessel & Kronenberg, 2004,
Kronenberg & Fugh-Berman, 2002; Low Dog, 2005). Although no serious adverse events
were reported in the RCTs, several case reports indicate that black cohosh may be linked to
liver damage (Health Canada, 2006; Low Dog, 2005). Low Dog questioned the validity of
the four case reports involving 5 patients highlighting that “2 of the 5 [patient] cases involved
combination herbal products, 3 cases failed to analyze suspected products for purity and
identification, and 1 case did not report the brand or dose of black cohosh consumed” (Low

Dog, 2005, p.101).
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Compared to placebo, two double blind RCTs found that women who took black
cohosh with St. John wort had significant reduction in hot flashes, sleep disturbances, anxiety
and depression (Chung et al., 2007; Uebelhack et al., 2006). Both groups reported similar
frequencies of gastrointestinal complaints (e.g., bloating, diarrhoea).

Soy is an Asian plant that produces beans containing a substance called Isoflavones
(Phytoestrogens) which are believed to produce estrogenic-like effects in the body and may
be used as a dietary supplement to reduce menopausal hot flashes. The exact action is not
clear (Natural Standard, 2007). Of six RCTs evaluating the use of dietary soy supplements,
four found a significant reduction in hot flashes (Low Dog, 2005). Another systematic review
reported on 10 RCTs of soy in dietary supplements as well as in foods such as flour and
beverages; it only included studies of higher methodological quality based on Jadad score of
3 or greater (Huntley & Edzard, 2004). Of the 10 included RCTs, 4 found soy decreased hot
flashes (Huntley & Edzard, 2004). Although five RCTs reported adverse effects in those who
took soy, such as bloating, constipation, nausea, unpalatable taste, weight gain, and allergies,
four RCT's reported the same adverse events in the control groups. Soy appears to decrease
hot flashes; however, determining specific guidelines for using soy is difficult given that
studies varied in their inclusion criteria, dosage, type and quality of soy used, and how they
measured the outcome (i.e., the number of hot flushes) (Huntley & Edzard, 2004; Low Dog,
2005).

Red clover is a legume that is also rich in phytoestrogens, possessing an estrogenic-
like action that is used to reduce hot flashes (Natural Standard, 2007). Red clover was found
to reduce hot flashes significantly in two smaller studies of 30 women each but results were
equal to placebo in three larger studies (Low Dog, 2005). Low Dog concluded that the results

are contradictory, with lack of data, small sample size, and unclear description of
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methodologies. The systematic review by Huntley and Edzard (2003), however, reported that
results for red clover are promising, particularly in women with more severe symptoms. A
major issue noted by both authors (Low Dog and Huntley) is that most of the studies’,
demonstrated inconsistencies in controlling confounding variables such as isoflavone in
women’s diet, leading to some women ingesting other forms of isoflavonoids. Therefore, it
may prove more difficult to compare these studies considering the confounding variables.

RCTs to evaluate dong quai, evening primrose seed oil, ginseng, vitamin E and other
mixed combinations have not shown them to be successful in treating menopausal symptoms
(Huntley & Edzard, 2003; Kessel & Kronenberg, 2004; Kronenberg & Fugh-Berman, 2002;
Low Dog, 2005). Kava has been banned in Canada and is not considered an option because it
has been linked to serious liver dysfunction (Health Canada, 2002).
2.7 Literature Review Evidence Limitations

In light of the above findings, several limitations were noted in the NHP RCTs. Of
concern were the lack of studies on commonly used products and methodological issues of
the RCT studies such as differing inclusion/exclusion criteria, differing outcome measures as
studies used different scales to measure hot flashes, no clear definition of the sample used
(i.e., menopausal, postmenopausal), and differing product usage (Huntley & Edzard, 2003,
2004; Kronenberg & Fugh-Berman, 2002; Low Dog, 2005). For example, even though red
clover blossoms have been commonly used as a traditional medicine in treatment of
menopausal symptoms for centuries, the clinical trials performed on red clover were of its
semipurified isoflavone state, which may not be representative of red clover’s pure form
(Low Dog, 2005).

Limitations in generalizability were also noted in the black cohosh/St John’s wort

combination studies. The participants in the German RCT were all Caucasian in origin and
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the participants in the Korean study, were all Korean (Chung et al., 2007; Uebelhack et al.,
2006). This may not be representative of a North American population. It is also difficult to
know which NHP, black cohosh or St John’s wort, was responsible for the symptom relief or
if it was a combination of both. Although studies have been performed on black cohosh and
St John’s wort separately, more studies need to be performed. Given the multiple options and
minimal evidence, women are likely to need help in considering their options.

2.8 Interventions to Support Decision Making

Effective decision support strategies for transfer of scientific evidence to women
making health decisions can include PtDAs and/or decision coaching. A Cochrane systematic
review of 55 RCTs verified that patient decision aids can help facilitate the decision making
process, to produce a high quality decision, by decreasing decisional conflict, increasing
knowledge, creating realistic expectations, and improving value congruence with the chosen
option (O'Connor, Bennett et al., 2007). Furthermore, when nurses coached women to clarify
their values associated with their options for benign uterine bleeding, in addition to the PtDA,
the intervention was more cost-effective compared to the PtDA alone or usual care (Kennedy
et al., 2002). Of these 55 RCTs, 9 evaluated the effect of 5 different PtDAs comparing a
simple PtDA or usual care for women considering hormone replacement therapy and none
evaluated the effect of PtDAs on decisions to use NHPs for menopausal symptoms.

Of the five hormone replacement PtDAs, one briefly mentioned herbal remedies as an
option for dealing with hot flashes and discussed the placebo effect of herbal medicines
(Foundation for Informed Medical Decision Making as cited in Murray 2001). Hormone
replacement PtDA’s were studied in 9 RCT’s: in four RCTs, knowledge increased (Dodin et
al., 2001; O'Connor et al., 1998b; Rostom, O'Connor, Tugwell, & Wells, 2002; Rothert et al.,

1997), in three, expectations were more realistic (Dodin, 2001; Mc Bride et al., 2002;
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O’Connor et al., 1998b), in two, value concordance with the options chosen improved
(Dodin, 2001; Holmes Rovner, 1999), and in one study, participants had an increased
perception of feeling informed and clear about their values (Murray et al., 2001). In addition,
Bastian et al. (2002) suggested that a tailored PtDA would be more effective if provided
along with telephone counselling.

A Cochrane inventory of more than 500 decision aids included 10 PtDAs focused on
hormone replacement therapy (Cochrane Inventory, 2004). One of the easily accessible
hormone replacement therapy PtDAs contained a small amount of information on the option
of taking black cohosh to reduce hot flashes (Healthwise, 2006). Out of the 500 PtDAs only 1
PtDA focused solely on NHPs (Légar€ et al. 2007).

2.8.1 Natural Health Product Patient Decision Aid Intervention Pamphlet

This patient decision aid entitled “A decision aid for women considering natural
health products for menopause symptoms” (see Appendix A) is a 13 page pamphlet that
includes evidence-based information on menopause (see Figure 2.3), NHP options and
resources (e.g. websites, books, associations and scientific papers). Using the balance scale
technique, women are asked to identify their options, list the outcome of these options, and

clarify their values by rating the level of importance using a 5 point scale (see Figure 2.4).
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Figure 2.3: Evidence-based Information on NHPs

Step 2. Getting the facts

When learning about the benefits and risks of natural health products that have been used by women during menopause.? it s Important to
knew that the quality of the mformanon vaneaThls quality dﬂpends ah the numbar and types of rasearch studies that have been done.

¢ Common name tlatin)

Black cohosh (rimicifiga mcemesis, Ackies fcaniosa) Soya Soy hispida, Glydne max)
Ative chamital Possblebenefts . Possiblerisks Dase
27 decyoctiin Dactonsos gonaralomencpause ~ Nostudy has reporte s nd 501072 mg ofiseflawonics perday takers by mauh
Dose , | wnplummaidismioniee  hadhits whontaken longer tian Isolated proteln powdarj
1102 mg of 22-deswyacteln hecha e st 50 g 25 =60 mg of isaflavones]
perdlay taken by mouth distirbancas hothashes. IF anoverdoss s takan, ¥ oy Soyflour
Tabiats o pmﬁlmw’éﬁp}mﬁm Gaise Hasa, vomiiting, 45 g {50 p=t0 my of isoflavanes)
}“ﬁ frsgngﬁ:“ o hsart palpitations anchvaqingl. . beadycaedia tiow heart rate),
LD T =1 % ; hardathe taiming sesatingand
27-deswyactaing %nmmfw B8 mo.mh& *Fl;ﬁ'; ;ﬂ?m;lm;m sengan Posslble benefits, Passible nisks
{Jqul.d » ) R —— . Dueabshat Soya doss rothiveany
20 to 4G idrops of a bm'b G Rtxumm% ur mmﬁig Rathstdiate ; knwan Tong-tem tiic
athanol tinchare dally (1:10) ﬁgmn mf ph@mnﬁefmm#mgq i meriopavse. affacts
€2 drops=1 My 37-deoxyacten) oo . ; :
40 to 208wy of drivd thizome ot allrgy m “,' I %" gla:;a? consipation aod
dvidedinsarndldoss @ ga!mmmtwwmﬂzfmw ?ﬁfmﬁmﬂu&?fh&%bm:’; 1 : ‘ "
140 mg=t m 27- deggeactyin - o ol Slepay : o —
Drled root infusion e Gkingedication m‘,mm . Bestrctions arwarning ‘
Tta2 g boifed in 150 mi of water, “ﬁmmmﬁ’m’mﬁ? . Some pavplecan ive o el an alegy oo,
fittered and cooled . 1 o
. e . itmabbecenfused withBlus cohosh mkipﬁi%wﬁ’lm!m}m Anetmtibesdan il
fioses recompmenaly Thedriesh tan ﬁm ! ;qug ﬁmwmmm - - s e e had hirsast ovarian or Uterine cancer.
Harbol Compandiaenf's = Wk etogem.

‘mmmmm;mammammmmunmm Wﬁki@mmﬁﬂmiﬁ@ﬂ@mwf e
andThies domage B tpsmicnge e s dniasona i abty - anlaking 3 bloed thineee sich aswartarin (oumadin®)

i

e A A R R B

Figure 2.4: Values Clarification Worksheet

‘itep 3. Identify the available options

A Take the dedsion you identified In step 1 and, list the options that you are considering.
B. For each of these options, listall of the bonefits and risks.
C. Underine, the benefits and risks that are most Hikely to occur,

For exampie, if the option s to take soya for hot flashes

Option freason ks {r
iexample} {evamplay) teisrnples)
To take soya . decreases ot fashes b ke - there might be side-effects such as
’ naused, constipation, bloating
- dioes not reed a prescription from physicion e - theteisacost
Options T R Dewons o chooeing = Fisks {reasons for svohiing)
#1
#2 E

#3




Evaluation of a Natural...- 21 -

2.9 Overall Summary of Literature Review

Women considering the use of NHPs to manage menopausal symptoms are facing
numerous barriers that interfere with making quality decisions. These barriers include lack of
knowledge and information regarding product options, lack of confidence in their health care
provider’s ability to provide these options, and many NHPs being marketed with variable
evidence to support use (Gingrich & Fogel, 2003; Huntley & Edzard, 2003; Huntley &
Edzard, 2004; Kronenberg & Fugh-Berman, 2002; Légaré et al., 2007; Low Dog, 2005;
Richter et al., 2001; Ma et al., 2006; Seidl & Stewart, 1998; Suter et al., 2007; Will &
Fowles, 2003). NHPs that appear to reduce hot flashes are soy and black cohosh with or
without St John’s wort; however, there is concern that black cohosh may be linked to liver
disease (Chung et al., 2007;Huntley & Edzard, 2003, 2004; Kronenberg & Fugh-Berman,
2002; Low Dog, 2005; Uebelhack et al., 2006). The evidence to support use of these NHPs is
consistent with surveys of NHP use that indicate these are the NHPs most commonly used
(Gollschewski et al, 2004; Mahady et al., 2003). With the numerous barriers to choosing
NHPs, it is not surprising that the decision about whether or not to use NHPs causes
decisional conflict among women. Although PtDAs are effective in improving decision
quality and reducing decisional conflict, there is only one decision aid available for NHPs for

menopause and it requires further evaluation.
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Chapter Three — Methods

In this chapter, the sections used to report the methods followed the guidelines in
Cone and Foster (2003). These sections include the research design, subjects, setting,
independent variable, measures (dependent variables), procedure, ethics, and data analysis.
3.1 Research Design

A guasi-experimental one-group pre-/post-test design was used to evaluate a PtDA for
women considering NHPs for menopausal symptoms. In this study, this type of design was
chosen to be able to examine changes in the dependant variables before and after exposure to
an intervention (the independent variable) (Polit & Beck, 2004). Therefore, the independent
variable was the NHP PtDA and the dependent variables were decisional conflict,
knowledge, choice/preference, and values clarity.
3.2 Subjects

A convenience sample of peri and postmenopausal women, who were considering the
use of NHPs for symptom management, was recruited. As discussed in Chapter 2, peri and
postmenopausal women are the highest users of NHPs and often seek NHPs to control
menopausal symptoms (Gingrich & Fogel 2003; Gollschewski et al., 2003; Keenan et al.,
2003; Légaré et al., 2007; Ma, Drieling & Stafford, 2006; Mahady et al., 2003; Richter et al.,
2001; Seidl & Stewart, 1998; Suter et al., 2007; Will & Fowles, 2003).
3.2.1 Sample Size

The estimated sample size was calculated based on the paired t-test for comparing the
means of the outcome ‘decisional conflict’ measured pre and post decision support. For a
significance level of a = 0.05, power (1 —p) = 0.80, a standard deviation of 0.6, and a
correlation between pre/post scores of 0.25, the sample size was estimated at 23 to detect a

difference of 0.4 in the decisional conflict score, out of a possible score of zero to four. This
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would be considered a medium effect size and one that would be apparent to an intelligent
observer (Cohen, 1988). A clinically important effect size has been observed to be between
0.43 to 0.82 for individuals who make or delay decisions (O'Connor et al., 1998a). The
sample size was increased to 26 for this study to account for possible attrition rates.

3.2.2 Eligibility Criteria

Participants eligible to participate in the study were: a) female; b) aged 45 to 64; ¢)
bothered by menopausal symptoms: d) considering NHPs to relieve menopausal symptoms;
and e) unsure about what choice to make. The rationale for these criteria included that the
PtDA was designed for peri- and post-menopausal women and more specifically, for women
who are unsure about the best option for their situation (Légaré et al., 2007). Given that the
English version of the NHP PtDA was being evaluated, participants also had to be able to
read and speak English.

Women excluded from participating were those who were unsure of the diagnosis for
symptoms they were experiencing. The NHP PtDA focused on symptoms caused by
menopause and some menopausal symptoms such as night sweats, fatigue, and heart
palpitations can be indicative of other underlying issues such as heart disease (Society of
Obstetricians and Gynaecologists of Canada, 2006). Also, to avoid potential conflicts of
interest, the participant could not be an owner or manager of a natural health food store,
pharmaceutical company, or medical clinic.

3.3 Setting

Recruitment of participants occurred through the menopausal information sessions
provided at The Ottawa Hospital, at the Women’s Health Centre, and through word of mouth.
The Women’s Health Centre is part of the Riverside campus of The Ottawa Hospital in

Ottawa, Ontario, Canada. This site was selected because the Women’s Health Centre has a
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menopausal clinic and offers bi-monthly menopause information sessions to the public (The
Ottawa Hospital, 2008). At their menopause information nights, the researcher distributed
invitational posters and presented a five-minute power point presentation about the study.
The health care team within the menopause clinic also distributed the flyers (see Appendix
B). After the presentation, interested participants were screened by the researcher for
eligibility using a standard form (see Appendix C). Once participants agreed to be contacted
by the researcher, the individual meetings were conducted at a location convenient to the
participants (e.g. their home, coffee shop, office) and on the telephone.
3.4 Independent Variable (the NHP PtDA Intervention)

The independent variable was the NHP PtDA intervention, entitled “A decision aid
for women considering natural health products for menopause symptoms” (see Appendix A).
The NHP PtDA includes interactive pages that guide women, who are considering NHPs for
menopausal symptom management, through a six step decision making process. The steps for
decision making help women to: a) be clear about the decision they are trying to make; b)
explore their knowledge by getting the facts; c) identify available options; d) clarify their
values with the option to use/not use NHPs; ¢) consider their role preference in decision
making and identify their support system; and f) develop an action plan for taking the next
steps in the decision making process. This PIDA was developed by a Canadian-based
consortium using the ODSF and is congruent with the criteria set by the International Patient
Decision Aid Standards (Légar€ et al. 2007). The consortium conducted a pilot test of this
PtDA on 11 francophone women, and concluded that 9 women found the presentation and

the usefulness of the decision aid to be good to excellent (Légaré et al. 2007).
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3.5 Measures (Variables)
3.5.1 Measurement Tools/Instruments

The primary dependent variable was decisional conflict which was measured using
the Decisional Conflict Scale. Secondary variables included knowledge, strength of values,
and choice preference, decision uptake, intention to discuss NHPs with health care providers,
acceptability of the decision aid, satisfaction with the preparation for decision making, and
intention to use the decision aid in the future. The participant’s knowledge (i.e., awareness of
NHP options, and outcomes) was measured using a knowledge test. Strength of values (i.e.,
personal importance of option outcomes) was measured using a values clarity questionnaire.
Choice preference (i.e., inclination to choose one NHP option versus another) was measured
using the Choice Predisposition Scale. The remaining variables were measured using the
uptake of the decision questionnaire, Intention to Discuss Use of NHPs Scale, acceptability
survey, Preparation for Decision Making Scale, and Future Use of Patient Decision Aid
Scale. These dependent variables were chosen based on the ODSF, the international patient
decision aid standards (Elwyn), and common outcomes used in previous studies of decision
aids (O'Connor, Bennett ct al., 2007). For example, according to the ODSF, decisional
conflict is hypothesized to improve after participants are exposed to counselling, decision
support tools such as decision aids, and/or decision coaching (O’ Connor, 2000; O'Connor,
Bennett et al., 2007). Furthermore, the OSDF and the international standards define decision
quality as being informed and values-based. Therefore to determine the impact of the
intervention on decision quality, knowledge, clarity of values, and choice are examined.
Instruments for these outcomes were chosen based on their previous psychometric testing. To
be able to enhance generalizability of the findings, socio-demographic characteristics of

participants were collected along with the severity of their menopausal symptoms using a
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Menopausal Rating Scale. Figure 3.1 indicates the outcome measures used at different points

within the ODSF.

Figure 3.1: The Ottawa Decision Support Framework with Study Outcome Measures
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3.5.2 Decisional Conflict

Decisional conflict was measured using the Decisional Conflict Scale; a 16-item scale
with five subscales: uncertainty of choosing the best option, informed about the options,
values clarity, support, and effective decision making (O’Connor, 1995), (see Appendix D).
It uses a five point Likert scale rating from 1 (strongly agree = low decisional conflict) to 5
(strongly disagree = high decisional conflict). Total decisional conflict score was calculated
by summing up 16 items and then dividing the scores by 16 then subtracting 1. Scores were
subsequently standardized to produce scores out 100 by multiplying by 25, where zero
indicates no decisional conflict (i.e. in other words, high certainty about the best choice) and
100 extreme decisional conflict, high uncertainty about the best choice. The test-retest and
alpha coefficients for this measure exceed 0.78 (O’Connor, 1995). The measure is sensitive
to change in pre-/post-test studies of decision support interventions (Drake, O'Connor, Surh,
Hunter, & Engler-Todd, 1999; Fiset et al., 2000; O'Connor et al., 1998a) and is able to
discriminate between different decision support interventions (Man-Son-Hing et al., 1999;
O'Connor et al., 1998b).
3.5.3 Knowledge of Natural Health Products

The participant’s knowledge was assessed using a 10-item questionnaire about
menopause, NHPs and the benefits and risks of using NHPs for menopausal symptoms (see
Appendix E). The responses to the statements were true, false, or unsure. Questions answered
falsely or unsure were marked as incorrect. The total possible scores range from zero to 10
and each correct answer was multiplied by 10 and then summed to produce a score out of
100. The content validity of the questions was assessed by an expert panel that included
physicians specializing in women’s health, experts in decision aids and a credentialed

menopause educator employed as an advanced practice nurse (APN). The knowledge test
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was in line with what experts thought a woman needed to know to make an informed choice.
Knowledge tests of similar format used in other decision aid studies, were sensitive to change
in knowledge, had good internal consistency and were able to discriminate between
interventions (Cranney et al., 2002; Drake et al., 1999; Fiset et al., 2000; O'Connor et al.,
1998a; Stacey, O’Connor, DeGrasse & Verma, 2003).
3.5.4 Values Clarity

Values clarity was assessed by a five-item questionnaire that elicits how important it
is to the participant to make the decision to choose NHPs (See Appendix F). The numbers on
the scale range from “0”, not at all important to “10” extremely important. Test-retest
coefficients using this type of questionnaire ranged from 0.79 to 0.91 and when measuring
the strength of values associated with the outcomes of options, the measures explain and
discriminate between those making different decisions (O’Connor et. al., 1994; O'Connor et
al., 1998b). This 5- item questionnaire has been used in several different clinical applications
including women’s issues surrounding HRT (Dodin et al., 2001; O’Connor, 1999; O’ Connor
et. al., 1994; O'Connor et al., 1998a; O'Connor et al., 1998b).
3.5.5 Choice/Preference

Choice/preference was measured using the predisposition scale which is a 15-point
scale anchored by not taking any NHPs on one end and taking NHPs on the other, with
unsure in the middle (See Appendix G). The scale was then converted to yes, leaning towards
NHPs (1-5), unsure (6-10) and no (11-15). The scale is sensitive to change and discriminates
between the undecided category and those who have made a decision, exceeding a test-retest

reliability coefficient of 0.90 (O’Connor et al., 1994).
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3.5.6 Natural Health Product Patient Decision Aid Acceptability

Given that this was the first evaluation of the English version of the PtDA, it was
deemed important to obtain feedback from participants on its acceptability and suggestions
for improvement. Acceptability was measured using six closed and three open-ended
questions (see Appendix H). The open-ended questions asked the participant what they liked
or did not like about the decision aid, and elicited further comments. Feedback on the
amount, length, clarity, helpfulness, balanced presentation of information, and whether or not
they would recommend it to others was obtained from the closed-ended questions. These
questions were based on a questionnaire evaluating the acceptability of the decision support
programs produced by the Foundation for Informed Medical Decision Making (Barry,
Fowler, Mulley, Henderson & Wennberg, 1995).
3.5.7 Satisfaction with the Decision Making Process

Satisfaction with the decision making process was measured using the Preparation for
Decision Making scale (see Appendix I). This scale assesses an individual’s perception of
how useful a decision aid was in helping individuals to make a health decision and preparing
them to discuss it with their health care provider. This scale consists of ten questions rated on
a five-point scale with a total score ranging from zero to 100. A “1” on the scale is not at all
and a “5” is a great deal. This scale has a high internal consistency, alpha coefficients range
from .92 to .94. This scale has been shown to discriminate significantly between different
decision support interventions (O’Connor, 2000 & Stacey et al., 2003).
3.5.8 Intention to Discuss Use of Natural Health Products with Health Care Providers &
Future Use of Patient Decision Aid

The intention to discuss the use of NHPs and future use of the NHP PtDA was

measured using six items with response categories on a 7-point response scale from “-3” not
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very useful to “+3” very useful (see Appendix J). This tool measures the participant’s
behavioural intention to disclose use of NHPs to their physicians or pharmacist and use the
PtDA for future decision making. This tool is based on the theory of planned behaviour that
is well known through its previous application to the study of health professionals’
behaviours (Ajzen, 1988; Gagnon, 2003; Godin, 1996; Légaré et al. 2003; Liabsuetrakul,
2003; Millstein, 1996). This theory postulates that when the individual has some control over
a situation, intention is the immediate determinant of behaviour (Ajzen, 1988).
3.5.9 Demographic Questionnaire

The demographic questionnaire consisted mostly of closed ended questions. Data was
collected on participant’s personal characteristics and relevant medical history (see Appendix
K).
3.5.10 Menopause Symptom Distress

The Menopause rating scale is an 11-item scale with a five-point rating score (see
Appendix L). It describes the perceived severity of symptoms ranging from “0” none to “4”
very severe. The total score of all items are grouped as no or few symptoms (0-4), slight
symptoms (5-8), moderate symptoms (9-16) and severe symptoms (17-44) (Schneider et al.,
2000a). Each symptom item is categorized under one of three subscales. These are
psychological symptoms, somato-vegetative symptoms and urogenital symptoms
(Heinemann et al., 2004). The scale is internally consistent as measured by Cronbach's
Alpha, where the coefficients varied between 0.6 and 0.9 across countries for the total score
as well as the three subscales (Schneider et al., 2000b).
3.5.11 Uptake of the Decision

A single question was used to elicit uptake of the decision. Although intention is a

predictor of behaviour change, a more rigorous measure is to access the actual behaviour
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(Ajzen, 2001). The question asked “What are you currently doing to control your menopausal
symptoms?” (see Appendix M).
3.6 Procedure
3.6.1 Data Collection
Data was collected by the researcher primarily using self-administered questionnaires during
in-person meetings and one telephone interview 2 months after using the decision aid. In
person meetings allowed the researcher to establish a rapport, obtain consent, and be
available to answer any questions that the participant might have had about the study (Polit &
Beck, 2004). The personal approach of presenting questionnaires can also have a positive
effect on the proportion of items completed. Self- administered questionnaires were used
because there were numerous questionnaires to complete; completing questionnaires
themselves required less time from the participants’ schedule, as compared to being asked
each question by the researcher (Polit & Beck, 2004). A telephone interview was performed
for the final contact with the participant because it was the most convenient and only one
question was asked (Polit & Beck, 2004).
3.6.2 Data Collection Procedure

The data collection procedure occurred at three points during the study. The measures
were taken: 1) at baseline; 2) 2 weeks after receiving the decision aid; and 3) 2 months later.
Table 3.1 explicitly details the measures, measurement tools used to assess the dependent

variables, and the timing of the data collection.
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Table 3.1: Data Collection Procedure

Measures (Dependent Measurement Tools Baseline | 2 Weeks | 2 Months
Variables)

Decisional Conflict | -Decisional Conflict Scale X X -
Decision Quality ’
. know]edge -Knowledge Test X X -
e Values -Values Clarity Questionnaire X X -
e Choice/Preference -Choice Predisposition Scale X X -
. Acceptability | -Acceptability Survey - X -
e Satisfaction -Preparation for Decision - X -
Making Scale
e Intention -Intention to Discuss Use of - X -
Natural Health Products &
Future Use of Patient Decision
Aid scale
Decigsion Upfake ™ | - Single Question - - X
Participant Characteristics | -Demographic Questionnaire X - -

-Menopause Rating Scale

After eligibility was confirmed using the standardized form (Appendix C), the
researcher set up an appointment to conduct the baseline in-person meeting. At this visit, the
researcher explained the study in more detail and obtained written informed consent using the
consent approved by The Ottawa Hospital and the University of Ottawa Research Ethics
Board, Ontario, Canada (see Appendix N). Baseline data was collected using self-
administered questionnaires. The researcher was available to answer questions as needed. At
the end of the session, the researcher collected all the questionnaires and did not provide any
answers or comments on their response to the knowledge questions. The researcher provided
an over-view of each page of the PtDA; highlighting the six-step process, available resources,

and instructions for completing the values clarification exercise. This was done to introduce
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the participant to the PtDA and to answer any questions. The participant was given a copy of
the NHP PtDA, asked to read through it more thoroughly, consider their options, and
complete the values clarifications exercise contained within the PtDA, prior to their second
visit. The second visit was arranged at this time.

At the in-person visit scheduled two-weeks later, the researcher asked the participant
if she had read through the PtDA and if she had any additional questions. Participants
subsequently completed the self-administered questionnaires (see Table 3.1). All
questionnaires were collected by the researcher and incorrect answers to the knowledge test
questions were discussed at this time (without making changes to the participants’
responses). The two week time period was chosen to allow the participant time to read and
complete the PtDA. Furthermore, given that several of the measures used at baseline were
being repeated, a two-week interval has been found to provide temporal stability of similar
measures (Cone & Foster, 2003).

In a telephone call by the researcher 2 months later, participants were assessed to
determine whether they had implemented their choice (uptake of the decision) (see Appendix
L). Given that intention to change is not always consistent with actual behaviour change
(Ajzen, 2001), calls at 2 months were planned to determine if the decision had been
implemented.

During this study, Health Canada published an advisory linking black cohosh to liver
damage. The researcher contacted all participants who had received the decision aid and
informed them of the advisory and they were instructed to check the Health Canada website
for more details. The developers of the NHP PtDA were also notified and an insert was made

in the PtDA stating, “Please check with Health Canada Advisory regarding the possible link
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between black cohosh and liver damage, http://www.hc-sc.gc.ca/dhp-mps/advisories-

avis/index_e.html” (see Appendix A, p. 84).

3.7 Ethics

In accordance with the University of Ottawa research ethics guidelines, ethical
approval for the study was obtained by both The Ottawa Hospital (protocol # - 2006462-
01H) and the University of Ottawa Research Ethics board (protocol # H08-06-12) (Faculty of
Graduate & Postdoctoral Studies, 2006).

To protect confidentiality of participant’s data, all data is stored in a locked cabinet,
in a secured office at the Ottawa Health Research Institute, and is accessible only to members
of the research team. To maintain confidentiality, participants were assigned identifying
numbers, and questionnaires/ documents were identified with these numbers. As per the
ethics protocol, data will be destroyed 15 years after completion of the study.

3.8 Data Analysis

The Statistical Package for the Social Sciences (SPSS 14.0) was used for data
analysis. Quantitative data was numerically coded and entered into Excel and then transferred
into SPSS by the researcher. All of the data entered into Excel was compared to the
questionnaires for inconsistencies. In addition, data transferred into the SPSS file was audited
by randomly selecting questions and verifying accuracy of data entry. Interval level data was
tested for distribution using the Kolmogorov-Smirnov test and found to be normally
distributed thus the mean was chosen as the measure of central tendency. A paired t-test was
used to test for change in the interval scales (decisional conflict scores, knowledge scores),
and Wilcoxon Matched-Pairs Signed Ranks test for change in discrete measures
(choice/preference) from baseline to post intervention. Descriptive analysis was used for the

values clarity questionnaire to explore participants’ values surrounding NHPs. Descriptive
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analysis was also used for the acceptability survey, satisfaction questionnaires and intention
to use the PtDA, to explore the influence of the PtDA and whether it helped the participant in
making a decision. Finally, to report the characteristics of the participants, descriptive

analysis was used for the menopause rating scale and demographic questionnaire.
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Chapter Four — Results

Chapter four reports the findings of the evaluation of a NHP patient decision aid.

4.1 Characteristics of Sample |

From September 2006 to February 2007, 30 participants volunteered for the study and 24
were eligible. Three did not meet the age criteria, two were on hormone replacement therapy, and
one had symptoms but was unsure of the diagnosis. From all of the surveys, one post
Choice/Preference questionnaire was not completed and one Preparation for Decision Making

questionnaire was illegible and therefore could not be included (see Figure 4.1).

Figure 4.1: Recruitment and Completion Rates

~150 invited to participate by
research nurse (120 at public
session and 30 by word of
mouth)

A 4
30 agreed to participate

6 not eligible

24 consented, completed
baseline survey and
reviewed decision aid

l

*24 completed 2" survey

Y

24 completed 2-month
follow up call

*missing data on 2 questionnaires
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On average, participants were 50-59 years of age, Caucasian, married and well-
educated (see Table 4.1). Of the 10 postmenopausal women, 8 had their onset of menopause
occur naturally between 50 to 55 years of age and in 2, menopause was surgically induced.
The participants scored an average of 15.7 on the Menopause Rating Scale indicating
moderate symptoms. The most commonly reported mild to severe symptoms were; sleep
problems (n=23), hot flushes (n=22), irritability (n=22), anxiety (n=22) and mental and
physical exhaustion (n=21) (see Table 4.2).

Table 4.1: Demographic Characteristic of Participants (N=24)

Demographic characteristics Frequency (%)
Age (in years)
45-49 10 (41.6)
50-59 13 (54.2)
60-64 1 (4.2)
Marital Status:
Married, common law 19 (79.2)
Divorced, separated 4 (16.7)
Single 1 (4.1)
Primary Language Spoken:
English 19 (79.2)
French 4 (16.7)
Both 1(4.1)
Primary Language Read:
English 21(87.5)
French 1(4.2)
Both 2(8.3)
Highest level of Education:
Some High school or less 0
High school diploma 2 (8.3)
Trade certificate/diploma 8 (33.3)
University 14 (58.4)
Relevant History:
Hysterectomy 4 (16.7)
HRT (ever taken) 7 (29.3)
Menopausal Symptoms
0-4 no or few symptoms 0
5-8 slight symptoms 3(12.5)
9-16 moderate symptoms 12 (50.0)
17-44 severe symptoms 9 (37.5)
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Table 4.2: Menopause Rating Scale Results (N=24)

Symptoms Frequency Symptom
present (%)

Sleep problems (difficulty in falling asleep, difficulty in sleeping 23 (96)
through, waking up early)
Hot flushes, sweating (episodes of sweating) 22 (92)
Irritability (feeling nervous, inner tension, feeling aggressive) 22 (92)
Anxiety (inner restlessness, feeling panicky) 22 (92)
Physical and mental exhaustion (general decrease in performance, 21 (88)
impaired memory, decrease in concentration, forgetfulness)
Depressive mood (feeling down, sad, on the verge of tears, lack 20 (83)
of drive, mood swings)
Sexual problems (change in sexual desire, in sexual activity and 19 (79)
satisfaction)
Joint and muscular discomfort (pain in the joints, rheumatoid 17 (71)
complaints)
Bladder problems (difficulty in urinating, increased need to 15 (63)
urinate, bladder incontinence)
Heart discomfort (unusual awareness of heartbeat, heart skipping, 13 (54)
heart racing, tightness)
Dryness of vagina or, difficulty with sexual intercourse 10 (42)

4.2 Changes in Decisional Conflict and Modifiable Factors
After using the NHP PtDA, participants’ decisional conflict scores declined from a

mean total decisional conflict score of 63% (95% CI 57, 68) pre to 24% (95% CI 17, 31) post
(p<0.001). All subscale scores (uncertainty, informed, values, support, effective decision
making) decreased post decision aid (see Table 4.3). The informed subscale showed the
greatest reduction in score from78% (95% CI 71, 86) to 21% (95% CI 15, 28) with item 3 “I
know the risks and side effects of each option” causing the highest decisional conflict, of

84% of participants at baseline.
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4.3 Knowledge

Knowledge scores increased from 76.25% (95% CI 69.45, 83.05) at baseline to
87.02%, (95% CI 83.05,91.11) post decision aid intervention (p=0.001). Pre and post, the
response to the question “Health Canada regulates natural health products” received the
fewest correct responses. For the question about side effects of NHPs, all respondents

answered correctly (see Figure 4.2).

Figure 4.2: Change in Knowledge Scores after Decision Aid Intervention (N=24)
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4.4 Preference

Of 24 participants, 10 (42%) were unsure of their preference at baseline compared to
3 (12.5%) post decision aid (see Table 4.4). At the 2-month follow-up, all of the women had
made the decision whether or not to use NHPs (see Table 4.5 & 4.6). Of these 24 women at
the 2-month follow-up, 9 were using NHPs to control menopause symptoms, 8 chose to use
nothing to control symptoms, 5 stated that symptoms had decreased and felt no need to use
anything. Two had started using hormone replacement therapy and both participants
indicated that they were still looking into using NHPs in the future after being weaned off
their hormone replacement therapy.

Table 4.4: Preference Before and After Decision Aid Intervention

Before Decision After Decision aid
aid (n=24)
Yes NHP Unsure No NHP
(n=15) (n=3) (n=5)
Yes NHP (n=10) 7 (47%) 1 (33%) 1 (20%)
Unsure (n=10) 5 (33%) 2 (67%) 3 (60%)
No NHP (n=4) 3 (20%) 0 1(20%)

Wilcoxon Signed ranks test z = -2.422 (p=0.015)

Table 4.5: Preference Before and 2 Months Post Decision Aid

Before Decision | Two-months after Decision aid

aid (n=24) Yes NHP Unsure No NHP
(n=9) (n=0) (n=15)

Yes NHP (n=10) 6 (67%) 0 4 (27%)

Unsure (n=10) 2 (22%) 0 8 (53%)

No NHP (n=4) 1(11%) 0 3 (20%)

Wilcoxon Signed ranks test z = -2.209 2months post decision aid (p=0.027)

Table 4.6: Preference

Before Decision aid (n=24) Two-months after Decision aid
Decided Undecided
(n=24) (n=0)
Decided (n=14) 14 (58%) 0
Undecided (n=10) 10 (42%) 0

Wilcoxon Signed ranks test z =-3.317 (p=0.001)
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4.5 Values Concordance

Post decision aid, a trend was noted as 12 of the 15 women that chose a NHP (80%)

rated the importance of the non-chemical aspect highly compared to 3 of 5 women (60%)

who chose not to use a NHP (p=.766) (see Figure 4.3). Of 15 women that chose a NHP 4
(27%) placed importance on the cost of the products compared to 3 of 5 women (60%) that
chose not to use a NHP (p=.417). All women found scientific facts and dangers associated

with NHPs to be of importance.

Figure 4.3: Value Concordance with Option Chosen

B Tuking NHP (n=15)
No NHP (1=5)
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4.6 Acceptability of the Natural Health Product Patient Decision Aid

All 24 women rated the decision aid as clear and helpful in making a decision, and
would recommend it to others (see Table 4.7). Eighteen (75%) rated it as a balanced
presentation of options and 6 rated it as slanted toward taking a NHP. For those women who
found the PtDA too slanted, one requested hormone replacement therapy be included and
another stated that soy was favoured and other therapies such as counselling should be
explored.

Table 4.7: Acceptability of the Decision Aid

Participants Rating Of Decision Aid Frequency
(N=24)
Clarity of the information in the workbook
Everything was clear 15
Most things were clear 9
Some things were clear 0
Many things were unclear
Helpfulness of workbook in helping to make a decision
Very helpful 11
Somewhat helpful 10
A little helpful 3
Not helpful 0
Recommendation of workbook to others
definitely recommend it 10
probably recommend it 14
probably not recommend it
definitely not recommend it 0
Length of workbook
Much too long 0
A little too long 2
Just about right 18
Should have been a little longer 4
Should of have been much longer 0
Balance and fairness of the workbook
Clearly slanted to taking a Natural health product 2
A little slanted to taking a Natural health product 4
Completely balanced 18
A little slanted to taking no Natural health product 0
Clearly slanted to taking no Natural health product 0
Amount of information
Much less than I needed 1
Little less than I needed 7
About the right amount of information 12
A little more information than I needed 2
A lot more information than I needed 2
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Of the 24 women, 8 indicated that the amount of information was less than needed
and 4 rated it as more than needed. For those who wanted more information, suggestions
included adding a detailed list on the specific side effects and possible interactions of NHPs
with other medications and another woman suggested adding contact information for
credible, experienced professionals to whom one could address further questions. When
asked what they liked most about the PtDA, participants stated the “flow of the decision
making process, internet sites and references [improved knowledge of resources], awareness
that family doctor & pharmacist should get involved in your decision” and “clear and
concise”. In addition, 4 of the 24 women stated that they shared the NHP PtDA with their
physicians prior to the second visit with the researcher.

4.7 Usefulness of the Decision Aid

Of the 23 participants, 17 (74%) indicated that the PtDA prepared them for decision
making by helping them to organize their thoughts, think about the pros and cons of each
option, and consider which ones were most important (see Table 4.8). The 3 items that
ranked lowest were, helping to recognize that a decision needs to be made, identifying
questions to ask the doctor, and preparation for the doctor’s visit. The total mean score for
the intention to use the PtDA was 1.58 (SD 1.44) and for the intention to discuss use of NHPs
with healthcare providers was 1.73 (SD 1.70). A score of one or more refers to a positive

intention (see Table 4.9).
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Table 4.8: Preparation for Decision Making Scale (N=23)

Use of Natural Health Product Patient | Not at | A little | Some | Quite a A

Decision Aid: all what bit great
deal
Helped you recognize that a decision 3 2 3 12 3

needs to be made

Prepared you to make a better decision 0 2 5 10 6

Helped you think about the pros and 0 3 3 10 7
cons of each option

Helped you think about which pros and 2 1 3 11 6
cons are most important

Helped you know that the decision 1 1 5 6 9
depends on what matters most

Helped you organize thoughts about 1 1 4 11 6
the decision

Helped you think about how involved 4 0 3 11 5

you want to be in this decision

Helped you identify questions you want 3 2 2 10 6
to ask the doctor

Prepared you to talk to the doctor about 4 0 4 7 8

what matters most to you

Prepared you for a follow-up visit with 4 2 4 8 5
the doctor
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Table 4.9: Summary of Intention to Use Decision Aid and Discuss NHP Use

Intention to Use Decision Aid & Discuss Options with Health Item Mean
Care Provider:

Usefulness of the information booklet 1.71
Estimate the chances of using the intervention booklet in 1.75
making a decision about using natural health products

Intention to use the information booklet again for future 1.29

decision making

- se e 1.58 (1.44)
Usefulness of discussing natural health products use with the 1.79
doctor or pharmacist
Estimate the chances of discussing natural health products use 1.63
with the doctor or pharmacist
Intention to discuss use of natural health with the doctor or 1.79
pharmacist

t A ,‘ 1.73 (1.70)

Scale scored from -3(negative intention) to +3 (positive intention)

4.8 Summary of Results

In summary, using the PtDA decreased menopausal women’s decisional conflict and
improved decision quality by increasing their knowledge, and helping those who were
uncertain make a decision. The PtDA was found to be an acceptable and useful tool for
helping women prepare for discussion with their health care providers. As well, suggestions
for improvements to the PtDA were noted. Women wanted more information included on

other therapies, detailed side effects, interactions with other medications and a contact list of

credible health care providers. Nevertheless, most women would refer to it for future decision

making.
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Chapter Five - Discussion

The purpose of this chapter is to integrate the findings from the literature review and
the results of the quasi-experimental study to evaluate a NHP PtDA. Implications for nursing
practice, education and research -will also be discussed.

This is the first known study to evaluate an English PtDA focused on the NHPs for
menopausal symptoms. Consistent with other studies of PtDAs, this study found that women
who used the PtDA had decreased decisional conflict, increased knowledge of NHPs and it
assisted the undecided to make a decision (Dodin 2001; Murray et al., 2001; O'Connor et al.,
1998b; Rothert et al., 1997; Rostom, O'Connor et al., 2002). Women also found the PtDA to
be balanced in its presentation of the NHP options and wanted to consult their physician in
making a decision.

5.1 Decisional Conflict

The magnitude of the reduction in total decisional conflict of 39 points observed in
this study (from 63% to 24%) is clinically significant. According to O’Connor (1998a), at a
score of 25% or lower, participants are more likely to make a choice. Furthermore, women
with lower levels of decisional conflict are more likely to be satisfied with their decision and
not likely to feel regret (Sun, 2004). Compared to RCTs of PtDAs, this pre-/post-test study
found larger decreases in decisional conflict (O’Connor, Bennette et al., 2007). The larger
reduction may be a result of the PtDA helping women address factors influencing their
decisional conflict such as feeling more informed and clearer about their values or there may
be other reasons for the reduction. For example, the PtDA may have sensitized women to the
NHP decision and as a result, women may have explored other information sources (e.g.,
websites provided within the PtDA; spoken to others). A decisional needs assessment of

women making decisions about using NHPs found that their most common source of
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information was other women (Légaré et al., 2007). In addition, the larger difference may be
related to the study design, as there were no control groups for comparison.
5.2 Knowledge

Although women’s knowledge scores at baseline were high (76%), there was an 11
point improvement in their knowledge score after using the PtDA (87%). This improvement
is consistent with that observed in the Cochrane review of PtDAs that found improvements
ranging from 4.6 to 15.2 (O’Connor, Bennett et al., 2007). The effects on knowledge were
also evidenced by women’s improved perception of their knowledge on the uninformed
subscale of the Decisional Conflict Scale and qualitative feedback indicating that the NHP
PtDA improved their knowledge of resources for accessing evidence-based information on
NHPs. Aside from websites, other resources such as journal articles, books and associations
were listed in the PtDA for the women to access additional information on NHPs. Other
studies have found that common information resource issues included the lack of credible
information or overwhelming information (Gingrich & Fogel 2003; Légaré et al., 2007;
Richter et al., 2001; Ma et al., 2006; Seidl & Stewart, 1998; Suter et al., 2007; Will &
Fowles, 2003).

One reason for the high baseline knowledge test scores could have been the high
education levels of the women who participated (92% had postsecondary education);
however, only about half of the women who used the PtDA were aware that Health Canada
regulates NHPs. This raises the question about whether Health Canada and/or the NHP PtDA
adequately informed the women on NHP regulations and/or whether or not this is an
important issue for women to be aware of. In a needs assessment of 40 menopausal women,

it was found that women wanted Health Canada to be involved in regulating NHPs (Légaré et
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al., 2007). Thus it is important to investigate further why the message is not clear regarding
NHP regulations.

Another common measure of ‘informed” decision making is realistic expectations of
outcomes of options (O’Connor, Bennett et al., 2007), however, this PtDA did not include
probabilities for outcomes of NHP options only a narrative discussion of potential benefits
and risks of two different NHP options (e.g., soy, black cohosh). Current literature on use of
NHPs for menopausal symptoms is limited and as a result, it is difficult to obtain adequate
evidence to be able to include these probabilities.

5.3 Values-Choice Concordance

In addition to being informed, decision quality requires concordance between the
option chosen and patients’ values (Elwyn et al., 2006, Ratcliff et al., 1999). Of the five
values statements, two appeared to indicate differences by group. Compared to women who
chose not to take NHPs in this study, women choosing NHPs appeared to be more likely to
value the non-chemical aspect and less likely to rate cost as important. An RCT in Quebec
also found that women valuing the non-chemical aspect of NHPs chose NHPs as an option
(Legare, Dodin, Stacey, LeBlanc & Tapp, 2008). In the literature, four studies reported that
women considered the cost of NHPs when making their decision (Gingrich & Fogel, 2004;
Légaré et al., 2007; Seidl & Stewart, 1998; Suter et al., 2007). NHPs are not covered by most
insurance plans and can be costly (Gingrich & Fogel 2004; Légaré et al., 2007). Women in
our study who chose not to take NHPs for symptom relief were more likely to rate cost as
important in their decision.

Another consideration for the similarities and differences between groups on the
values statements is the responsiveness of the statements to different preferences. For

example, women in both groups valued the need for scientific evidence on NHPs, were
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concerned about potential dangers of NHPs, and rated product accessibility as important. A
previous needs assessment also indicated that women were concerned about the lack of
evidence and potential dangers of NHPs (Légaré et al., 2007). However, these value
statements may have been too broad or general such that all women would be likely to rate
them as important. In the future, the measure of values could be modified to include values
statements that are more specific to a set of options and their outcomes rather than broader
statements about NHP use. For example, specific value statements related to soy could ask
women to rate the importance of easy access, decreased hot flashes or side effects such as
constipation.

The ability to determine values-choice concordance depends on the clarity of
women’s values and the types of values statements being rﬁeasured. The NHP PtDA, used in
this study, included a balance scale approach to explicitly clarify women’s values for the
outcomes of the available options. Previous trials that measured values concordance found
that PtDAs with explicit values clarification were superior to those in which values
clarification was implicit (Dodin et al., 2001; Holmes-Rovner et al., 1999). Unlike these
PtDAs, the balance scale in this decision aid required that women identify the specific
decision they were considering, list the benefits and harms, and then rate the importance of
each of these potential outcomes. Although, the decision aid was not collected from the
women to determine completeness of the values clarification exercise, most women said they
completed it and their perception of values clarity measured using the Decisional Conflict
Scale indicated improved values clarity from baseline to post PtDA.

5.4 Patient Decision Aid Elements
Higher quality PtDAs are those that have been pilot tested with users, found to have

balanced presentation of options, and include a range of options (Elwyn et al., 2006). The
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majority of women in our study (75%) found the NHP PtDA to be completely balanced
although some thought it was slanted towards taking a NHP. These findings are comparable
to other trials that found 74% to 79% of patients rated PtDAs as having a balanced
presentation of information (O’Connor, Llewellyn-Thomas & Stacey, 2005). Of the six
women who thought the PtDA was slanted toward taking NHP, three were leaning towards
NHPs at baseline and three were unsure. Barry (1995) found that men with benign prostatic
hyperplasia who thought the PtDA was slanted were also leaning in the same direction as the
slant post PtDA. Another reason the women may have felt it was slanted toward taking NHPs
was that the PtDA only focused on the decision to use NHPs.

Although the decision that was at the center of this PtDA was “to use NHPs for
menopausal symptoms or not” a different decision, focused on specific options to manage
symptoms, could have been considered. A more inclusive PtDA could have also presented J
other options for managing menopausal symptoms such as hormone replacement therapy and
lifestyle changes (e.g. exercise, nutrition, and behaviour modification). After publication of
the results of the Women’s Health Initiative in 2002, most PtDAs on hormone replacement
therapy were not updated and were pulled from circulation (O’Connor, Wenneberg et al.,
2007).

5.5 Support with Decision Making

After using the NHP PtDA, women felt more supported in their decision making as
evidenced on the support subscale of the Decisional Conflict scale (77%). Most women
(88%) intended to discuss their choice with either a pharmacist or their physician. Although
no direct question was asked regarding perception of support from health care providers in
this study, some women did say they shared the PtDA with their physician prior to their

second visit. PtDAs are intended to be used as adjuncts to practitioner counselling and
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previous studies indicated that women want support from health care providers (Gingrich &
Fogel, 2004; Légaré et al., 2007; Richter et al., 2001; Ma et al., 2006; Seidl & Stewart, 1998;
Suter et al., 2007; Will & Fowles, 2003). Women also identified communication barriers that
interfered with discussing NHP decisions with their health care professionals.

In a study to identify women’s decision making needs related to NHPs, women
identified that practitioners were not open to discussing NHPs (Légaré et al., 2007). Other
studies measuring the quality of practitioners’ counselling have found that they focus
primarily on information giving without adequately exploring patients’ values/concerns
(Elwyn et al., 1999; Guimond et al 2003; Stacey et al., 2005). Without support from health
care providers, women are more likely to rely on family, friends, media, and the Internet for
information. Relying on these sources can increase the possibility that these women are
receiving information that may be biased and not evidence-based (Gingrich & Fogel, 2003;
Health Canada, 2005; Pettigrew et al., 2004; Will & Fowles, 2003). Interestingly, women
consider physicians and other healthcare providers to be a reliable source of information but
ironically perceive them to be unknowledgeable and biased against NHPs (Ma et al., 2006;
Suter et al., 2007). Consequently, these women do not necessarily discuss their use of NHPs
with their health care providers. When women are not open about using NHPs, physicians
can unknowingly prescribe medications that interact with NHPs (Ma et al., 2006; Suter et al.,
2007).

In summary, given that women are not comfortable speaking with their physicians,
other approaches are needed for using NHP PtDAs as adjuncts to practitioner counselling. It
is necessary to explore the nurse’s role in supporting women considering NHPs for

menopausal symptom management.
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5.6 Implications for Nursing Practice

Nurses are well positioned on health care teams to support women facing decisions
about NHPs as they can be found in places such as family practice units, in women’s health
centres, and menopause clinics. Areas such as women’s health centres serve women
experiencing health issues involving gynaecology (benign, oncology, urology), breast health
(benign, oncology), and menopause. While performing admission histories and ongoing
assessments, nurses could also elicit information on the use of NHPs.

It is crucial to consistently screen for NHP use or intention to use these products as it
has been reported that only 36% of people who use NHPs completely agreed that it is
important to consult your health care provider when taking NHPs (Health Canada, 2005).
Screening also allows for discussion about interactions and adverse events as some NHPs can
have herb-drug interactions (Hu et al., 2005). With a shared-decision making approach,
nurses need to monitor clients for decisional conflict, and assess options with them, as well as
provide initial decision support by offering resources and decision tools such as decision aids
and nurse coaching (Stacey et al., 2008). This approach will also engage clients to identify
and communicate their needs and preferences, as Canadian women have revealed that they
want to be involved in health decisions (O’Connor, Drake et al., 2003).

5.6.1 Advanced Practice Nurse

An advanced practice nurse (APN), who focuses on menopausal women, could also
be a beneficial option for a busy clinical setting such as a Women’s health centre. According
to the Canadian Nurses Association (CNA) framework, an APN has expertise in a specific
field of nursing, through experience and graduate education, which includes theoretical,
empirical and experiential knowledge (CNA, 2002). The APN works with clients and other

health care providers to provide holistic, client-centred care through the understanding of
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clients’ lived experience and determinants of health and use of multiple assessment strategies
and interventions, such as coaching and counselling (CNA, 2002). The domains of their
practice include clinical practice, consultation, research, education and leadership (CNA
2003).

Women seeking treatment options to control menopausal symptoms could visit their
general practitioner, however, with the shortage of family physicians, primary care settings
are overwhelmed and these women are often referred to menopause clinics (The College of
Family Physicians of Canada, 2006). In turn, the wait times in menopause clinics range from
6 to 12 months for non-urgent cases, and women who are bothered by their symptoms are
often left frustrated at the lack of support from the healthcare system (E. Contestabile,
personal communication, Sept 12, 2006). In the role of clinical practitioner, an APN
specializing in gynaecology and menopause (e.g., North American Menopause Society
credential) could perform the initial assessment, triage urgent cases for gynaecologist
consultation, and explore treatment options for non-urgent cases (CNA, 2002).

Another role of the APN is to identify, initiate, and disseminate research that is
relevant to clinical practice (CNA 2002). There are many opportunities for APNs to initiate
research on decision support in a women’s health centre. These could include implementing
and evaluating a framework such as the Decision Coach-Mediated Shared Decision Making
model in this setting, as this model has not been evaluated in a setting for managing
menopausal symptoms using NHPs. Also, previous research has indicated that APNs and
nurse coaching have positive effects on quality of life and reduce cost to the healthcare
system (Dawes et. al., 2007; Kennedy et. al., 2002; O’Connor, Bennett et al., 2007; Oliverio

& Fraulo, 1998; Stacey et al., 2008; Wirrmann & Askham, 2006).
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In an RCT (n=9,105) regarding decision support for end-of-life care, it was found
that APNs had a big impact on the outcomes of distressed families and patients by addressing
issues, eliciting patient preferences, facilitating interdisciplinary discussions, and improving
comfort (Oliverio & Fraulo, 1998). Another RCT (n=106) examined the effects of a specialist
gynaecology nurse supporting women going through major abdominal/pelvic surgery pre-
and post-surgery versus usual care. It concluded that, with the tailored information provided
by the nurse specialist, women’s satisfaction improved and length of hospital stay decreased
significantly (p=0.0001), therefore being very cost effective (Dawes et al., 2007). Nurse
coaching, provided together with a PtDA, for women considering hysterectomy for benign
uterine bleeding, has also proved to be cost effective and to increase patient satisfaction
(Kennedy et al., 2002).

Another important role for the APN could be monitoring and implementing research
on NHPs within the clinical practice setting. Since another part of achieving a higher quality
decision is being informed with the most reliable, up-to-date information, it is important to
identify available literature on NHPs as research studies are escalating and new evidence is
constantly emerging, (Elwyn et al,. 2006; Ratliff et al., 1999). This emphasizes the need for
APNs to keep up with the latest studies and the available resources in addressing menopausal
women’s needs. In using clinical decision making skills (e.g. application to practice,
reflective practice, and research skills), APNs can interpret, disseminate research into
practice, and transfer knowledge to other nurses through education, as well to clients (CNA,
2002). APNs as leaders could be change agents and role models in the integration of decision
support as a standard procedure that is used by all nurses (CNA 2002).

Decision support is a concept that nurses and health care providers need to learn in

order to support menopausal women considering NHPs for symptom management. Stacey et
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al. (2008) reported that once nurse coaching was employed, an improvement was noted in
modifiable, influencing factors affecting decision making in simulated patients (informed,
values clarity, support).
5.7 Implications for Education

Nursing guidelines support the need for nurses to be knowledgeable and skilled in
NHPs and decision support (College of Nurses of Ontario (CNQO), 2005: Registered Nurses
of Ontario (RNAOQO), 2006). The CNO practice guideline titled “Complementary therapies”
notes that complementary and alternative medicine (CAM) is an adjunct to conventional
client care (CNO, 2005). As more patients are opting for NHPs to manage various symptoms,
nurses need to be aware of the evolving evidence and basic pharmacological properties of
these substances as they can interfere with other medications and pose risks and benefits to
their users (Hu et al., 2005). Since “nurses are partners in the decision-making process and
are responsible for ensuring that clients have the appropriate information to make an
informed choice...they must have sufficient knowledge of the action and effects of the
therapy to assess the risks and benefits” (CNO, 2005, p.3). This guideline for nursing practice
is congruent with the RNAO best practice guideline on Client Centred Care that indicates
that nurses need to coach and support clients in making quality decisions based on their
values (RNAO, 2006). The extent to which theoretical or empirical knowledge of CAM
therapies such as NHPs is discussed within nursing curriculum or available through
continuing nursing education is unclear.

A national initiative is underway to integrate CAM into the curriculum of 17
Canadian medical schools (Sierpina, Kreitzer, Burke, Verhoef, & Brundin-Mather 2007). A
two-part framework was developed to assist in integrating CAM into alreédy existing

courses. One aspect of this framework offers peer-reviewed topics such as holistic medicine,
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CAM regulations, and physician communication of CAM to patients. Secondly, teachers can
access a database of teaching/learning resources that includes course outlines, assignments
and case studies (www.caminume.ca); however, no such initiatives were noted in nursing
programs associated with these Universities.

A needs assessment of faculty at two Ontario Schools of Nursing found that faculty
had limited awareness of decision support resources and lacked teaching/learning activities to
integrate into their courses (Stacey, Menard, Higuchi, Davies & O'Connor 2006). Current
initiatives to integrate decision support across the four year curriculum include lectures that
build knowledge from year to year, problem-based case studies for small group learning, and
course assignments. For example, the first year focuses on introducing the nurse’s role and
client’s values in the decision making process (see Appendix O). In the second year, the
nurse’s role in supporting families using various decision support tools is introduced, and in
the third year, students explore the ODSF and its relevance to clinical practice, using the
Ottawa Decision Support Tutorial (www.ohri.ca/decisionaid). Proposed learning activities for
year four include developing students’ decision coaching skills using role playing and tools
to audit their performance. There is also a need to enhance the decision support knowledge
and skills of nurses in practice (Stacey, O’Connor, Graham & Pomey, 2003). Effective
interventions include an online decision support tutorial, decision coaching protocol, and skill
building workshop using role play (Stacey, Graham, O’Connor & Pomey, 2006). By
developing structured education activities, nurses can maintain continuity and consistency in
their approach to supporting menopausal women facing NHP decisions.

5.8 Implications for Future Research
This pre-/post-test study included predominantly Caucasian, middle aged, married,

and highly educated women experiencing symptoms such as sleep problems, hot flushes,
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irritability, anxiety and mental and physical exhaustion. Findings in this study are consistent
with the previous studies on NHPs and menopausal symptom management (Gingrich &
Fogel 2004; Keenan et al., 2003; Matthews & Bromberger, 2005; Schmidt, 2005; Seidl &
Stewart, 1998; Sherman, 2005; Suter et al., 2007). Future research needs to take into account
cultural factors influencing decisions about use of NHPs for managing menopausal
symptoms and the effectiveness of PtDAs used with women from different cultures.
Subsequent evaluation of women’s decision making needs could use purposeful sampling to
invite women from different cultures, ethnicity, educational background, and socioeconomic
groups. For example, it would be important to include women from Aboriginal and Oriental
groups for which use of traditional therapies, such as NHPs, is more common (Gold et al.,
2007; Hunter, Logan, Barton & Goulet, 2004; Wade, Chao & Kronenberg, 2007). Since
menopause is a life process experienced by all women, it would be helpful to ensure a
broader representation of women with different perspectives on menopause and use of NHPs.

A qualitative approach (e.g. grounded theory), could capture more of the holistic
perspective of NHPs that would include the patient’s experience and the healing process from
menopausal symptoms (Verhoef, Dryden, Mallory & Ware, 2006). Women’s decisional
conflict, knowledge, and values could be elicited from an interview as the researcher does a
walk-about at a drug store or health food store with the women as they are searching for
NHPs to manage menopausal symptoms.

There are also opportunities for further research on interactions between patients and
their health care providers about use of NHPs. First, there is a need to explore the NHP
knowledge and attitudes of health care providers and the effect of the patient-health care
provider relationship on options chosen. Examining health care providers’ influence on

alternative practices and integrated practices of western and eastern medicine could add more
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depth and understanding to CAM therapy research. Finally, one could further explore the
impact of PtDAs on the behavioural intention to disclose use of NHPs to health care
providers. This is an important issue because women are not inclined to do so and some
NHPs may have interactions or adverse events when combined with other medications
(Health Canada, 2005; Hu et al., 2005).

Although the literature has demonstrated that soy and black cohosh with or without St
John’s wort appear to have a positive effect on hot flashes, inconsistencies in dose, product,
and frequency make it difficult to know exactly how much is required and therefore, more
research is needed (Chung et al., 2007; Huntley & Edzard, 2003, 2004; Kessel &
Kronenberg, 2004; Kronenberg & Fugh-Berman, 2002; Low Dog, 2005; Uebelhack et al.,
2006). More rescarch is also required on the other products such as red clover, dong quai,
evening primrose seed oil, and ginseng and there needs to be a system to monitor and report
emerging findings for use in PtDAs (Elwyn et al., 2006; Low Dog, 2005).

Another important issue for the ongoing use of PtDAs is the need for monitoring and
updating of evidence in the PtDAs (Elwyn et al. 2006). The International Patient Decision
Aid Standards Collaboration (Elwyn et al., 2006) stated that PtDAs are meant to improve
patients’ knowledge and prepare them in making informed, values based decisions about
their health care. More specifically, a quality criterion to producing effective PtDAs is about
using up to date evidence (Elwyn et al., 2006). However, with the abundance of studies
currently underway and emerging evidence related to the efficacy and safety of NHPs, there
is a need for ongoing surveillance for evidence and updating of this NHP PtDA (NCCAM,
2007).

This leaves in question who should be responsible for the updating and disseminating

of decision support resources. Should governing agencies of NHPs such as Health Canada’s



Evaluation of a Natural...- 60 -

Natural Health Product Directorates or NCCAM be responsible? Should these agencies
include NHP PtDAs on their websites to support consumer decision making? For example,
Health Canada identified a link between black cohosh and liver toxicity in 2006, and posted a
warning and a brief summary on their website, but did not provide resources (e.g. access to
studies) to support the consumer in exploring the evidence before making a decision. Health
Canada regularly updates information on NHPs, so they are well position to update the
ongoing evidence in a NHP PtDA. As more research on NHPs is performed, effective and
efficient strategics are needed to translate the evidence for health care consumer decision
making (O'Connor, Stacey & Légaré, 2003).
5.9 Limitations

Interpretation of these findings should be considered in view of the limitations of
using a pre-/post-test quasi-experimental design. First, internal validity of the findings could
have been threatened by the potential for maturation effect, history threat, response bias, and
regression to the mean.

Maturation occurs when a participant changes because of time passing (Polit & Beck,
2004). In this study, participants may have been sensitized to their information needs by
having written the baseline knowledge test. As a result, they may have improved their
knowledge over time by exposure to information on NHPs in their environment. In an
attempt to minimize a maturation effect, three strategies were employed. The participants
were not 1nitially given answers to the first knowledge test, nor a copy of the test, and they
were re-assessed within two weeks of the baseline measure.

External influences because of history may have also posed a threat to the study’s
internal validity and increased knowledge and/or influenced values associated with the

options (Polit & Beck, 2004). Events such as revisions and reviews to policies regarding
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NHP use in Canada are occurring on a daily basis, leaving the opportunity for discontinuation
of some products and new warnings for others. As discussed above, during the evaluation of
the PtDA in this study, a new warning regarding black cohosh was announced (Health
Canada, 2006). Therefore, necessitating an insertion in the decision aid stating, “Check with
Health Canada advisory regarding possible link between black cohosh and liver damage”. All
study participants who had not received this version were notified of the advisory.

Another potential threat to internal validity in this study was the potential for response
bias, particularly with response on the ‘acceptability of the decision aid’ questionnaire that
was more subjective compared to the more objective questions in the knowledge
questionnaire. Response bias occurs when participants present favourable images of
themselves thus distorting responses to questions in order to improve their scores (Polit &
Beck, 2004). To protect against response bias, participants’ anonymity was assured by using
a coding system and they were given the choice to leave questions unanswered. However, it
is unlikely that response bias occurred, given that few items were blank and of 2496 items in
the results database, 15 were left blank (<0.1%). Also, participants provided suggestions for
improving the decision aid and given the genuine nature of these suggestions, it was likely
that they were fairly ‘honest’ in their responses.

Finally, using a pre-/post-test design may result in regression to the mean (Yudkin &
Statton, 1996). This occurs “whenever a non-random sample is selected from a population
and two variables that are imperfectly correlated are measured” (Morton & Torgerson, 2004,
p. 59). Future research to limit this effect could include using a control group, randomization
of participants, and taking two measurements pre intervention.

Another limitation was the lack of power to be able to determine statistical

significance of value-choice concordance with a sample size of 24. Statistical analysis
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(regression analysis and correlations) used in previous studies to measure values-choice
concordance suggests the need to have over 100 participants with a balanced distribution
between those who choose NHP and those who do not (Dodin et al., 2001; Holmes-Rovner et
al., 1999; Kearing et al., 2007; O’Connor et al.; 1999).

Finally, the results of this study are likely to have limited generalizability given the
small sample size and participants being primarily Caucasian, well-educated, and married
and experiencing moderate menopausal symptoms (Polit & Beck, 2004). Further research
should aim to determine the effect of the NHP decision aid on decision quality for women
who are of more diverse ethnic and socio-economic backgrounds as mentioned previously.
5.10 Conclusion

Women struggle with making decisions about choosing NHPs for the management of
menopausal symptoms. The NHP PtDA evaluated in this study provided an intervention
strategy that was not previously in existence for women considering NHPs for menopausal
symptoms and it is available in both French and English (Légaré et al., 2005). Not only did
the NHP PtDA provide information on NHP options, it allowed the participant to work
through the decision process based on using the well established Ottawa Decision Support
Framework and International Patient Decision Aids Standard Collaboration (Elwyn et al.,
2006; O’Connor 1998). The NHP PtDA may contribute to the further development of other
decision aids focused on specific NHP products as the North American market is inundated
with more choices.

The NHP PtDA supported quality decision making by informing menopausal women
and helping them clarify their values associated with the outcome of options. Although this
PtDA also reduced women’s decisional conflict and they felt more certain about the best

choice for them, subsequent research should be powered to determine the effect of the
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decision aid on informed values-choice concordance. Furthermore, women reported having
shared the NHP PtDA with others and they used the resource section in the PtDA to explore
the websites provided. This study was limited in focusing only on women’s use of the
decision aid and not how the information was used with their healthcare providers. Further
research should examine its influence on shared-decision making approach involving others
such as nurses, pharmacists, and physicians in the decision process. It is unclear whether this
subject (i.e., use of natural health products) interests certain groups of women, particularly
those whose tradition or lifestyle are rooted in NHPs such as aboriginals or Orientals, as
menopause is a natural life process occurring in all women. Future research should be
evaluated with a more diverse group of women including women from aboriginal or oriental

cultural groups.



Evaluation of a Natural...- 64 -

References

Ajzen, 1. (1988). Attitudes, Personality and Behavior. Open University Press, Buckingham,
United Kingdom

Ajzen 1. (2001). Nature and operation of attitudes. Annual Review of Psychology, 52, 27-58.

Barry, M. J., Fowler, M. I., Mulley, A. G., Henderson, J. V., & Wennberg, J. E. (1995).
Patient reactions to a program designed to facilitate patient participation in treatment in
treatment decisions for benign prostatic hyperplasia. Medical Care, 33(8) 771-82.

Bastian, L. A., McBride, C. M., Fish, L., Lyna, P, Farrell, D., & Lipkus, [. M. et al. (2002).
Evaluating participants' use of a hormone replacement therapy decision-making
intervention. Patient Education and Counseling, 48(3), 283-291.

Clark, H. D., O'Connor, A. M., Graham, 1. D., & Wells, G. A. (2003). What factors are
associated with a woman's decision to take hormone replacement therapy? Evaluated in
the context of a decision aid. Health Expectations, 6(2), 110-117.

Chung, D.J.,Kim, H. Y., Park, K. H., Jeong, K. A., Lee, S. K., Lee, Y. L, et al. (2007).
Black cohosh and St. John's wort (GYNO-Plus®) for climacteric symptoms. Yonsei
Medical Journal 48 (2), 289-294.

Cohen, J. (1988). Statistical power analysis for the behavioral sciences (2nd ed.). New York:
Academic Press.

Cochrane Inventory (2004, June). Cochrane inventory of existing patient decision aids
identified using Cochrane Review methods. Retrieved July 18, 2008, from the Ottawa
Health Research Institute Patient Decision Aid Web site:

http://decisionaid.ohri.ca/docs/develop/Cochrane_Inventory.xls


http://decisionaid.ohri.ca/docs/develop/Cochrane_Inventory.xls

Evaluation of a Natural...- 65 -

Cranney, A., O'Connor, A. M., Jacobsen, M. J., Tugwell, P., Adachi, J. D., & Ooi, D. S. et al.
(2002). Development and pilot testing of a decision aid for postmenopausal women with
osteoporosis. Patient Education and Counseling, 47(3), 245-255.

Canadian Nurses Association. (2002, June). Position statement: Advanced nursing practice.
Retrieved July 18, 2008, from the Canadian Nurses Association Web site:
http://www.cna-
nurses.ca/CNA/documents/pdf/publications/PS60_Advanced_Nursing_Practice_June_20
02_c.pdf

Canadian Nurses Association. (2003, March). Position statement: Clinical nurse specialist.
Retrieved July 18, 2008, from the Canadian Nurses Association Web site:
http://www.cna-
nurses.ca/CNA/documents/pdf/publications/PS65_Clinical_Nurse_Specialist_March_20
03_e.pdf

College of Nurses of Ontario. (2005). Practice guideline: Complementary therapies (Pub No.
41021). Toronto, ON: Author.

Cone, J. D., & Foster, S. L. (2003). Dissertations and theses from start to finish. Washington,
DC: American Psychological Association.

Dawes, H.A., Docherty, T., Traynor, 1., Gilmore, D.H., Jardine, A.G. & Knill-Jones, R.
(2007). Spécialist nurse supported discharge in gynaecology: A randomised comparison
and economic evaluation. European Journal of Obstetrics Gynecology and Reproductive
Biology, 130 (2), 262-270.

Drake, E. R., O'Connor, A. M., Surh, L. C., Hunter, A., & Engler-Todd, L. (1999).
Development and evaluation of a decision aid about prenatal testing for women of

advanced maternal age. Journal of Genetic Counseling, 8(4), 217-233.


http://www.cna-
http://www.cna-

Evaluation of a Natural...- 66 -

Dodin S., Légaré F., Daudelin G., Tetroe J., & O’Connor A. (2001). Prise de décision en
matiered’ hormonothérapie de remplacement: Essai clinique randomisé. Le Médecin de
Famille Canadien, 47, 1586-1593.

Eisenberg, D. M., Davis, R. B., Ettner, S. L., Appel, S., Wilkey, S., & Van Rompay, M., et
al. (1998). Trends in alternative medicine use in the United States, 1990-1997: Results of
a follow-up national survey. JAMA, 280(18), 1569-1575.

Elwyn, G., Edwards, A., Gwyn, R., & Grol, R. (1999). "Towards a feasible model for shared
decision making: focus group study with general practice registrars". British Medical
Journal, 319, 753-756.

Elwyn, G., O'Connor, A., Stacey, D., Volk, R., Edwards, A., Coulter, A., et al., & The
International Patient Decision Aids Standards (IPDAS) Collaboration (2006).
"Developing a quality criteria framework for patient decision aids: online international
Delphi consensus process”. British Medical Journal, 333(7565), 417-422.

Faculty of Graduate & Postdoctoral Studies. (2006, June). Preparing a thesis or a research
paper: A guide for graduate students and supervisors. Retrieved July 18, 2008, from the
University of Ottawa Web site:

http://www.grad.uottawa.ca/Portals/29/forms/manual.pdf

Fiset, V., O’Connor, A. M., Evans, W. K., Graham, 1., DeGrasse, C., & Logan, J. (2000). The
development and evaluation of a decision aid for patients with stage IV non-small cell
lung cancer. Health Expectations, 3(2), 125-136.

Gagnon, M.-P., Godin, G., Gagné, C., Fortin, J.-P., Lamothe, L., Reinharz, D, et al. (2003).
An adaptation of the theory of interpersonal behaviour to the study of telemedicine

adoption by physicians. International Journal of Medical Informatics 71 (2-3), 103-115


http://www.grad.uottawa.ca/Portals/29/forms/manual.pdf

Evaluation of a Natural...- 67 -

Gattellari, M., & Ward, J. E. (2005). A community-based randomised controlled trial of three
different educational resources for men about prostate cancer screening. Patient
Education and Counseling, 57(2), 168-182.

Gingrich, P. M., & Fogel, C. I. (2003). Herbal therapy use by perimenopausal women.
Journal of Obstetric, Gynecologic, and Neonatal Nursing, 32(2), 181-189.

Godin, G. & Kok, G. (1996). The theory of planned behavior: A review of its applications to
health-related behaviours. American Journal of Health Promotion, 11, 87-98.

Gold, E. B., Bair, Y. A., Zhang, G., Utts, J., Greendale, G., Upchurch D., et al. (2007). Cross-
sectional analysis of specific complementary and alternative medicine (CAM) use by
racial/ethnic groups and menopausal status: the study of women’s health across the
nation (SWAN). Menopause: The Journal of the North American Menopause Society,
14(4), 612-623.

Gollschewski, S., Anderson, D., Skerman, H., & Lyons-Wall, P. (2004). The use of
complementary and alternative medications by menopausal women in South East
Queensland. Women's Health Issues, 14(5), 165-171.

Goolsby, M. J. (2001). Management of menopause. Journal of the American Academy of
Nurse Practitioners, 13 (4), 147-150.

Guimond, P., Bunn, H., O'Connor, A. M., Jacobsen, M. J., Tait, V. K., Drake, E. R., et al.
(2003). Validation of a tool to assess health practitioners' decision support and
communication skills. Patient Education & Counseling, 50, 235-245.

Health Canada. (2002). Health Canada issues a stop-sale order for all products containing
Kava, August 21, 2002. Retrieved July 18, 2008, from http://www.hc-sc.gc.ca/ahc-

asc/media/advisories-avis/_2002/2002_56_e.html


http://www.hc-sc.gc.ca/ahc-

Evaluation of a Natural...- 68 -

Health Canada. (2005). Baseline natural health products survey among consumers, March
2005. Retrieved July 18, 2008, from http://www.hc-sc.gc.ca/dhp-
mps/pubs/natur/eng_cons_survey_e.html

Health Canada (2006) Health Canada is advising consumers about a possible link between
black cohosh and liver damage, August 18, 2006, Retrieved July 18, 2008 from
http://www .hc-sc.ge.ca/ahc-asc/media/advisories-avis/_2006/2006_72_e.html

Healthwise (2006) Should I use hormone replacement therapy (HRT)? Retrieved July 18,
2008, from the Ottawa Health Research Institute Patient Decision Aid Web site:
http://www .healthwise.net/preferredcare/Content/StdDocument.aspx?DOCHWID=aal 14
076&SECHWID=aal14076-Intro

Heinemann, L. A., DoMinh, T., Strelow, F., Gerbsch, S., Schnitker, J., & Schneider, H. P.
(2004). The menopause rating scale (MRS) as outcome measure for hormone treatment?
A validation study. Health.Qual. Life.Outcomes, 2, 67.

Holmes-Rovner, M., Kroll, J., Rovner, D. R., Schmitt, N., Rothert, M., Padonu, G., et al.
(1999). Patient decision support intervention: increased consistency with decision
analytic models. MED CARE, 37, 270-84.

Hu, Z., Yang, X., Ho, P.C.L., Sui, Y.C,, Heng, P.W.S., Chan, E., et al. (2005). Herb-drug
interactions: A literature review. Drugs, 65(9), 1239-1282.

Huntley, A. L., & Edzard, E. (2003). A systematic review of herbal medicinal products for
the treatment of menopausal symptoms. Menopause, 10(5), 465-476.

Huntley, A. L., & Edzard, E. (2004). Soy for the treatment of perimenopausal symptoms— A

systematic review. Maturitas 47 (1), 1-9
Hunter, L., Logan, J., Barton, S., & Goulet, J. D. (2004). Linking Aboriginal healing

traditions to holistic nursing practice. Journal of Holistic Nursing, 22(3), 267-285.


http://www.hc-sc.gc.ca/dhp-
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2006/2006_72_e.html
http://www.healthwise.net/preferredcare/Content/StdDocument.aspx?DOCHWID=aall4

Evaluation of a Natural...- 69 -

Kass-Annese, B. (2000). Alternative therapies for menopause. Clinical Obstetrics and
Gynecology, 43(1), 162-183.

Keenan, N. L., Mark, S., Fugh-Berman, A., Browne, D., Kaczmarczyk, J., & Hunter, C.
(2003). Severity of menopausal symptoms and use of both conventional and
complementary/alternative therapies. Menopause, 10(6), 507-515.

Kearing, S., Sepucha, K., O'Connor, A., Collins, D., Clay, K., Spratt, K. et al. (2007,
October). Can video decision aids improve the match between patients’ preferences and
choices? In Pittsburgh: 29th Annual Meeting of the Society for Medical Decision
Making.

Kennedy, A., Sculpher, M. I., Coulter, A., Dwyer, N., Rees, M., Abrams, K. R., et al. (2002).
Effects of decision aids for menorrhagia on treatment choices, health outcomes, and
costs. A randomized controlled trial. Journal of the American Medical Association,
288(21), 2701-2708.

Kessel, B., & Kronenberg, F. (2004). The role of complementary and alternative medicine in
management of menopausal symptoms. Endocrinology and Metabolism Clinics of North
America, 33(4), 717-739.

Kronenberg, F., & Fugh-Berman, A. (2002). Complementary and alternative medicine for
menopausal symptoms: A review of randomized, controlled trials. Annals of Internal
Medicine, 137(10), 805-813.

Liabsuetrakul, T., Chongsuvivatwong, V., Lumbiganon, P., & Lindmark, G. (2003).
Obstetricians' attitudes, subjective norms, perceived controls, and intentions on antibiotic
prophylaxis in caesarean section. Social Science and Medicine, 57 (9), 1665-1674.

Légaré, F., O'Connor, A. M., Graham, L. D., Wells, G. A., Jacobsen, M. J., & Drake, E. R. et

al. (2003). The effect of decision aids on the agreement between women's and



Evaluation of a Natural...- 70 -

physicians' decisional conflict about hormone replacement therapy. Patient Education
and Counseling, 50(2), 211-22].

Légaré, F., Stacey D., Dodin, S., O’Connor, A., Richer, M., & Tapp S. (2005). Programme
integere de soutien a la prise de decision en matiere de produits de sante naturels pour
7es Jemmes d’age moyen vivant la transition menopauseique et celles menopauses: Etude
des besoin, Unpublished report.

Légaré, F., Stacey D., Dodin, S., O’Connor, A., Richer, M., Griffiths, F., et al. (2007).
Women’s decision making about the use of natural health products at menopause: A
needs assessment and patient decision aid. The Journal of Alternative and
Complementary Medicine, 13(7), 741-749

Légaré, F., Tremblay, S., O'Connor, A. M., Graham, . D., Wells, G. A., & Jacobsen, M. J.
(2003). Factors associated with the difference in score between women's and doctors'
decisional conflict about hormone therapy: A multilevel regression analysis. Health
Expectations, 6(3), 208-221.

Légaré, F., Dodin, S., Stacey, D., LeBlanc, A., & Tapp, S. (in press) A patient decision aid
on natural health products for menopausal symptoms: randomized controlled trial.
Menopause International.

Low Dog, T. (2005). Menopause: A review of botanical dietary supplements. The American
Journal of Medicine, 118(12B), 98-108.

Ma, J,, Drieling, R., & Stafford, R. S. (2006). US women desire greater professional guidance
on hormone and alternative therapies for menopause symptom management. Menopause,
13(3), 506-16.

Mabhady, G. B., Parrot, J., Lee, C., Yun, G. S., & Dan, A. (2003). Botanical dietary

supplement use in peri- and postmenopausal women. Menopause, 10(1), 65-72.


http://cell.es

Evaluation of a Natural...- 71 -

Man-Son-Hing, M., Laupacis, A., O'Connor, A. M., Biggs, J., Drake, E., Yetisir, E., et al.
(1999). A patient decision aid regarding antithrombotic therapy for stroke prevention in
atrial fibrillation: A randomized controlled trial. Journal of the American Medical
Association, 282(8), 737-743.

Matthews, K. A., & Bromberger, J. T. (2005). Does the menopausal transition affect health-
related quality of life? The American Journal of Medicine, 118(12), 25-36.

McBride, C. M., Bastian, L.A., Halabi, S., Fish, L., Lipkus, .M., Bosworth, H.B., et al.
(2002). A tailored intervention to aid decision making about hormone replacement
therapy. American Journal of Public Health, 92 (7), 1112-1114

Millstein, S.G. (1996). Utility of the theories of reasoned action and planned behavior for
predicting physician behavior: A prospective analysis. Health Psychology, 15(5), 398-
402.

Morton, V., & Torgerson, D. J. (2004). Regression to the mean: treatment effect without the
intervention. Journal of Evaluation in Clinical Practice, 11(1), 59-65.

Murray, E., Davis, H,, Tai, S. S., Coulter, A., Gray, A., & Haines, A. (2001). Randomised
controlled trial of an interactive multimedia decision aid on hormone replacement
therapy in primary care. BMJ, 323(7311), 490-493.

National Center for Complementary and Alternative Medicine. (2007). Get the facts: What is
complementary and alternative medicine. Retrieved July 18, 2008, from
http://nccam.nih.gov/health/whatiscam/#1

Natural Standard. (2007). Foods, herbs and supplements. Retrieved July 18, 2008, from
http://www .naturalstandard.com.proxy.bib.uottawa.ca/index.asp

North American Nursing Diagnosis Association. (2003). NANDA nursing diagnoses:

Definitions and classifications, 2003-2004. Philadelphia: Author.


http://nccam.nih.gOv/health/whatiscam/%23l
http://www.naturalstandard.com.proxy.bib.uottawa.ca/index.asp

Evaluation of a Natural...- 72 -

O'Connor, A. M. (1995). Validation of a decisional conflict scale. Medical Decision Making,
15(1), 25-30.

O’Connor, A. M. (2000). Measures of decision support. [On-line]. Retrieved July 18, 2008,
Available: www.ohri.ca

O'Connor, A.M., Bennett, C., Stacey, D., Barry, M.J., Col, N.F., Eden, K.B_, et al. (2007). Do
patient decision aids meet effectiveness criteria of the international patient decision aid
standards collaboration? A systematic review and meta-analysis. Medical Decision
Making, 27 (5), 554-574.

O'Connor, A. M., Drake, E. R., Wells, G. A., Tugwell, P., Laupacis, A., & Elmslie, T. (2003).
A survey of the decision-making needs of Canadians faced with complex health
decisions. Health Expectations, 6(2), 97-109.

O’Connor, A. M., Fiset, V., DeGrasse, C., Graham, 1. D., Evans, W, Stacey, D., Laupacis,
A., Tugwell, P. (1999). Decision aids for patients considering options affecting cancer
outcomes: Evidence or efficacy and policy implications. Journal of the National Cancer
Institute Monographs, 25, 67-80.

O'Connor, A. M., Jacobsen, M. J., & Stacey, D. (2002). An evidence-based approach to
managing women's decisional conflict. Journal of Obstetric, Gynecologic, and Neonatal
Nursing, 31(5), 570-581.

O’Connor A, Llewellyn-Thomas, H. A., & Stacey, D. (Eds.). (2005, February, 17). IPDAS
collaboration background document. Retrieved July 18, 2008, from http.//ipdas.ohri.ca/

O'Connor, A. M., Rostom, A., Tetroe, J., Fiset, V., Entwistle, V., Llewellyn-Thomas, H., et
al. (1999). Decision aids for patients facing health treatment or screening decisions:

Systematic review. British Medical Journal, 319(7212), 731-734.


http://www.ohri.ca
http://ipdas.ohri.ca/

Evaluation of a Natural...- 73 -

O'Connor, A. M., Stacey, D., & Légaré, F. (2003c¢). Risk communication in practice: The
contribution of decision aids. British Medical Journal, 327(7417), 736-740.

O’Connor, A. M., Tugwell, P., & Wells, G. (1994). Testing a portable, self-administered,
decision aid for post-menopausal women considering long-term hormone replacement
therapy (HRT) to prevent osteoporosis and heart disease (abstract). Medical Decision
Making. 14(4), 438.

O'Connor, A. M., Tugwell, P., Wells, G. A., Elmslie, T., Jolly, E., Hollingworth, G., M., et.
al. (1998a). A decision aid for women considering hormone therapy after menopause:
Decision support framework and evaluation. Patient Education and Counseling, 33(3),
267-279.

O'Connor, A. M., Tugwell, P., Wells, G. A., Elmslie, T., Jolly, E., & Hollingworth, G. et al.
(1998b). Randomized trial of a portable, self-administered decision aid for
postmenopausal women considering long-term preventive hormone therapy. Medical
Decision Making: An International Journal of the Society for Medical Decision Making,
18(3), 295-303.

O’Connor A, Wenneberg, J. E., Légaré, F., Llewellyn-Thomas, H. A., Moulton, B. W_,
Sepucha, K. R., et al. (2007). Toward the ‘tipping point’: Decision aids and informed
patient choice. Health Affairs, 26(3), 716-725.

Oliverio, R., & Fraulo, B. (1998). SUPPORT revisited: The nurse clinician's perspective.
Holistic Nursing Practice, 13(1), 1-7.

Pettigrew, A. C., King, M. O., McGee, K., & Rudolph, C. (2004). Complementary therapy
use by women's health clinic clients. Alternative Therapies in Health and Medicine,

10(6), 50-55.



Evaluation of a Natural...- 74 -

Polit, D. F., & Beck, C. T. (2004). Nursing research: Principles and methods (7th ed.).
Philadelphia: Lippincott Williams & Wilkins

Ratliff, A., Angell, M., Down, R., Kupperman, M., Nease, R., F., Fisher, R, et al. (1999).
What is a good decision? Effective Clinical Practice. 2(4), 185-197.

Registered Nurses' Association of Ontario (RNAO). (2006). Client Centred Care Nursing
Best Practice Guideline, Registered Nurses' Association of Ontario, Toronto.

Richter, D. L., Corwin, S. J., Rheaume, C. E., & McKeown, R.E. (2001). Perceptions of
alternative therapies available for women facing hysterectomy or menopause. J Women
Aging, 13(4), 21-37.

Rostom, A., O'Connor, A., Tugwell, P., & Wells, G. (2002). A randomized trial of a
computerized versus an audio-booklet decision aid for women considering post-
menopausal hormone replacement therapy. Patient Education and Counseling, 46(1),
67-74.

Rothert, M. L., Holmes-Rovner, M., Rovner, D., Krall, D., Breer, L. & Talarczyk, G., et al.
(1997). An educational intervention as decision support for menopausal women.
Research in Nursing & Health, 20, 377-387.

Schmidt, P. J. (2005). Mood, depression, and reproductive hormones in the menopausal
transition. The American Journal of Medicine, 118(12), 54-58.

Schneider, H. P. G., Heinemann, L. A. J., Rosemeier, H. P., Potthoff, P, & Behre, H. M.
(2000a). The Menopause Rating Scale (MRS): Reliability of scores of menopausal
complaints. Climacteric, 3, 59-64.

Schneider, H. P. G., Heinemann, L. A. J., Rosemeier, H.P., Potthoff, P., & Behre, H. M.
(2000b) The Menopause Rating Scale (MRS): Comparison with Kupperman Index and

Quality of Life Scale SF-36. Climacteric, 3:50-58



Evaluation of a Natural...- 75 -

Seidl, M. M., & Stewart, D. E. (1998). Alternative treatments for menopausal symptoms.
Qualitative study of women's experiences. Can Fam Physician, 44, 1271-6.

Sherman, S. (2005). Defining the menopausal transition. The American Journal of Medicine,
111(12B), 3-7.

Sierpin, V. S., Kreitzer, MJ., Burke, A., Verhoef, M. & Brundin-Mather, R. (2007).
Integrations in integrative healthcare education: Undergraduate holistic studies at San
Francisco state university and the CAM in undergraduate medical education project in
Canada. Explore, 3 (2), 174-176.

Stacey, D., Graham, 1. D., O'Connor, A. M., & Pomey, M. P. (2005). Barriers and facilitators
influencing call centre nurses' decision support for callers facing values-sensitive
decisions: A mixed methods study. Worldviews on Evidence-Based Nursing, 2(4), 184-
195.

Stacey, D., Menard, P., Higuchi, K., Davies, B., & O'Connor, A. (2006). Barriers and
facilitators influencing the implementation of evidence-based decision support in the
baccalaureate nursing curriculum”. Paper presented at the 4th Annual University of
Ottawa Clinical Nursing Research Conference, Ottawa.

Stacey, D., O'Connor, A. M., DeGrasse, C., & Verma, S. (2003). Development and
evaluation of a breast cancer prevention decision aid for higher-risk women. Health
Expectations, 6(1), 3-18.

Stacey, D., O'Connor, A.M., Graham, 1.D., & Pomey, M.P. (2006). Randomized controlled
trial of the effectiveness of an intervention to implement evidence-based patient decision
support in a nursing call centre. Journal of telemedicine and telecare 12 (8), 410-415.

Stacey, D., Murray, MA., Légaré, F., Dunn, S., Menard, P., & O’Connor. A. (2008). Decision

Coaching to Support Shared Decision Making: A Framework, Evidence, and



Evaluation of a Natural...- 76 -

Implications for Nursing Practice, Education, and Policy. Worldviews on Evidence-
Based Nursing, 5 (1), 25-35.

Sun, Q. (2004). Predicting downstream effects of high decisional conflict: Meta-analysis of
the decisional conflict scale. Ottawa: University of Ottawa, Master of Science in
Systems Science, School of Management, unpublished.

Suter, E., Verhoef, M. J., Bockmuehl, C, Forest, N, Bobey, M., Armitage, G. D. (2007).
Inquiring minds: Women’s approaches to evaluating complementary and alternative
therapies for menopausal symptoms. Canadian Family Physician, 53, 84-90.

Tapp, S., Légaré, F., Brouillette, MH., Ménard, P., & Stacey. D. (2007, February). Facteurs
en jeu percus par les femmes lors de la prise de décision en matiere de produits de santé
naturels (PSN) pour la ménopause : Revue systématique de la littérature. Abstract
presented at the Cochrane Review Conference, Ottawa, Canada.

The Society of Obstetricians and Gynaecologists of Canada. (2006, February). The
Journalist’s menopause handbook : A companion guide to the Society of Obstetricians
and Gynaecologists of Canada menopause consensus report. Ottawa, Canada: Author.

The College of Family Physicians of Canada. (2006, October). When the Clock Starts Ticking
- Wait Times in Primary Care Discussion Paper. Retrieved July 18, 2008, from
http://www.cfpc.ca/local/files/Communications/Wait_Times_Oct06_Eng.pdf

The Ottawa Hospital. (2008) Shirley E. Greenberg Women's Health Centre. Retrieved August
6, 2008, from http://www.ottawahospital.on.ca/sc/whc/index-e.asp

Tindle, H. A., Davis, R. B., Phillips, R. S., & Eisenberg, D. M. (2005). Trends in use of
complementary and alternative medicine by us adults: 1997-2002. Alternative Therapies

in Health and Medicine, 11(1), 42-49.


http://www.cfpc.ca/local/files/Communications/Wait_Times_Oct06_Eng.pdf
http://www.ottawahospital.on.ca/sc/whc/index-e.asp

Evaluation of a Natural...- 77 -

Troppmann, L., Johns, T., & Gray-Donald, K. (2002). Natural health product use in Canada.
Canadian Journal of Public Health, 93(6), 426-430.

Uebelhack, R., Blohmer, J. U., Graubaum, H. J., Busch, R., Gruenwald, J., & Wernecke, K.
D. (2006). Black cohosh and St. John's wort for climacteric complaints: A randomized
trial. Obstetrics and Gynecology, 107(2), 247-255.

Verhoef, M.J., Vanderheyden, L..C., Dryden, T., Mallory, D., & Ware, M.A. (2006).
Evaluating complementary and alternative medicine interventions: In search of
appropriate patient-centered outcome measures. BMC Complementary and Alternative
Medicine, 6(38).

Wade, C., Chao, M. T., & Kronenberg, F. (2007). Medical pluralism of Chinese women
living in the United States. J Immigrant Minority Health, 9, 255-267.

Wennberg, J. E. (2002). Unwarranted variations in health care delivery: Implications for
academic medical centres. British Medical Journal, 325(7370), 961-964.

Will, C. I., & Fowles, W. (2003). Woman to woman complementary therapy use in
menopause. Journal of Holistic Nursing, 21(4), 368-382.

Wirrmann, E. & Askham, J. (2006). Implementing patient decision aids in urology, Picker
Institute Europe, Oxford, ISBN 1 905945 02 7

Woods, N. F., & Mitchell, E. S. (2005). Symptoms during the perimenopause: Prevalence,
severity, trajectory, and significance in women's lives. The American Journal of
Medicine, 118(12), 14-24.

Writing Group for the Women’s Health Initiative Investigators. (2002). Risks and benefits of
estrogen plus progestin in healthy postmenopausal women: Principle results from th¢
women’s health initiative randomized controlled trial. JAMA, 288(3), 321-332

Yudkin, P.L., & Stratton, I.M. (1996). How to deal with regression to the mean in



Evaluation of a Natural...- 78 -

intervention studies, Lancet, 347(8996)



. -zzomsap vEmayz*W
‘s:zmpa,td oy Ivmwu pur smm[ouaw

oswordu
asnndauaw 10§ spnpoid yreay [ermjeu
3uuapmu03 UIWOA 10§ PIE UOISIIP Y

Contenteditors ;

fance tars MOPR Gontrpdeseciencherdy Ce ntre hos sitalle rundm it e de Qié bar
Do S fiiciy B PO Sevod of Mreng U ars ity of vty :

Sybe Biop Bic oo de e dieConte ol i unvesitnede Quba
Anpietlan Mor Cotrede recnac e du L DOsp i i e sl e de Uude
e SR PR AR ERRD Uiy of Womiy

T are Dobe Sved Dicemiation m Confornption &t S ol #é de Qad b

Loiiis eMacDana i, Bisty ofihe il Mtin ¢ Une il lodimie v

Piobssional ediwes

SyNEe Do OIS Ancrd o el ¢ (hagnon Clok B cn tegrital appranch to Sasithears Univers #8kaina!
Mopine R Pam i Arad) Famkédf?mmmée thbraEave

Format editors For the decison suppon teol fomat:
Annetaty Coer B PHOLE ancd S0 O supart Fo dacion b i ol care Unie iy o itaus

Fundingro dwietop mddmsfmv s deckbraid mmmwdwd DeHe dih Comda, Nadrd Hoalth Prodisuts Direitonite
#0814 5 2DLR0BE 004

Thisinforrationls not maantto replacethe advice o ahealth ae professiona] Theauthor donatiake responsblityfor
decldans taker sdel inrafers noo tothisinformation, . < |

Dt Nwemtev 28 pliaiy
Mt anit i mvEin: ber 28 2007

&F Lagaré DStacey, S Dodin, S Tapg, 308

BB unvERsITE ey

WARWICK

eydwed pry uoIsIoa(] Justjed 1onpoid yesy [eimeN v 1y xipuaddy
soorpuaddy

- 6L - 'TRIMEBN B JO UOnRNn[eAq



5lgausg Ayyeay aaBY PINO3 Yy pue sInpoid Pooj ulepay o} PIpPE spaawneas 10 siseak ‘eyatdeq jo dnoif) sopoiqodd
Sp{IE A118) [BALSSSA PUR SPIDE OLHILIE S8 Yons s)anpoud 4310
{2UDIpRW asaURE) [euoipel “Bra) saipewsl jeucipel)
sapIR M edoawoy
syued feuDIpSN
S{BIBUILL PUE SLWENA
Bupmou s1onpaad jo dnosb e 03513481 « sponpoid Yleay [eimen »
Fespnpoud yyjeay jeinjeu = AQ Jueaw si ey
sunpord Yijeaty [eanzeu asow 1o auc Buisn Japisuc 03 wat) pes| ued (sbums poow
‘saysey 1oy "Hal swoldwis asnedousiy s1105 5, USLIOM ALRIL J0) "PAAMOH s odwds Aue g paylew Jou st asnedousiy Uswiom SUIOS 104

FENEdoURUE WIYUOI URD POOIG Y Ul SSUOWINY J0 RO DU UNSEOL 0} 1531 pOojq B AlLO 'SUaH 'sause(} 10 58

Lons stwoiduids asnedousw aney Keil 4313 ISNECOUSW JFIUS USWIOM 353L) USLJAA LIOIIDUNY OF ANUHUICD SaieA0 BU) ‘shialn ou 5 asay) ybnoyl e
ek (fwiogoaregsAy) AeBuns AG poACUII S| STURIN 343 UBYM SINDTO 184} UCHENASUBLY Jo PUS 34 S8 2WES BYL 10U 5| ssnedouply jeimen
(auoszsabiord

put uabouisa seuouoy auuruay s pue sbibe Supnpoid doys Ajenpeid saueao a4 LSYM INDDC pUB EINIEL 5) Asnedoualy sYIoIL 1 H0)
poYiad [ENASUBLU B pBY 10U SBY 345 USUM BSNRIOUSLL LY 8 01 PIES S| UBWAM ¥ 'UCRENLSURW jo pus JusueuLad 3yl &g pauyap 5| asnedouay

(asnedouaw s ey

2H{ELU PINOYS NG SDI0UD LDIM NS 10U 238 MO,

- siioyduids asa
"@ analjad 01 sonpard Yuesy wanieu busn Busspisucs aie noj
‘&‘ wepIsAud 1Nk nsucs pinoys No swiochuds jesnedouaw Bulaey 318 nay

‘Fenedouaty o} payul) e swojdiuds inod 18w 24ns 10U U8 NOA J| PIO SIE3A 19 PUE Gt USSNIEC UELIOM £ 18 NOJ

) 1 J1N0K 10} 5| pl1e uoIsPap Sy L

- Qg -Ueinie ] v JO UonenjeAyq



sjadoyayLses [
ansunuL'oN [
;uondo cyiads e piemo) Bujuea) nok sy

FoyD e apel Apeae asey | {7

uojido ue buisooy> oy asopwe | )

suoido agy bupspisuco we ) O

suopdo wnoge bnoyl 1adou aaey ] [
iuoispap nod yim nok ase Buoje dej moH

ZDpeL 34 ) IABY UOISIIAP SIY) SAOP UIYA

JUOIS3P s1Y) Bupjew Jo§ uoseas Inok st eym

B0 NOA UOISDAP AL SI1RYM

S vosmpapmoqeimpag ] daig

~ 18 -'"[eImeN & JO uoneneAyq



BN IBAC SW0IALLSS N0 g0 A asas 2y uf 536Uy J0YUDLW 01 10 3pd0ad BYI0 LM SWOTdLAs inok g0 A1143835 3Y) SSNDSIP 0] PAsn 3q ADW JSIPRALD S

swiojchuds ajeaas: aroqepue f|  swioidwds sieiapow 191 -6 swioyduids Whis g -¢ spopdAs Maj o ol T h -1

T 03 0 ol s85UD: @005 [DJ0] AU L SIS D 40f 532005 IRCA POV

o 54w Sye0s Buney ssnedouay

agooooo oooaoo
OoooOoOoOo obooao

L4

£
alaret g alases

OooooOo obooan

[
SIRIEPOI

(E3URLRUCOUL JRpPRIq ‘BIBUNN 0} paau paseainu) ‘Bupieun u Aynoup) swajgoid i2ppeg
{UCRIRJSIIES pUB AR [BRNES W) 3Usap [erves U aueyd) swepgoud (enxes

{ssaynpafiso) ‘woneRuacUoD L SSsERDRP
Frowa padedun Bouswiopad uy a5ea13ap jesaual) UoisNBLXS JEILLW puUE BIISAY Y

(pued Busa; ‘ssaussaisaE JauLy) Alaxuy

{anssaubbe buyasy ‘uoisua) sauuy ‘snonssu Dueay) Aupqei

isDias pOCAL ‘BALID J0O 28] ‘Siea) jo sluaw 2y uo ‘pes ‘umop Bugee) poow amssaudag
{fjiea dn Bupjes ‘ybnoay Buidas)s u Ajnouyp ‘desgse Bue) ul Aynowip) swapqoid daagg
{sspunbry Bupes ey Buiddiys 1esy Jeaq 11884 JO SSTUBIEME [BNISALIRY LIOHLICOSD HeaH

OooOoOoOgn cOooon

thuneans jo saposida) Gupneams ‘saysey 1oH

~-O00O00obo00 ooood

4= 3mg

g

P @

{sye)dwon projewanays ‘Suol 3y ) ujed) LOJLIoOSIP IRIRISHW PUE JWIOT |
(BSHN0IBYLE [EANDS LW AYnoup Jo ewben jo sssubiq gl

k)
k]

I T BT N

— e A

ssuopchiuds

PUGH, yipw 3spaid Hpddp jou op oyt swoyduds od

wopdwifs yoes o) xoq atepdordde ayy yiew 'aseald (aLup Siyl 1e nof oy Ajdde swioydwiAs Buimoljo) sul Jo yaum
spnpoid yijeay peanjeu buisn Bupapisucd aie nok Yy 1o) swoydwiAs a4 jo AJaaAas ay) s1en|eA]

- {8 -TUeanje N B JO uonenjeAq



spewireyd
10 uessAyd JnoA Y3 SSNDSID . 10N posd Yljesy [RINJEU YA PBUIGIOD USYAM S1205-2DIS PRIUBMUN BSNET UBD SLUOEIDAN

oo

DU e ARUBLIND NOA SR UOREIPSU I2IUN0D 84} JBAc Jo/pue uondibsaid 1eym sk §i

oN ] oA L

Hpnpod 1a1uno-ayl-19a0 ue Jo uondusard suepisiyd £ uopedpau Bupel aie noA Yoiym 10§ SUOIPLOD Yy eat) JBLMo aaey nok og

suonespaw pue spnpoid Yljeay jeanieu Usamiaq ueneiauj

- €8 -'TeINIEN ® JO UOTIRN[BAY



3 %mﬂ&r&%&ofé ey u&sﬁa‘v g pue
Moo per gaﬁ& #aetod Dupasfiau Aronspy eoeue uaiot] s oaaps sematd,,
: : e UTPLR G jrqial
. ey 210 Spays %EEE SAEYUEY USRI 2E7] AQ DLBLULION $356p)
- .ﬁﬁ%ﬁuﬁ%ﬁ&g Usoe) ania 1 postucian g feun) -
. - supigoid BALIG LSS BEY = g 1 i ac ) Ui peneg Bzor |
wﬁ LEM 10 mus 0 m.um u o Emmﬂ.% e USISTUL 1001 BRI
E . (uekaap o7 B 1=Bw at)
X o EKEE&@@%%E% maw@ﬁ@mﬁﬁ&w%ﬁﬁﬁgw 5SRO [RIRARS L PADIAD
. R  SBOIPIOR S Ay BN PUICZIY PRUP §0 Bl COZ o o
pue uonedasuos Easney »%a%%%ws% 211 o140 uuidse o1 ABisle e oy - sepamod j0a psig
ApnpUIARLL RYEENS . s it 1 40 ael -  (urEpekaoep -2z B y=sdop o)
spags . eenedouew a&mgaﬁm@ﬁﬁs& Uy {011 AEP Airu jouela
SpowiedBuoi ey GLO0DSAUSEY . By »ﬁw&kﬁm ,, %09 & S0Up Ot 03 07
Aeaseyiousaopelios. - odeemnen < . m e v pinbry
. i o "SISO UOISIA s fuaTIEkkan- 7
x - SIUBUAG ajIsE0 ! . , {uRyiekecap-#7
SPH g - HRa el pue Buieass Tunues spepea Lo pUaE GOl % oy mukip But 1=4a0e3 Bu 62
Yeoes peaynop eipieipeig - (euiben pue Ssusneydied yieay WEIEL 216 |
isaL0ARYIS! J0 Bl 0o=5 9<) B cb ‘Buppuod'easneussnen - oesdaad Swemod poow S3R40EL
, neyhog AEUL I UEE) 5| S50 LEY sucey anm&ﬁ%ﬁm , Wna Ag Usye feped
5BLIOAEYES] J0 B o=k <7) B 09 Stjuout . deep’smipepeay WS EANBD-£T 30 Bl 76 |
imprnd) uiRtosd pagejos) G LRyl S BU0] Uayel By S U 2UIBIBI SE Yons swogduids s500
Wpron A UoE] Aep ad SuosRyos o B €7 010s PuE D45 payodal sey Apnsoy ssnedotall B IBlish sasea ey 7
8500 SR BaIsIed Bysdsqalaissod - DR DY
fepty supdys; Dpedsiy pieg) efog (ps0oLLad02 PR 2y ‘DsowwEnn: BEYISRI] Ysoued §oelq

:EEW SULL WD)

2 ow mmmm w%a 1BU) Saipns xﬁmqmm; mo sadAl pue Jaquinu syl uo mn:mamw bmg bsiyL saleA LD RWICM BYL JO E__E__w AU 1BL) MO
o} Juepsodw st 3 ‘asnedouawu Buiinp uslom Ag pash ussq aaey 1yl s3onpoid Y1y jeIn1eu JO SySU pue s1auaq a4 Jnoge Bujuiea) uBUM

soap iy g dog

- $8 - 'TeIme N B JO UOHRN[BA


http://evkienceth.it

anpoad Yipesy einieu Aue Suier bulspisuos aie nod § apinoad aredyieay inok yim ssnasip asesd
SUORITIDIUE PUE SIUIAD S5a2Ap0 2aRy ARUE SJHN JBYT USAK

_ =
&1 1R IEL BUY WIOU] 1| UMEIDLM 3ABL NS3d B 5B PUE UORSUNISAP 19AH SHOLSS 5ne)
Ael eary 3241 SO SABY SUIURCD JoYlo Ul SaUSBE Jeufs PR BPEURT YHESH {wnanshyiaw sadiy) oAy

oo awe vowiin™y

{pqopqobyum) oy

{pazpury>3) eaneuIgDg

{sisuauis paiebuy) enb BUoY

(SOt SHUBHILY "DIINIEL PUBSHIL) 3oy )
{LUFIARDS Wnifly] Dde sy

‘papaaL
AT SAPNIS YMERSTY "UMOUY JOU a8 s3anpouch
353U} O} PIIR@I DISU B PUE SIYSUSY SYL

s

. ’ ’ {uno]] SWPUUOWILID

SR} 10 Iseddap
tousaop [0 asonud Duruaas 1RL Mmoys saIpnls (stag ueipoudy 1o asonsnsd Buiusag

{UND AU UOWRIOT |
i !

& % WA 2 i Y

"PBpABU BdE SAPRIS WIeasay JRHdDIOROYd D SO JURMBYA [(SISUBLIS DB ea} Ua2i)
sponpoid 2sayl §o asn A YuM pIleDosse {eurpmapued winuadiy) oM SIyos 35 fosopa araopaicsoig) wek Pl
D5 J0 sjyRUBg 3L ndap; o1 Jgissod Jou st {asuaioad witjogui ) Jasnps pay - (Buzsuib xoun) Buasuisy

B

funod awey UOWWDT)

- ¢g -"leinjeN ® JO uonien[eAq



£d
T4
[Buipoae jopsuosear) D5 mmammmﬁ 10§ sugsea) sieuag suondo
« . B0 5 gAYy - $ ¥ ¥ unirsAld wosy uondosand o pasu you saop -
Bunpoiq ‘vogodisued pasnpu .
spyans speys-apis 2q Jy By sy - FRes 59ysoy Joisesbaizep - odos aup) of
coo {seduinxa) [apduimna;
{BuSoLD 101 SUOS i} slyausy uondo

mwsmmw you 10§ ehos aye) 01 51 wopdo oyl ji ‘ajdwexs soy

N300 03 A9YI] 15O S8 JBYI SYSH pUE yauaq Uy TUPEPIN D
THSH pue S1gousq syl Jo 1B 351 ‘sucpdo asayl jo uses Jod g

“Fupepisu0d a8 nof 3ey3 suondo 53 151 ‘pue 1 des Ul peyliuap)

- 9g - 'TeIMEN ® JO uonen[eag

noAuoispapayl aeL v

- swondoajqejiearany fnuapy ¢ dag



#noA voddns uosiad sy uEd MOH
ou sk O ou o sk ou = seh O ou T osehk O , nok mz,wﬁmmmum uosied s 51
L
Jepd vosiad siyg s20p uopdoYdIYAL
 UOISIP3P INDA U] PIAJOAUISIESIR OLM
ou sal FSIBLI0 Wl aunsssud ynoLim Bujsooyd nodk aly
ou — sed O 51210 W) Uoisiap 1ok Inoge axape pue 1oddns ybBnous aaey noA oq
"BU 10) UOISIDBE B By R ey degd | T
03 Bupyjel 218 YosALu uoispap syl ayew apappsd |
LM UOISIDap AL Byjewl o) Japaad | T
{UOISIDAP SIL) sayew Jajaid nok op oy
 vospap o Bupjew uy degd o1 jues nof3j0s a1 109 “G daig

BU0

‘suopdo JNoA Jo Yoes Inoge nek o) Juenoduw 150w s
ey MOLs 03 (uepiodwl £IaA suesw s1e)s ¢ pur juepodul K124 10U SUBSLL 18]S | ) SI0)S JO ISGLLNL 243 22413 ‘3A0E Jjgel 3y U] °Q

~ nok oy weniodug spyeym Guep) EEN

- /8 -TednieN v JO uoljeneaq



paajoAUl S1aLL0 pue nok dipy o) uossad jeanau e puid 7]

wsalbe jo seale puy o3 apinh sy u sdags sy agadwor G SRIO NSV [
SISO LM BB UQISDRp Syl aueys (]

3S0L 2331w Oy siaylo Jo suoude uo sndog [

's4aY10 Wwoy dnssald j2a) nok J

{suopeziuebio Ajunwiwcs sdnoud uoissnosip ‘sidwexa jog) aopoy> nad loddns o) puey uo 5 dipy 1IBUMINO pu £
nod diay o3 1518 nod 3ucsiuos ooy £

‘Joddns ybnoua aaeyy Jou op nok jza) nak )i

Hoddng

Aok 03 150W SIENRK IBYM SIDYI0 L aleys [

513410 O} 150U PRIBLIBWL 1BYM JO 5201015 peay [}

LOIS|Dap BY] PR 2ABY OuM S0 o1 YL [T
o G SIDLIRLI JRYAM 395 O] J9[|I8R D|CRI DU L} % SIRIS » AL mAtaaY [

{NOA O} 150U SID1EL JELIM BINS JOU 248 NOA Ji) SaNjeA

afied Buimojjoy BY3 WO} sazunosas sy ynsuony [

PPRY sy Ul pauen adosd woudiay 1o sy [

12 ‘lrucissagoid yipay iofasunod Kkl sy o)) siamsue puy ol asysmaoN
suonsanbmnod 1517 [

{s1oey ybrous aary J0U Op Nok jas) nok J1) sbpajmouny
‘uoispap Inod bupjew yiw nok dpy Aew wy) mopq suope syl ey Loy, paiemsue nok i

ou [
sjamoy A sk T

inOA 10j 010Y 2 158 2Y) oge ains [5a) nok op ‘ebeis siy3 Iy

NN g dig

- 8 -"""[BIMEN B JO UOBN[BAT]



"BIUBPIAG JYIIUBDS MBUINOGE ULRa|
01 Aprejnbas sauisqam asayl ysia o} inpdyay sy ) ‘sa0geay) spnpoad Wiy jeamien ue AepAisas umow) Bupuods si uogewtop a0

(ueAS[R Lias PUE 3NIRA JL1IURIS Lk £3ijenb yBiy w001 0) (BoURAS(RI 40 BN|EAIYNURPS o Yum AlEND Jood) g0 wioy; aBuei sar035

. [BART PULIBAU( 12 245 JUIDIPRY Auie j0 Justubiedar] syl ie dnosb « sanbyiuais
108 $SRUSPIAR S3f INS 33pliod FIURS Ua 3jauuniisajoid anbield » 3usAq Paieniesa S35 401 0185 ) Ag PaLIRIGE 521005 o abRIany

ysjueds pue BUIIDIN JANEUWRYY
ysybuz s8R yypay oy WU d iy pue Asejusiuzduio] b0 21U RUOIIEN

, aupipa saeifizau) u Auoyiny sy
Ajuo ysiibu3z o ‘?ﬁuﬁ%@%ﬁ%ﬁw&%&ﬁ , , , U PUEDUERLS RINIeN

. e , : : , m@w@ﬁ sues mucmmﬁ
,%ﬁ%&ﬁ, l ,.,, ,,wmc,mﬁmﬁ&mmm%

| ‘ﬁﬁm&_%a  Ienbuiig

P (003 UOIDIDAZ /4G /0L BUDAPIL DY [DADIY DAL WO DI DU /<) Yy
12 punaj ag ued jel uoisanb prepues jo 125 e Bujsn aouesagel pue Ayenb
A3y3 oy pasieidde uasq aney Saais 352Y1 PN DIRasAL UO Paseq spnpoud Lyesy [BINJeL UG LOHRULIOM Jayo 1eyisalfsaam syussasd ajge) Bupas)o)ayl

siseq sejnbar e uo pyepdn s ays sy e apupampupoid/s du-dyp o 3B sy smasd iy
1e spnpoid yyesy jemeu Buiusaob uonepsiBe) pue SUOHENDaI A13U UO UOHELUOHU L1 31503 B SE EPRUEY ESH 18 1RSI SIONPOIJ Y1ESH jRInjey

Tuohe WO JO $32nog paysabbng

- 68 - [eINIEN B JO UOTIBN[RAT]


http://Passeportsanti.net

DY PP LD MMM
ey paapu|pusjyedye

£WO0 DY g ‘Dadiuum

BAY WIRHRID § | - 100[d UPWY
paodpu| puapy ¥

LSGQHIEANS C) 201 10N,

WL SUOIICLISQRS/DY DIPUIPURLID MMAM/ANY W04 AOUISGNS JO
WY BNSSE 23.4/D3 PRRPUIP UL MMM/ALIY WOy 2jcLues D21} © PROJUMOP UED NOA

‘uonedjgnd 241piw pue asnedouaw y paspul pusld v -7

pappe ag Aew sabiey buddiys 1ng abiey> Jo sat) S JB5) JUBINDOR 8Y [,
D RYMI MMM

B ULMDEULMD

£W0 DEY gw Badjuup

B WeyeID 614107

WOMISN Y)|ROH SUWIOM UBpRUED

1ok x3hieud Jo s911 Y uRIgo 10

JPONTIBP A/ WIOIRT YD/ /DD 533 YMBIMMNY/ A Y o) PN SiLl peojumap ued noj

"GOOT "UIWOM pUR W03l e yieay uo dnoib Bueuwpioos [euopeu sy

"348D )jeay pUe YI|eay Jnoge 2ou2pias Bupuelsiapun 1o) 3pind sUswom ¥ wIe BUE'S10R) YL ISN[ -|

- 06 - 'TeIMEN] ® JO Uonen[eAq

Buipead 1o suonsabifing


http://wmK%3cewh%3cesf.ea/PDF/health_reforrn/evfdef%7dceEN.pdf
http://www.afrimdlndeedxa

(zorpme ayy jo uorssiuIdd ym payuradayy) £00T ¢[8 32 31e3897]

CONT-T LSS92)E 15E]
"UMOUUN RIBPAN I5ET /W02 PIDPUDISDINBU M AV AL 3UIPIL BANEIBSIU U0 AHOYINE By L PIRpUES [eIMEN 342588 D IPUGIN L

GOOZ-Z | SE0R 1587 700790 SRIEpAn 150 Ay e oS T T 0T T 00T SIALRSALIOT DD BIDSL, IS D= 21 B/ D D5 DU AR, SA 1Y
*eaRY BuiiEoD s1npoud |2 10} S0 2[ES-dDIS B SeNss) BBUET UYESH "BPEUED ULERH °E)

TESE PNOWALNGE ] |04 PR UDEIS05SY SUDPSN [BRSH USIEE "L 1o winipuadwoD [eday ysiig 4 Aajpe 74
LS9 L0V E0nT asnedousiy waom jesnedouawsad pue iad ujesn Juswaiddns Aleip jEaueiog ' e 'soung D 987 10aRd g0 ApRyEid (1L
T-EES 1101104 1007 [BUIND; BORRIDOSSY FEMDSN UBIPEUYT SUsidesauy Brup asiaspe pue spnposd [Birep o Jess3iQ ng ABieg 0l

LG THO0T SAUCIING Y T1END YyeaH Apnis UCHEPHEA Y (Iuawiean
BUOLIION JO§ NS BWODIR0 B {SYW) 21826 Bupey ssnedouay 2yl dH PPIRUYIS T ISIULIS S Y5040 ] MORIS L YUINCQ "WTULBWSURH 6

"CHTHO0T SIUONNG Y [BND L3{eBH 'MalAR
jeoibojopoyiaw B 31E2S (SHiN) 3805 Duney esnedousiy 34 LN 00 W UUBLUSKESH 4 MOIBAS dH Spiauyds | Jounad v Bigany ™y uuewsupy

o

Ao E0HT H1ie4 SRazen epeue’ SUSHEBaY STORPOLS Y)EIH |RINIEN "BRRUED L)eaH
"G71ESHT 1d EI0G 1666 | {00RUAT) JSISTQ [ LY "USLLIOM [ESNECOUSL U SUSI JOIOWIOSEA W) LMEWRIeg

Wy e

"S-785H |ddnS £ 77007 B35 IR uomisues [esnedousiu sl pue KiHENxas ool seucunoH W Jebang ‘3 A3png T agel T ydiopuey " usisisuuag

"8Z-61:(10L E007 Ssnedouay uopisuen esnedouaw ayy
PUE TR JO AR IS AJUTUNIOD € DRI 12 USWION W AYNALIP d93is "W d 2ABW ") IRuA1uchng ‘U 1Rmod t RDRquioig Yd TUES WH Te v

£ 1-80E1E )7 15007 Isnedouaiy Ssnedouaul UM paleposse
fuownuen swopdwds o Aueses pue adusesaud jo s10yipaid sy o Apras feuprubiucy v W UdSNELUEF Y UOSIM N PISUYINID W SIamos S paod €

BLSE 106 0a0T
jooauAD 1R swoldwis jesnedouaw o Apnis peseq-uopieindod anpedsard w of ssbing Yr spuying Y seddop D3 Asphg A uRIsiBUGRG T

'd20L966L ‘995 10A 495 day yraiuebio YiESH pHOM dnosD 2SS OHAL B 40 Lodsy 'spas | 8L Ul asnedoualy sy uo ypueasey spdnoin |
sadUIRPY

- 16 -"""TelieN © JO uonenjeAyqy


http://mvwM-sc.gc,ca/ahc-csc/medla/Bdvisoi1es%3cwisQ0O2/2002__

Evaluation of a Natural...- 92 -

Appendix B: Invitational Poster

Menopause and nhatural health products

Making a decision...

The Use of Natural Health Products during Menopause:

We are looking for women, aged 45 to 64, who are bothered by menopausal |
symptoms, are considering using a Natural health product to relieve symptoms
and are unsure about what choice to make. Your participation in this research
study would involve using a decision support tool aimed to guide women who are
thinking about using a natural health product during menopause. The overall
purpose of the study is to learn ways that we can better help women who are
facing this decision.

For more information and/or to volunteer to participate in this study, please
contact the study coordinator at 613-799-6922

Or send an email to

Please forward this phone number and email address to your friends who may
also be interested.

Thank you in advance

This research study has been approved by the Ottawa
Hospital Research Ethics Board.



Evaluation of a Natural...- 93 -

Appendix C: Eligibility Screening Criteria

Date:

(day/month/year) Study #
. Are you between the ages 45 and 647 Yes No
Are you able to read and speak English? Yes No
Are you bothered by any menopausal symptoms? Yes No
Are you thinking about using a natural health product for menopausal symptoms?
Yes No
Do you have symptoms for which you are unsure of the diagnosis? Yes No
Are you a manager or owner of a natural health food store, pharmaceutical company
or medical clinic? Yes No

Set up home visit # 1 at this time if meets criteria’s:

Please give me a contact number where I can reach you.

Name

Contact number
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Appendix E: Knowledge Test

Date: (day/month/year) - Study #
What I know about natural health products?

The statements below relate to natural health products (NHP).
Please answer "'true'’, ""false’ or ""unsure'’ for each of the following questions by
circling the desired answer.

1. All natural health products (NHP) are without danger to health
truc false unsure

2. There are no possible interactions between natural health products and over the counter

medications (purchase free)
true false unsure

3. There are no possible interactions between NHP’s and prescribed medications (drugs prescribed
by a doctor)
true false unsure

4. Health Canada regulates natural health products.
true false unsure

5. There are scientific data showing the effectiveness of all natural health products that are available
true false unsure

6. All natural health products which are sold were approved by Health Canada
true false unsure

7. All women have symptoms related to the menopause
true false unsure

8. Natural health products can also have side effects
true false unsure

9. Natural health products are a category of products included in complementary and alternative
medicine
true false unsure

10. All drug insurance companies cover the costs of the NHP’s
true false unsure

© Légaré F., Tapp S., 2006
Developed from the questionnaire Knowledge © Annette O' Connor 2000
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Appendix F: Values Clarity Questionnaire

Date: (day/month/year) Study #
The factors which are important for me with regards to the use of natural health
products to relieve my symptoms associated with menopause:

People making decisions about Natural Health Products consider several factors. Please
show how important these factors are to you by circling the number from 0 (not at all
important to me) to 10 (extremely important to me).

1. How important is the "nonchemical" aspect to you when making the decision to use
Natural Health Products?

0 1 2 3 4 5 6 7 8 9 10
not at all extremely
important important

2. How important is it to you to have scientifically recognized facts when you make a
decision on the subject of Natural Health Products?

0 1 2 3 4 5 6 7 8 9 10
not at all extremely
important important

3. How important is it to you the potential health dangers (interaction with drugs, unknown
side effects, possible allergic reactions, etc) when you make a decision about Natural
Health Products?

0 1 2 3 4 5 6 7 8 9 10
not at all extremely
important important

4. How important is it to you to have accessibility to the product (available without regulation,
accessible close to home, etc) when you make a decision about the Natural Health
Products?

0 1 2 3 4 5 6 7 8 9 10
not at all extremely
important important

5. How important is it to you the cost related to the products when you do make a decision
about Natural Health Products?

0 1 2 3 4 5 6 7 8 9 10
not at all extremely
important important

© Légaré F., Tapp S., 2006

Développé a partir du questionnaire Questionnaire dérivé du questionnaire Valeurs © Annette O’Connor 2000
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Appendix G: Choice Predisposition Scale

My Opinion about Natural Health products for menopausal symptom
management.

We want to know what your opinion is of taking a natural health product (NHP) for
menopausal symptoms.

1. If you were asked right now to make a choice about taking a natural health product, please
show where you would be on the scale below, by placing a check in the box [1.

If you want to take a natural health product for menopausal symptoms, you would
Check [ far to the left.

If you do not want to take a natural health product, you would check [ far to the
far to the right.

If you are not sure, you would check [ in the middle

JUoodoobooododun

Yes Unsure No

NHP NHP

1. If you were asked whether or not you wanted to take a NHP, with what you know
now, check [} which choice looks the best for you:

0 Taking a NHP,

Reason for this choice

N Not taking a NHP,

Reason for this choice

0 I’m not sure, reason for this choice
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Appendix H: Acceptability Survey

Date: (day/month/year) Study #

Evaluation of a natural health product decision aid for women considering options for
menopausal symptom management

My thoughts on the decision aid

1. How would you rate the amount of information in the workbook? Please check one.

[J Much less than I needed
[ Little less than I needed
L) About the right amount of information
O A little more information than I needed
O A lot more information than I needed
2. How would you rate the length of the workbook?
[1 Much too long
C A little too long
[} Just about right
1 Should have been a little longer
7 Should of have been much longer
3. How clear was the information in the workbook?
[ Everything was clear
[ Most things were clear
[ Some things were clear

[J Many things were unclear

4. How balanced and fair did you find the workbook?

[J Clearly slanted to taking a Natural health product

[J A little slanted to taking a Natural health product
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) Completely balanced
[J A little slanted to taking no Natural health product
O Clearly slanted to taking no Natural health product
5. How helpful is the workbook in helping you make a decision about taking a NHP?
[J Very helpful
[J Somewhat helpful
O A little helpful
[J Not helpful

6. Would you recommend this workbook to other people who are facing the choices for
taking a NHP for menopausal symptom management?

1 1 would definitely recommend it

U T would probably recommend it

[0 I would probably not recommend it

[7 I would definitely not recommend it
7. What did you like most about the decision aid workbook?
8. What did you net like about the decision aid workbook?

9. Do you have any other comments about the workbook?

Stacey et al., 2003 (Adapted from Barry et al., 1995)
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Appendix I: Preparation for Decision Making Scale

Date: (day/month/year) Study #

Preparation for Decision Making Scale

Please show your opinion of the Natural health product decision aid by circling the number to
show how much you agree with each statement.

Did this educational material........ Not A Some | Quitea | A

at little | what bit great

all deal
1. Help you recognize that a decision needs to 1 2 3 4 5
be made?
2. Prepare you to make a better decision? 1 2 3 4 5
3. Help you think about the pros and cons of 1 2 3 4 5
each option?
4. Help you think about which pros and cons are 1 2 3 4 5
most important?
5. Help you know that the decision depends on 1 2 3 4 5
what matters most to you?
6. Help you organize your own thoughts about 1 2 3 4 5
the decision?
7. Help you think about how involved you want to 1 2 3 4 5
be in this decision?
8. Help you identify questions you want to ask 1 2 3 4 5
your doctor?
9. Prepare you to talk to your doctor about what 1 2 3 4 S
matters most to you?
10. Prepare you for a follow-up visit with your 1 2 3 4 5
doctor?

© Preparation for Decision Making Scale
(Graham, O'Connor 1996, revised 2005)
University of Ottawa
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Appendix K: Demographic Questionnaire

Date: (day/month/year) Study #

Evaluation of a natural health product decision aid for women considering options for
menopausal symptom management

Clinical and Demographic Questionnaire

Personal Characteristics

1. Martial Status:
U married [l single
[ widowed [J divorced/separated
2. Language most frequently spoken:
! English : [ French
O Other:
3. Language most frequently read:
[J English 0 French
[ Other: UJ French
4. Highest grade or level of education completed:
[J Less than grade 9 ) some high school O university
[J High school diploma [ trade certificate/diploma

Relevant Medical History

History of:
O Hysterectomy
0J Hormone replacement therapy
[ Age of onset of menopause

O Other:
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Appendix M: 2-Month Follow-up

Evaluation of a natural health product decision aid for women considering options for
menopausal symptom management

2-Month Post-Intervention Telephone Assessment

Date: (day/month/year) Study #

1. What are you currently doing to control your menopausal symptoms?

2. Do you have any further questions or comments about the decision aid study?
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Appendix N: Consent Form
Consent Form

Evaluating the Effectiveness of a Decision Aid for Peri and Menopausal Women
Considering the use of a Natural Health Product for Symptom Management

Research Team:

Prudy Menard, RN, BScN, MSNH, MScN student
Dawn Stacey, RN, PhD, Professor, Faculty of Nursing, University of Ottawa
France Légaré, MD, PhD, Professor, Faculty of Medicine, University of Laval

Kirsten Woodend, RN, PhD, Professor, Faculty of Nursing, University of Ottawa

Purpose and Design — The purpose of this study is to create and test information for
women making decisions about using natural health products to manage menopausal
symptoms. What we learn from this study can help doctors and nurses provide better
support to women making this decision in the future. There will be approximately 26
women in this study. You are being invited to take part in this study.

Study Procedures— The following are the steps in the procedure:

1. At your first home visit, you will be asked to complete a survey telling us a bit about
yourself, what you know about natural health products for menopausal symptoms,
and how hard the decision is for you. You may skip any questions that you do not feel
comfortable answering. This survey will take about 20 minutes to complete.

2. You will then be given the natural health product decision aid and workbook to
complete in the next two weeks. You may share your decision aid and workbook with
others.

3. Two weeks after the first visit you will be given a survey. The other two additional
surveys that you will need to fill out will be your thoughts on the decision aid and
your satisfaction with your decision. Again, you may skip any questions that you do
not feel comfortable answering. This should take about 25 minutes. You will be given
your answers at this time.

4. About 2 months later, the research nurse will telephone you to find out if you have
any additional questions and if and what you are doing to help control your
menopausal symptoms.

Length of Study — The study is expected to last 3 months for each participant.

This research study was approved by The Ottawa Hospital Research Ethics Board & the University of Ottawa
Research Ethics Board
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Possible Side Effects and/or Risks —

e There are no known risks

Possible Benefits —
¢ Benefits of the Study — The decision aid may help you make a decision about
whether or not to use a natural health product for menopausal symptoms.
e What we learn from this study may help other women who will be making
decisions regarding the option of using a natural health product for menopausal
symptoms

Withdrawal from the Study - You may withdraw from the study at any time without any
impact to your care. You may also ask that your data be withdrawn from the study
completely.

Study Expenses- There will be no money paid to participants.

Confidentiality- All results of the study will be kept confidential. Representatives of the
research team as well as by representatives of the Ottawa Hospital Research Ethics Board
may review my records, under the supervision of Ms. P Menard’s staff for audit purposes.

You will not be identifiable in any publications or presentations resulting from this study.
All information which leaves the hospital will be coded with a number and you will not be
identifiable by name. No records bearing my name will leave the Ottawa Hospital.

Voluntary Participation — Joining this study is your choice. You are under no obligation to
take part in the study, and you may withdraw from the study at any time. Whether or not you
decide to participate will have no effect on the care you would normally receive at the
Women’s Health Centre.

New Information About the Study- If any new information about the study becomes
available that might affect your wanting to participate in the study, you will be
informed as soon as possible.

Questions about the Study- If you have any questions about the study please call:

Prudy Menard, RN, Master of Science in Nursing Student, University of Ottawa, telephone
number: 613-799-6922 OR

Dawn Stacey, RN, PhD, Professor, Faculty of Nursing, University of Ottawa, telephone
number: 613-562-5800 ext. 8419

If you have any questions about your rights as a research subject, you should contact the
Chairperson of the Ottawa Hospital Research Ethics Board at 613-798-5555, extension

14902 or the Protocol Officer for Ethics in Research, University of Ottawa, Tabaret Hall, 550
Cumberland Street, Room 159, Ottawa, ON KIN 6N35, (613) 562-5841 or
ethics@uottawa.ca.
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Consent
I have read this Information and Consent Form and have had an opportunity to ask my
research nurse any questions I had about the study.
My questions and/or concerns have been answered to my satisfaction and I agree to
participate in this study. If I decide at a later stage in the study that I would like to withdraw
my consent, [ may do so at any time.
A copy of the Information Sheet and/or Consent Form will be provided to me should I want

to review the information at a later date, if I need to contact someone about the study or my
participation in the study, or simply for my records.

Signatures:

Name

Signature Date

Investigator’s Name

Investigator’s Signature Date
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Abstract
Objective: To evaluate the effectiveness of a decision aid for menopausal women facing
decisions about natural health products.
Background: Women experience difficulty with making decisions about natural health
products for management of menopausal symptoms. Although a new decision aid is
available, its English version has not been evaluated in a community-based/clinical setting to
determine its effect on decision quality or the process of decision making.
Design: A pre-/post-test study.
Setting: The Women’s Health Center at The Ottawa Hospital, Ottawa Canada
Participants: Peri- to postmenopausal women aged 45 to 64 considering the use of a natural
health product for management of menopausal symptoms.
Intervention: Self-administered natural health product patient decision aid

Main Outcome measures: The primary outcome measure was decisional conflict. Secondary

outcomes included decision quality using, knowledge, strength of values, and
choice/preference.

Results: 24 women primarily between 50-59 years of age, Caucasian, married, and well
educated participated. Compared to baseline, after using the decision aid, women’s total
decisional conflict was reduced from 62.82% 10 23.63% (p <0.001) and improved knowledge
from 76% to 87% (p=0.001). The value clarification exercise revealed that women who
preferred natural health products were more likely to rate the non-chemical aspect as
important and the cost of the product not as important. Of the 24 women, 10 were unsure of
their choice at baseline and 3 post use of the decision aid (p= 0.015). Overall, women rated

the decision aid as acceptable, clear, and balanced.
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Conclusion: The natural health product patient decision aid improved decision quality and
supported menopausal women who were facing health decisions around using natural health

products for menopausal symptoms.

Word count: 253

Key words: decision support interventions, decisional conflict, patient decision aid, natural

health product, menopause
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Background

Menopause is a natural life process that can entail mild to very severe symptoms for
women.'” In the past, women were encouraged to use hormone replacement therapy (HRT)
for menopausal symptoms.3 In 2002, however, the Women’s Health Initiative reported an
increase of coronary artery disease and breast cancer for women taking HRT.* Since the
Women’s Health Initiative findings, more women are reaching out to natural health products
(NHPs) for management of menopausal symptoms.” In Canada, about 71% of Canadians
use NHPs.® The highest uses of NHPs were in those with a higher education and women.
However, little is known about the quality of decisions to take NHPs. Of concern is the
limited evidence available regarding these products, and the large marketing strategies
directed towards these women as the greatest users of NHPs.”'?

The lack of evidence, vast number of choices and undue marketing pressures to use a
NHP can lead to decisional conflict. According to the North American Nursing Diagnoses
Association, decisional conflict is a state of “uncertainty about course of action to be taken
when choice among competing actions involves risk, loss, or challenge to personal life
values” (p. 36).!" Although decisional conflict occurs because of the need to balance benefits
versus harms across options, it can be exacerbated by inadequate knowledge, unrealistic
expectations, unclear personal values, and inadequate support and resources for decision
making.12 Unresolved decisional conflict leads to decisional delay or reversal, dissatisfaction,
regret, and blaming the provider for poor outcomes.'>'* Thus, many of these women making
decisions about NHP are likely going to need decision support given the nature of the
decision.

Decision support can be provided with counselling and/or patient decision aids

(PtDAs). A Cochrane review of 55 randomized controlled trials found that patient decision
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aids can help facilitate the decision making process by increasing patients knowledge of
options and decreasing decisional conflict.'® Of these 55 trials, 9 were focused on hormone
replacement therapy and none on NHPs. The International Patient Decision Aid Standards
Collaboration stated that patient decision aids are meant to improve patient’s knowledge and
prepare them in making informed; values based decisions about their health care. This aim is
consistent with how decision quality has been defined.'®"’ According to the International
Patient Decision Aid Standards document, a higher quality PtDA needs to be developed
using a systematic and replicable process and that it should be evaluated in the field.'®

The Cochrane inventory of more than 500 decision aids includes one decision aid for
NHP developed by a Canadian-based consortium group which was based on a needs
assessment and the Ottawa Decision Support Framework (ODSF)."® The needs assessment
that was conducted in order to produce this decision aid was performed with 15 key
informants (consisting of nurses, physicians, pharmacists, NHP storeowners and policy
makers) and 6 discussion groups of 41 menopausal women aged 44 to 67 years was
conducted in French and English.19 This study and previous research to evaluate women’s
needs regarding NHP use found that menopausal women were: a) experiencing difficulty
deciding whether or not to take NHP; b) experiencing difficulty deciding which NHP to
choose; whether to take anything at all for menopausal symptoms; feeling a lack of
confidence regarding NHP; ¢) inadequately informed and ; d) concerned regarding cost and

20-24 )
P> To address women’s needs, a patient

closed-mindedness of physicians towards NH
decision aid was developed and at the time this study was planned, the French version was
being pilot tested in Quebec.” Given that the PDA was developed concomitantly in both

English and French, there was a need to evaluate it in both languages.

Objective
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Overall, the aim of this study was to evaluate the effectiveness of a NHP PtDA on the
quality of decisions rﬁade by peri- and postmenopausal women facing decisions about natural
health products. Specifically, the PtDA is hypothesized to reduce decisional conflict, and
increase decision quality. Decision quality was defined as having; a) knowledge of NHPs
options, benefits and risks; b) clear values associated with outcomes of options; and c¢)
concordance between the option chosen and patients’ values.

Methodology

The decision aid was evaluated in a one-group pre-/post-test study design guided by
the Ottawa Decision Suppoft Framework (ODSF) (See Figure 1). The ODSF is a middle-
range theory that can guide the construction of interventions to facilitate the preparation of
individuals for decision making in health care, particularly in circumstances manifested by
scientific uncertainty.” The decisional process allows individuals’ to become better informed
by the best probative data that is congruent with their own personal values allowing for an
increase in overall satisfaction with the decision making process.”® The framework consists
of three categories: 1) identification of decisional needs and determinants of the decision; 2)
decision support intervention strategies and; 3) evaluation of the decision process and
outcomes. Interventions such as decision support tools are intended to improve the quality of
the decisional process through the modifiable determinants of decision making. Thus, the
intervention of decision support can be utilized to reduce decisional conflict and improve the

decisional process. The success of this model in addressing determinants of decisions and

developing intervention strategies has been shown in several clinical situations in women’s

health, especially in the area of middle-aged women’s health,’" 3123233
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Participants & Setting

A non-randomized convenience sampling method was used. Recruitment occurred
through the menopausal information sessions provided at The Ottawa Hospital at the
Women’s health centre in Ottawa Ontario and through word of mouth.

Peri- and postmenopausal women who were considering the use of a NHP for
symptom management were recruited. Participants inclusion criteria were: a) female; b) aged
45-64; c) considering a NHP to relieve menopausal symptoms; d) not currently using
prescription or NHPs for menopausal symptom control; €) unsure about what choice to make,
and; f) able to read and speak English. Exclusion criteria were: a) symptoms that were not yet
diagnosed by a physician or; b) being an owner or manager of a natural health food store,
pharmaceutical company or medical clinic.

Intervention

The patient decision aid entitled “A decision aid for women considering natural
health products for menopause symptoms” is a 13 page pamphlet that includes evidence-
based information on menopause (see Figure 2), NHP options and resources (e.g. websites,
books, associations and scientific papers). The decision aid includes interactive pages that
guide women to explore their knowledge and values associated with the options as to
whether or not to use NHPs for menopausal symptoms. Values are clarified using the balance
scale technique and women are asked to identify their options and the outcome of these
options and rate the level of importance using a 5 point scale (see Figure 3). As well, women
are asked to identify their support system, consider their role preference in decision making
and establish an action plan for taking the next steps in the decision making process. This
PtDA was developed using the ODSF and is congruent with the standards set by the

International Patient Decision Aid standards.’
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Procedure

The data collection occurred at three points during the study. The measures were
taken: 1) at baseline pre-test; and 2) 2 weeks after receiving the decision aid and 3) a follow-
up telephone call 2 months later. After eligibility was confirmed, the study was explained in
more detail and an informed consent was obtained using the protocol approved by the Ottawa
Hospital and the University of Ottawa Research Ethics Board, Ontario, Canada. At baseline,
data collection included a self-administered demographic questionnaire, decisional conflict,
knowledge test, values clarity, choice/preference and severity of menopausal symptoms. The
participant was subsequently given the self-administered NHP PtDA and asked to read
through it, consider the options and complete the values clarifications exercise.
Approximately two weeks after receiving the decision aid, decisional conflict, knowledge
test, values clarity, and choice predisposition were re-assessed. As well, acceptability of the
PtDA, satisfaction with preparation for decision making and intention to use the decision aid
were evaluated. Two months later, participants had the actual decision assessed during a
telephone call which included a discussion with the participants regarding decision uptake.
Outcome Measures

The primary outcome was decisional conflict. Secondary outcomes included decision
quality (knowledge, strength of values, choice preference), decision uptake, and decision
process measures (acceptability of the decision aid and satisfaction with the preparation for
decision making, intention to discuss use with health care providers to and use the decision
aid in the future).
Instruments

Decisional conflict was measured using the Decisional Conflict Scale; a 16-item scale

with five subscales: uncertainty of choosing the best option, informed about the options,
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values clarity, support and effective decision making (O’Connor, 1995)."2 It uses a five point
likert scale rating from 1 (strongly agree; low decisional conflict) to 5 (strongly disagree;

high decisional conflict). Total decisional conflict score was calculated by summing up 16

items and then dividing the scores by 16 then subtracting 1. Scores were subsequently
standardized for score out 100 by multiplying by 25, where zero indicates no decisional
conflict (i.e. in other words, high certainty) about the best choice and 100 extreme decisional
conflict, high uncertainty about the best choice. The test-retest and alpha coefficients for this

34,35,26

measure exceed 0.78. The measure is sensitive to change and is able to discriminate

between different decision support interventions.*"’

The participant’s knowledge was assessed using a 10-item questionnaire about
menopause, NHPs and the benefits and risks of using a NHP for menopausal symptoms. The
responses to the statements were true, false, or unsure and marked as correct or incorrect. The
total possible scores range from zero to 10 and converted to a score out of 100. The content
validity was assessed with an expert panel that included two physicians specializing in
women’s health, two experts in decision aids and one credentialed menopause educator who
is an advance practice nurse. Similar format for knowledge tests used in other decision aid
studies were sensitive to change, had good internal consistency and were able to discriminate
between interventions. %4263

Values were assessed by a five-item questionnaire that elicits how important it is to
the participant in making the decision to choose NHPs. The numbers on the scale range from
‘0’, not at all important to ‘10’ extremely important. Test-retest coefficients range from 0.79
to 0.91 and measures explain and discriminate between those making different decisions

39,26

when measuring strength of values associated with outcomes of options. It has been
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utilized in several different clinical applications including women’s issues surrounding
HRT.2933:39.2637

Choice/preference was measured using a 15-point scale anchored by not taking any
NHPs on one end and taking a NHP on the other, with unsure in the middle. The scale was
then converted to yes, leaning to NHP (1-5), unsure (6-10) and no (11-15). It is sensitive to
change and discriminates between the undecided category, exceeding the test-retest reliability
coefficients of 0.90.%

The acceptability survey included six open and three closed ended questions to
determine acceptability of the decision aid. The open-ended questions asked the participant
what they liked or did not like about the decision aid, and elicited further comments. From
the close-ended questions, feedback on the amount, length, clarity, helpfulness, balanced
presentation of information, and whether or not they would recommend it to others was
obtained. These questions were based on a questionnaire evaluating the acceptability of the
decision support programs produced by the Foundation for Informed Medical Decision
Making.*’

Satisfaction was measured using the Preparation for Decision Making scale. The
‘Preparation for Decision Making’ scale assesses an individual’s perception of how useful a
decision aid was in making a health decision and preparing them for discussion with their
health care provider.*! This scale consists of ten questions rated on a five-point scale where
‘1’ on the scale is ‘not at all’ and a 5’ is a great deal. The total score ranging from zero to
100. This scale has a high internal consistency, alpha coefficient ranges from .92 to .94. The
scale discriminates significantly between different decision support interventions.*'~*®
The intention to discuss the use of NHPs and future use of the NHP PtDA was

measured using six items with response categories on a 7-point response scale from ‘-3’ not
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very useful to ‘+3° very useful. This tool measures the participant’s behavioural intention to
disclose use of NHPs to their physicians or pharmacist and using the PtDA for future
decision making. It is based on the theory of planned behaviour that is well known through
its previous application to the study of health professionals’ behaviours. > 44304546 Thjg
theory postulates that when the individual has some control over a situation, intention is the
immediate determinant of behaviour.*

The Menopause rating scale is an 11-item scale with a five-point rating score. It
describes the perceived severity of symptoms ranging from ‘0’ none to ‘4’ very severe. The
total score of all items can range from ‘0’ (asymptomatic) to ‘44’ (highest degree of
severity). Rating from 0-4 (no or few symptoms), 5-8(slight symptoms), 9-16 (moderate
symptoms) and 17-44 indicate severe symptoms.47 Each symptom item is categorized under
three subscales. These are psychological symptoms, somato-vegetative symptoms and
urogenital syrnptorns.48 The scale is internally consistent as measured by Cronbach's Alpha,
where the coefficients varied between 0.6 and 0.9 across countries for the total score as well
as the three subscales.”’

Data Analysis
Sample Size

The estimated sample size was calculated based on the paired t-test for comparing the
means of the outcome ‘decisional conflict’ measured pre and post decision support. For a
significance level of a = 0.05, power (1 —B) = 0.80, a standard deviation of 0.6, and a
correlation between pre/post scores of 0.25, the sample size was estimated at 23 to detect a

difference of 0.4 in the decisional conflict score, out of a possible score of zero to four. This

would be considered a medium effect size and one that would be apparent to an intelligent
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observer.* The effect size is judged clinically important, as it has been observed that the
usual cut point is 0.43 t0 0.82 between individuals who make or delay decisions.”

The Statistical Package for the Social Sciences (SPSS 14.0) was utilized for data
analysis. Quantitative data was numerically coded and entered into a data file. All of the data
was compared to the questionnaires for inconsistencies. Interval level data was tested for
distribution using the Kolmogorov-Smirnov test and found to be normally distributed thus,
the mean was chosen as the measure of central tendency. A paired t-test was used to test for
change in the interval scale (decisional conflict scores, knowledge scores), and Wilcoxon
Matched-Pairs Signed Ranks test for change in discrete measures (choice predisposition)
from baseline to post intervention. Descriptive statistics were used to report the responses on
the values scale, acceptability survey, satisfaction questionnaires, intention to use the PtDA,
menopause rating scale and demographics.

Results

From September 2006 to February 2007, 30 participants volunteered and 24 were
eligible. Three did not meet the age criteria, two were on hormone replacement therapy, and
one had symptoms that were not diagnosed by a physician. From all of the surveys, one post
Predisposition questionnaire was not completed and one Preparation for Decision Making
was illegible and therefore could not be included.

On average participants were 50-59 years of age, Caucasian, married and well
educated (see Table 1). Of 10 postmenopausal women, 8 had their onset of menopause
occurred naturally between 50 to 55 years of age and in 2, menopause was surgically
induced. The participants scored an average of 15.7 on the Menopause Rating Scale

indicating moderate symptoms. The most commonly reported mild to severe symptoms were;
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sleep problems (n=23), (n=22), irritability (n=22), anxiety (n=21) and mental and physical
exhaustion (n=21).
Change in decisional conflict and modifiable factors

After using the NHP decision aid, participants’ decisional conflict scores declined
from mean total DC Score of 63% (95% CI1 57, 68) pre to 24% (95% CI 17, 31) post
(p<0.001). All subscale scores (uncertainty, informed, values, support, effective DM)
decreased post decision aid (see Table 2). The informed subscale showed the greatest
reduction in score from78% (95% CI1 71, 86) to 21% (95% CI 15, 28) with item 3 ‘I know the
risks and side effects of each option’ causing the highest decisional conflict.

Knowledge scores increased from 76.25%, (95% CI 69.45, 83.05) at baseline to
87.02%, (95% CI 83.05, 91.11) post decision aid intervention (p=0.001). Pre and post, the
response to the question ‘Health Canada regulates natural health products’ received the
fewest of correct responses and for the question about side effects of NHPs all respondents
answered correctly (see Table 3).

Choice/Preference

Of 24 participants, 10 (42%) were unsure of their choice at baseline compared to 3
(12.5%) post decision aid. At the 2-month follow-up, all of the women had made a decision
whether or not to use NHPs. Of the 24 women, 9 were using NHP to control menopause
symptoms, 8 chose to use nothing to control symptoms, 5 stated that symptoms had
decreased and felt no need to use anything. Two had started using hormone replacement
therapy and both participants indicated that they were still looking into using a NHP in the

future after being weaned off their hormone replacement therapy.
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Values Concordance

Post decision aid, a trend was noted as 12 of 15 women that chose a NHP (80%) rated the
importance of the non-chemical aspect highly compared to 3 of 5 women (68%) who chose not to
use a NHP (p=.766). Of 15 women that chose a NHP 4 (27%) placed importance on the cost of
the products compared to 3 of 5 women (60%) that chose not to use a NHP (p=.417). All women
found scientific facts and dangers associated with NHPs to be of importance.
Acceptability of the patient decision aid

All of the 24 women rated the decision aid as clear and helpful in making a decision, and
would recommend it to others. Eighteen (75%) rated it as balanced presentation of options and 6
rated it as slanted to taking a NHP. For those women who found the DA too slanted, one
requested hormone replacement therapy be included and another stated that soy was favoured and
other therapies such as counselling should be explored. Of 24 women, 8 indicated the amount of
information was less than needed and 4 rated it as more than needed. For those that wanted more
information, suggestions included adding a detailed list on the specific side effects and possible
interactions of NHPs with other medications and another woman suggested adding contact
information for credible, experienced professionals to address further questions. When asked
what they liked most about the DA, participants stated the “flow of the decision making process,
internet sites and references, awareness that family doctor & pharmacist should get involved in
your decision” and “clear and concise”.
Usefulness of the Decision Aid

Of the 23 participants, 17 (74%) indicated that the PtDA prepared them for decision
making by helping them to organize their thoughts, think about the pros and cons of each option,

and consider which ones were most important. The 3 items that ranked lowest were, helping to
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recognize that a decision needs to be made, identifying questions to ask the doctor and
preparation for the doctor’s visit. The total mean score for the intention to use the PtIDA was 1.58
(SD 1.44) and for the intention to discuss use of NHPs with healthcare providers was 1.73 (SD
1.70). A score of one or more refers to a positive intention.
Discussion

This is the first known study to evaluate an English natural health product patient decision
aid. The patient decision aid improved decision quality by decreasing menopausal women’s
decisional conflict, increasing their knowledge, and helped those who were uncertain make a
decision. It was found to be an acceptable and useful tool for helping women prepare for
discussion with their health care provider and women indicated their intention to use to it for
future decision making.

The magnitude of reduction in total decisional conflict of 39 points observed in this study
(from 63% to 24%) is clinically significant. According to O’Connor,26 at a score of 25% or lower
participants are more likely to make a choice. Furthermore, women with lower levels of
decisional conflict are more likely to be satisfied with their decision and not likely to feel regret.14
Compared to randomized controlled trials of patient decision aids, this pre-/post-test study found
larger decreases in decisional conflict." The larger reduction may be a result of the decision aid
helping women address factors influencing their decisional conflict such as feeling more
informed and clearer about their values or there may be other influential factors. For example, the
decision aid may have sensitized women to the decision of NHP and as such, women may have
investigated other information sources including those provided within the decision aid and/or
more actively sought others’ opinions. A common source of information for women making

decisions about NHP use is other women."”
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Although women’s knowledge scores at baseline were high (76%), there was an 11 point
improvement in their knowledge score after using the decision aid. This improvement is
consistent with that observed in the Cochrane review of PtDAs that found a range of 4.6 to 15.2
point improvernent.15 The effects on knowledge were also evidenced by women’s improved
perceived knowledge on the uninformed subscale of the Decisional Conflict Scale and qualitative
feedback indicating that the NHPDA improved their knowledge of resources to accessing
evidence-based information on NHPs. Aside from websites, other resources such as journal
articles, books and associations were listed for the women to access additional information on
NHPs. One reason for the high baseline knowledge test score could have been due to the highly
educated group of women who participated (92% had postsecondary education). Of concern was
that even after using the decision aid, only about half the women were aware that Health Canada
regulates natural health products. This raises the question of whether Health Canada and/or the
NHP PtDA adequately informed the women on NHP regulations and/or whether or not this is an
important issue for women to be aware of.

Another common measure of ‘informed’ decision making is realistic expectations of
outcomes of options."”> However, this PtDA did not include probabilities for outcomes of NHP
options; only a narrative discussion of potential benefits and risks of two different NHP options
(e.g., soy, black cohosh). Current literature on use of NHPs for menopausal symptoms is limited
and as a result, it is difficult to obtain adequate findings to be able to include these probabilities.

In addition to being informed, decision quality requires concordance between the option
chosen and patients’ values.'®!” Of the five values statements, two appeared to indicate
differences by group. Compared to women who choose not to take NHPs in this study, women

choosing NHPs appeared to be more likely to value the non-chemical aspect and less likely to



Evaluation of a Natural...- 129 -

rate cost as important. In the literature, four studies reported that women considered the cost of

2 .
192223 NHPs are not covered by most insurance plans and can

NHPs when making their decision.
be costly.”” Women in our study choosing not to take NHPs for symptom relief were more
likely to rate cost as important in their decision.

Another consideration when measuring values is the statements that are included. In this
study, women in both groups valued the need for scientific evidence on NHPs, were concerned
about potential dangers of NHP, and rated product accessibility as important. One consideration
may be that these value questions were too broad and that all women would rate as important.
Further evaluation using this measure of values could have values statements that are more
specific to a set of options and their outcome rather than broader statements about NHP use. For
example, specific value statements related to soy could include ease of access, decreased hot
flashes or constipation.

The ability to determine values-choice concordance depends on clarity of women’s values
and the types of values statements being measured. The NHP PtDA used in this study included a
balance scale approach to explicitly clarify women’s values for outcomes of options. Previous
trials that measured values concordance found that PIDA with explicit values clarification were

£ 23! However, unlike these PtDASs, the

superior to those in which values clarification was implici
balance scale 1n this decision aid required that women identify the specific decision they were
considering, list of benefits and harms, and then rate the importance of each of these potential
outcomes. Although, the decision aid was not collected from the women to determine

completeness of the values clarification exercise, most women verbalized having completed it

and their perception of values clarity measured using the Decisional Conflict Scale indicated

improved values clarity from baseline to post PtDA.
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Important criteria for developing higher quality PtDAs are those that have been pilot
tested with users, found to have balanced presentation of options, and include a range of
options.16 The majority of women in our study (75%) found the NHP PtDA to be completely
balanced and the others thought it was slanted towards taking a NHP. These findings are
comparable to other trials that reported patients’ perception of balance presentation of
information ranged from 74% to 79%.% Sub-analysis of the six women who thought the PtDA
was slanted toward taking NHP revealed that three were leaning towards NHPs at baseline and
three were unsure. Barry and colleagues® found that men with benign prostatic hyperplasia who
thought the DA was slanted were also leaning in the same direction as the slant post DA. Another
reason for women indicating it was slanted toward taking NHPs was the fact that the PtDA was
only focused on the decision to use NHPs.

Although the decision that was at the center of this PtDA was “to use NHP for
menopausal symptoms or not” a different decision focused on specific options to manage
symptoms could have been considered. A more inclusive PtDA could have also presented other
options for managing menopausal symptoms such as hormone replacement therapy and lifestyle
changes (e.g. exercise, nutrition and behaviour modification).

After using the NHP PtDA, women felt more supported in their decision making as
evidenced on the support subscale of the Decisional Conflict scale and most women (88%)
intended to discuss their choice with either a pharmacist or their physician. Although no direct
question was asked regarding perception of support from health care providers in this study,
some women did say they shared the PtDA with their physician prior to their second visit. PtDAs

are intended to be used as adjuncts to practitioner counselling and previous studies indicated have
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#1924 Women also identified communication

that women want support from health care providers.
barriers that interfered with discussing NHP decision with their health care professionals.

In a study to identify women’s decision making needs related to NHPs, women identified
that practitioners were not open to discuss NHPs." Other studies measuring the quality of
practitioners’ counselling have found that they focus primarily on information giving without

53-55

adequately exploring patients’ values/concerns. Without support from health care providers,

women are more likely to rely on family, friends, media and the Internet for information. Relying
on these sources can increase the possibility that these women are receiving information that may

5,8,56,24

be biased and not evidence-based. Interestingly, women consider physicians and other

healthcare providers to be a reliable source of information but ironically perceive them to be

20,23

unknowledgeable and biased against NHPs. Consequently, these women do not necessarily

discuss their use of NHPs with their health care providers. When women are not open about
using NHPs, physicians can unknowingly prescribe medications that interact with NHPs.”***
Limitations

Interpretation of these findings should be considered in view of limitations using a
pre/post-test quasi-experimental design. First, internal validity of the findings could have been
threatened by the potential for maturation effect. Maturation occurs when a participant changes
because of time passing.’ 7 In this study, participants may have been sensitized to their
information needs by having written the baseline knowledge test and as a result become more
informed overtime by exposure to information on NHPs in their environment. In an attempt to

minimize a maturation effect, the participant’s knowledge was re-assessed within two weeks of

the baseline measure and participants were not given a copy of the knowledge test.
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Another limitation was not being able to determine statistical significance of value-choice
concordance with a sample size of 24. Statistical analysis used in previous studies to measure
values-choice concordance such as regression analysis and correlations indicates the need to have
over 100 participants with a balanced distribution between those who choose NHP and those who
do not 29515833

Finally, this study is likely to have limited generalizability of the findings given the small
sample size and participants being primarily Caucasian, well educated, and married.”’ Further
research should aim to determine the effect of the NHP decision aid on decision quality for
women who are of more diverse ethnic and socio-economic backgrounds as mentioned
previously.

Conclusion & Future Plans

Women struggle with making decisions about choosing NHPs for the management of
menopausal symptoms. The NHP PtDA evaluated in this study provided an intervention strategy
that was not previously in existence for women considering NHPs for menopausal symptoms and
it is available in both French and English."® Not only did the NHP PtDA provide information on
NHP options, it allowed the participant to work through the decision process based on using the
well established Ottawa Decision Support Framework and International Patient Decision Aids
Standard Collaboration.'®*® The NHP PtDA may contribute to the further development of other
decision aids focused on specific NHP products as the North American market is inundated with
more choices.

The NHP PtDA supported quality decision making by informing menopausal women and
helping them clarify their values associated with the outcome of options. Although this PtDA

also reduced women’s decisional conflict and they felt more certain about the best choice for
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them, subsequent research should be powered to determine the effect of the decision aid on
informed values-choice concordance. Furthermore, women reported having shared the NHP
PtDA with others and used the resource section in the PtDA to explore the websites provided.
This study was limited in focusing only on women’s use of the decision aid and not how the
information was used with their healthcare providers. Further research should examine its
influence on shared-decision making approach involving others such as nurses, pharmacists, and
physicians in the decision process. Also, given that women are not comfortable speaking with
their physicians, other approaches are needed for using NHP PtDAs as adjuncts to practitioner
counselling. Further research should explore the nurse’s role in supporting women considering
NHPs for menopausal symptom management.

It is unclear whether this subject (i.e., use of natural health products) interests certain
groups of women, particularly those whose tradition or lifestyle are rooted in NHPs such as
aboriginal or Orientals, as menopause is a natural life process occurring in all women. Future
research should be evaluated with a more diverse group of women including women from
aboriginal or oriental cultural groups.
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Fig. 1 The Ottawa Decision Support Framework
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Fig. 2 Evidence-based information worksheet
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Fig. 3 Values clarification worksheet
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Table 1 Demographic characteristic of participants (N=24)
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Demographic characleristics Frequency (%)
Age (in years)
45-49 10 (41.6)
50-59 13 (54.2)
60-64 1(4.2)
Marital Status:
Married, common law 19 (79.2)
Divorced, separated 4 (16.7)
Single 1(4.1)
Primary Language Spoken:
English 19 (79.2)
French 4(16.7)
Both 1(4.1)
Primary Language Read:
English 21 (87.5)
French 14.2)
Both 2(8.3)
Highest level of Education:
Some High school or less U]
High school diploma 2(8.3)
Trade certificate/diploma 8(33.3)
University 14 (58.4)
Relevant History:
Hysterectomy 4 (16.7)
HRT (ever taken) 7(29.3)
Menopausal Symptoms
0-4 no or few symptoms 0
5-8 slight symptoms 3(12.5)
9-16 moderate symptoms 12 (50)
17-44 severe symptoms 9 (37.5)
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Table 3: Change in Knowledge scores after decision aid intervention (N=24)

Knowledge question Pre NHP DA Post NHP DA
Number of Number of
respondents respondents
answering correctly | answering
(%) correctly (%)

Natural health products of can also have side 24(100) 24(100)

effects

All natural health products (NHPs) are without 22(92) 23(96)

danger to health

There are no possible interactions between NHPs 21(88) 22(92)

and prescribed medications (drugs prescribed by a

doctor)

There are no possible interactions between natural 21(88) 23(96)

health products and over the counter medications
(purchase free)

All drug insurance companies cover the costs of 21(88) 21(88)
the NHPs.

All natural health products which are sold were 19(79) 21(88)
approved by Health Canada

Natural health products are a category of products 18(75) 21(88)

included in
complementary and alternative medicine

All women have symptoms related to the 17(71) 22(92)
menopause
There are scientific data showing the effectiveness 16(67) 20(83)

of all natural health products that are available

Health Canada regulates natural health products. 4(17) 12(50)




