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Abstract

Background. Guidelines for osteoporosis have provided recommendations on when to offer pharmacologic management
for postmenopausal women, but do not specify which “best” medication to start. The choice of therapy depends on the
efficacy, safety/tolerability of the drug and the patient’s profile and preferences. Patient decision aids (PtDA) are tools
designed to facilitate shared decision-making (SDM) between the patient and health care provider for conditions where
there are several available options, and the “best” choice is unclear. We aimed to develop a culturally acceptable patient
decision aid on the treatment of osteoporosis among Filipino postmenopausal women at risk of osteoporotic fractures.

Methodology. A qualitative approach and an iterative process was employed in this study following the guidance of the
International Patient Decision Aid Standards (IPDAS). Phase 1 (Needs Assessment) involved interviews with 8 physicians
who are involved in the care of women with osteoporosis and focus group discussions with 19 postmenopausal women
with osteoporosis who have received treatment. Phase 2 (PtDA Development) involved a systematic review of evidence
and development of an initial prototype through several iterations with an expert panel. The final prototype was pilot
tested in actual clinical encounters (Phase 3).

Results. The final PtDA consists of 6 laminated flashcards, which illustrate the different considerations that are important
to patients when selecting an anti-osteoporosis treatment (efficacy, method, frequency of administration, side effects
and cost), and a fracture worksheet to illustrate individualized effects of the treatments on the patient's fracture risk.
These are accompanied by a clinician guide on how to use the PtDA during consultations, which includes information on
non-pharmacologic management of osteoporosis. The PtDA was acceptable to physicians and patients.

Conclusion. With the integration of decisional needs assessment, clinical expertise, user preference and iterative
revision testing, we were able to develop a culturally adapted PtDA on the treatment of osteoporosis among Filipino
postmenopausal woman at risk of osteoporotic fractures for use during clinical encounters.

Key words: patient decision aid, shared decision-making, osteoporosis, treatment

INTRODUCTION

receptor modulators, denosumab) and an anabolic
agent (teriparatide).? Despite the availability of these

Osteoporosis remains a growing health problem in a
population that is aging. With the growing population,
the number of Filipinos at high risk of osteoporosis is
projected to reach 4 million by 2020 and 10.2 million
by 2050." As such, the burden of osteoporosis-related
fractures cannot be underrated since it leads to diminished
quality of life, disability and death. These fracture risks,
along with its associated morbidity and mortality, can
be reduced with early identification and treatment of
patients at risk of osteoporosis.

Pharmacologic therapy in the prevention of postmeno-
pausal osteoporosis fracture consists of antiresorptive
agents (bisphosphonates, estrogens, selective estrogen-
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effective medications, there remains a treatment gap in
the management of osteoporosis. Cited reasons were
failure of the physicians to prescribe medications; if
prescribed, patients were not taking it at all.?

Guidelines recommend when to offer pharmacologic
management, but it has not clearly stated which “best”
medication to start.* The available treatments have similar
efficacy, but have different routes of administration,
dosing regimens, prices and clinical safety profiles.?
Patients who are advised to initiate therapy in osteoporosis
are placed in a preference-sensitive situation because
more than one treatment option exists. The decision as
to which medication to choose is a complex one, and is
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usually based on what the patient values the most.> In a
six-month, prospective, randomized, open label study
comparing once monthly ibandronate 150 mg versus
weekly alendronate 70 mg, 66.1% preferred once a month
treatment with ibandronate due to ease of following the
treatment regimen.® Issues on the cost of treatment and
side effects also affect treatment outcomes, as these are
the common reasons for discontinuation of treatment.”
Due to the variations in preferences of patients, physicians
should incorporate them in the decision-making process
in order to ensure successful treatment of this long term
condition, since poor adherence could be a result of
unmet preferences.®

Shared decision-making, wherein the physicians
“understand patient goals and priorities, incorporate
clinical and patient priorities, and address obstacles to care”
may help patients arrive at a decision that is consistent
with their preference.’ In order to engage patients towards
SDM, it is important that evidence be translated into a
simple, easy-to-understand format containing important
points needed to come up with a decision that is in line
with their values.'’ Patient decision aids are evidence-based
tools that support SDM. They are intended to: 1) increase
the patient’s knowledge and understanding of the disease
and its associated risks using plain language that is easy
to comprehend by the general population, 2) provide
structured guidance in making decisions consistent with
the patient’s values, and 3) improve the quality of the
decision-making process. Their use has enhanced patient-
doctor communication and has reduced the proportion of
people who remained undecided post-intervention.!

Currently, there are existing PtDAs on the initiation of
treatment of osteoporosis. These aids have been found
to increase in transfer of knowledge, decrease decisional
conflict and improve patient involvement in the decision-
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making process. However, its impact on treatment
adherence in the long run remains to be determined.’>™

To date, there is no existing PtDA tailored for Filipino
postmenopausal patients with osteoporosis who have
opted to initiate treatment. The development of a PtDA that
is simple to use and easy to understand could potentially
improve SDM in the treatment of osteoporosis. The
primary objective of the study was to develop a culturally
adapted PtDA to help Filipino postmenopausal women
who have decided to initiate osteoporosis treatment
choose which treatment to start. Moreover, the study
aims to describe the decision support needs of physicians
and postmenopausal women regarding the treatment
of osteoporosis, and to present in detail the systematic
manner on how the patient decision aid was developed.

METHODOLOGY

Study setting and population

A qualitative design using an iterative approach was
employed from July 2018 to June 2019 at the outpatient
department of a tertiary government hospital in Manila,
Philippines that mostly caters to patients from low
income families.

The methodology was guided by the International Patient
Decision Aid Standards (IPDAS) providing developers
with quality standards regarding PtDA content and
development process.”” The study involved 3 phases:
Phase 1, needs assessment; Phase 2, development of the
PtDA; and Phase 3, pilot testing of the PtDA in an actual
clinical encounter (Figure 1).

The protocol was approved by the University of the
Philippines Manila Research Ethics Board (UPM REB
2018-117-01) prior to the initiation of the study.

Phase 1:

Needs Assessment
Phase

Assess patient's views on decisional needs
(Focus group discussion with patients who
received treatment for their care)

Assess physician's views on decisional
needs (Key informant interviews with
physicians treating osteoporosis)

Phase 2:

Development of
the PtDA

4 4

Determine format and content of
PDA, systematic literature search
on osteoporosis management

\

Initial draft of prototype tool

v

Reviewed

\

v

A

by physician
expert panel

Phase 3: Recommendations by
patients and physicians

during clinical encounter

Pilot Testing
Clinical Encounter

Prototype tool Reviewed
> (iterative process until | > by patient
consensus formed) expert panel

A

\4

final tool

Figure 1. Flow diagram of the steps in the development of the patient decision aid.
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Phase 1: Needs Assessment

A needs assessment was performed to elicit views of
physicians and patients on the challenges and resources
that helped them with making decisions in the treatment
of osteoporosis.

A. Key informant interviews with physicians

Key informant interviews with 8 physicians from
different services involved in the care of osteoporosis
(endocrinology, rheumatology, orthopedics, family
medicine and internal medicine) were conducted by the
primary investigator using a semi-structured questionnaire.
Interviewees were selected through convenience sampling
and an informed consent was obtained prior to the
interview. The interviews covered the perceived challenges
postmenopausal women face in making decisions on
osteoporosis treatment, and the potential usefulness of
PtDA in facilitating these discussions. All interviews were
audio taped. The recorded interviews were transcribed,
analyzed and summarized into themes.

B. Focus group discussions (FGD) among post-
menopausal patients

FGDs among postmenopausal patients who received
treatment for their care were conducted to obtain
information on the osteoporosis treatments they received
at diagnosis, the information they wished they had known
before making a decision, their opinions about their
participation in decision-making, and their views on the use
of PtDA. Nineteen postmenopausal patients who satisfied
the inclusion criteria were recruited via convenience
sampling from the Endocrinology outpatient clinics of
the Philippine General Hospital and participated in one
of the 2 focus group discussions. Inclusion criteria were:
(1) postmenopausal women 50 years of age and above,
(2) have experienced medical treatment for osteoporosis
aside from calcium and/or vitamin D, (3) able to participate
verbally in a group discussion, and (4) fluent in Filipino.
Informed consent was obtained prior to starting the FGDs.
The FGDs were conducted in a quiet room to ensure
privacy, video recorded, and transcribed verbatim.

Phase 2: Development of the PtDA

An iterative process was employed in designing the
PtDA. First, evidence on the effectiveness and safety of
the different osteoporosis treatments were reviewed and
summarized. Second, a prototype PtDA was designed
that contained information on the route of administration,
method of administration, efficacy, safety and cost of the
osteoporosis drugs. This was shown to expert panels that
included physicians (a rheumatologist, geriatrician, an
orthopedic surgeon who is the head of the Fracture Liaison
Service of the hospital, and a family medicine physician who
has experience in developing a culturally adapted PtDA on
diabetes) and patients to obtain feedback on appearance,
understandability, content, ease of use. Finally, the PtDA
was revised according to the feedback. This process was
repeated until no new feedback was obtained.

Phase 3: Pilot Testing in an Actual Clinical Encounter

Six physicians, who were knowledgeable in osteoporosis
medications, and were not part of the expert panel, were
selected via convenience sampling and oriented on the
nature of the study. The prototype PtDA was tested in 6
actual clinical encounters among 6 postmenopausal patients
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who were candidates for the treatment of osteoporosis
in order to obtain feedback on the length, appearance,
understandability, content, ease of use and acceptability
of the PtDA. Recommendations for improvement were
also inquired. The PtDA was then revised according to
the feedback obtained from the interviews and the process
was repeated, each time with new patients, until no further
revisions were needed.

RESULTS
Phase 1: Needs Assessment

A. Key informant interviews with physicians

Key informant interviews were conducted among
8 physicians who were from endocrinology (n=4),
rheumatology (n=1), orthopedics (n=1), family medicine
(n=1) and adult medicine (n=1). The main focus of the
interviews were challenges postmenopausal women
face in making decisions on osteoporosis treatment,
and the potential usefulness of PtDA in facilitating these
discussions.

Initiation of treatment

Once physicians diagnosed their patients with
osteoporosis, there were mno issues in initiating
pharmacologic management to the patients. Majority of the
physicians offer treatment options to the patients, mostly
starting with alendronate due to its availability, ease of
administration and cost. They discuss the other forms of
medications in passing, focusing more on the frequency of
administration and cost.

Physicians’ priorities

The top consideration of physicians when initiating
treatment is cost. Since most of their patients are from
families of low socioeconomic status, the physicians
did not offer the other medications, such as denosumab
and teriparatide, due to their perceived limited financial
capacity of their patients. On the other hand, 2 physicians
offer these medications because of available support from
funding agencies. Accessibility is another consideration, as
other medications aside from bisphosphonates are usually
not available in pharmacies. In contrast, 2 physicians
offer only alendronate. The first physician acknowledged
unawareness of the newer medications in the market, while
the other physician found it difficult to present all the
options to his patients due to time constraints.

Use of PtDA in osteoporosis

When a locally adapted PtDA on diabetes was shown to
the physicians, all were receptive to using a similar tool
when discussing treatment options for osteoporosis with
their patients. Reasons cited include the usefulness of the
PtDA in: (1) facilitating and shortening the discussion on
treatment options because the important points are already
provided, (2) helping patients understand the information
better than just listening to a verbal explanation, and
(3) engaging the patient in a conversation. In addition,
physicians also consider efficacy, method and frequency
of administration, cost and side effects as important issues
in initiating treatment. One physician emphasized that
for the tool to be effective, the patient has to be willing
to participate in decision-making, as there are some who
would leave the decision to their physicians.

www.asean-endocrinejournal.org
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B. Focus group discussion with patients

Nineteen postmenopausal patients who received treatment
for osteoporosis participated in the FGD. The average
age of the participants was 66 years (range, 51 to 94
years), while the average time on treatment with an anti-
osteoporosis drug was 17 months (median, 12 months;
range, 1 to 60 months). More than half of the participants
were on alendronate (11/19) followed by zoledronic (5/19),
while 3 patients were using denosumab. Majority of them
finished high school and college, while 5 patients completed
elementary school. All of the patients had a household
income of less than PhP 15,000/month (Table 1).

Table 1. Characteristics of focus group discussion patient
participants

Characteristic Total
n=19
Mean age, year 66
Mean age at diagnosis, year 64
Medication timeline, month 17
Medications taken
Alendronate 1
Zoledronic acid 5
Denosumab 3
Education
No formal education 0
Elementary school 5
High school 7
College degree 7
Postgraduate degree 0
Vocational 0
Employment
Employed 4
Retired 15
Household income per month
Less than PhP 15,000 19
PhP 15,000 to 30,000 0
PhP 30,000 to 45,000 0
PhP 45,000 to 60,000 0
More than 60,000 0

Osteoporosis consultation

Once patients were diagnosed with osteoporosis, majority
based on bone densitometry, their physicians offered
pharmacologic treatment to prevent fractures. There was
no difficulty in initiating treatment since most patients
understood their condition and the importance of fracture
prevention. Pharmacologic options were discussed with
the majority of the patients, but a subset (7/19) were not
offered options at all. These patients would have wished
to be involved in decision-making if given the chance. For
patients who were offered pharmacologic management,
they were mostly asked to choose among the drugs based
on frequency of administration and cost of treatment.

Factors influencing patient choice of osteoporosis treatment
Since most patients pay for their medications out-of-

pocket, cost was the main consideration in selecting
osteoporosis treatment for majority of the patients (8/19).
However, some (3/19) were able to procure medications
such as denosumab and zoledronic acid from government
funding agencies. The next priority of the patients was drug
efficacy in terms of preventing fractures. The frequency
and convenience of administration of the drug were also
important considerations. One patient preferred yearly
treatment with zoledronic acid due to polypharmacy and
convenience issues. On the other hand, other patients
preferred weekly administration due to the fear of a one-
time administration of the drug.

www.asean-endocrinejournal.org
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Information clarification

Majority of the patients said they wished they had received
more information about the side effects of medications
from their physicians. Some reported that it was only after
they developed symptoms after taking the drug that they
learned that these were actually side effects. Costs of the
medications should also have been mentioned during the
consultation. One patient emphasized the need to explain
how the drug will be administered since only a prescription
was given to her.

Use of PtDA in osteoporosis

A sample of a locally adapted PtDA on diabetes was
shown to the patients and they were told that a similar
tool will be developed for osteoporosis. Almost all of them
were receptive to the idea of incorporating the tool in the
consultation. A tool that uses graphics would facilitate
their understanding of the information about the different
drugs and help them in choosing which medication to start.
The content that they wanted to see included efficacy, cost,
frequency and method of administration, and duration of
treatment. One patient was satisfied with the physician’s
choice of medication and did not see the need for a PtDA.

Phase 2: Drafting of the PtDA

A. Prototype development

We based the content and format of the initial prototype
on the information gathered from the needs assessment
phase. The included the drugs alendronate, ibandronate,
risendronate, zoledronic acid, raloxifene, denosumab
and teriparatide, which are all approved by the Food
and Drug Administration of the Philippines and locally
available. The PtDA was developed as paper-based,
laminated flashcards since there is no readily available
access to computers in the outpatient clinics in our
setting. The flashcards were divided into the priorities
of the patients when choosing a drug: efficacy, method
of administration, frequency of administration, side
effects and cost. The tool is intended to be used during an
actual clinical consultation with the physician.

In order to provide quality and up-to-date data, we
performed a systematic literature search on different
anti-osteoporosis medications. Data on the route of
administration and frequency were extracted mainly
from the National Osteoporosis Foundation’s Clinician’s
Guide to Prevention and Treatment of Osteoporosis.* The
side effects of each class of drug with its corresponding
probabilities of occurrence were mainly based on the
National Osteoporosis Society’s data.'®?* A network meta-
analysis comparing the efficacy of the different classes of
bisphosphonates was the basis for the relative risk reduction
in the efficacy card.” Additional data on risk reduction
were obtained from the landmark trials of denosumab and
teriparatide.*** Lastly, the range of costs of the different
classes of drugs were based on local pharmacy prices.

The flashcards were printed on laminated paper sized
7.5 in x 4 in each. The font sizes were at least 12 pt and
non-cursive to allow easy user readability among
elderly patients. Dark fonts were contrasted to a white
background to allow the eyes to relax. The flashcards
were color coded to easily differentiate each aspect of the
drug. The researchers also used visual aids in the form
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of icons to communicate information. We also presented
information using illustrations as well as pictograms in
communicating risks and risk reduction.

B. Iterations with expert panel

Walkthroughs of the initial prototype were done for
the physician and patient expert panels. Each flashcard
was discussed including content, design, format, and
presentation of data. Revisions were made based on the
recommendations of both groups. A total of 4 iterations
were performed until the final prototype tool was formed.

During the first iteration, the physician expert panel agreed
to use flashcards for ease of access and reproducibility
with a larger size format (10.8 in x 5.4 in). Improvements
in the presentation of cost, method and frequency of
administration were made. We decided to present the 5
most common side effects of the different medications
and to arrange it based on frequencies of natural
occurrences. Rare side effects such as osteonecrosis of the
jaw (ONJ) and atypical fracture were included to offer a
balanced presentation.

On the second iteration, the presentation of the efficacy card
was changed from the initial bar graph comparing relative
risk reduction per medication to a colored pictogram of
the spine and hip. Each colored figure represents a 10%
risk of fracture. An introduction card was also added,
containing non-pharmacologic osteoporosis prevention.
Minimal revisions in grammar and layout were made in the
third and fourth iterations.

When shown to the patient expert panel, the tool received
positive responses. The group commented that the PtDA
was easy to understand, visually appealing, used clear
language and was engaging to the patients. They also
appreciated the introduction card which contained
non-pharmacologic management, as was a frequently
asked question among patients. They wished they had
a similar tool when they were initially deciding which
medication to start.

Several recommendations were made during the discussion.
Physicians should have a standardized way of explaining
the cards, prompting the development of a clinician’s
guide. Physicians, when using the PtDA, should clearly
communicate the risk of side effects to avoid alarming the
patients. A comment was made to include the duration
of use of medications, but it was decided that it will be
discussed separately by the physician.

Phase 3: Testing in actual clinical scenarios

The revised PtDA was tested for acceptability among
6 patients who were candidates for treatment and 6
physicians who used it in actual clinical encounters in
the outpatient services (Figures 2 to 8). Clinicians were
oriented on how to use the PtDA cards prior to use in a
patient consultation.

The patients” ages ranged from 56 to 66 years old with
varying educational backgrounds, from elementary to
college graduates. The physicians were all endocrinologists.
The range of time using the tool ranged between 8 to 14
minutes, with an average time of 10 minutes.
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A. Patient insights

Overall, patients were receptive to using the PtDA during
clinic consultation. They all agreed that the PtDA made
the options more clear and also recommended its use to
all candidate patients.

The length of presentation was enough in order to explain
the vital information needed by the patients. However, for
one patient, it seemed longer than the usual consultation
but was “necessary” in order to discuss the medications
in detail. Another patient, an elementary degree graduate,
had the longest time of presentation of 14 minutes. She
needed more time to understand the flashcard on cost
because she could not grasp that some of the drugs are
paid once a week while the others were once a year.

Moreover, the amount of information was sufficient
enough to enable the patients to choose their medication at
the end of the consultation. One of the patients appreciated
that the aspect of cost was discussed since she was
surprised at how much it will cost her in addition to her
other maintenance medications (Figure 8). The side effects
card was initially intimidating and raised anxiety in some
of the patients (Figure 7). One patient had an issue with
the rare adverse event of ON]J from zoledronic acid after
seeing the flashcard. However, the patient eventually said
she will take the risk after sufficient explanation from the
physician about the rarity of ONJ as an adverse event. We
observed that the PtDA was able to stimulate conversation
between the patient and physician by encouraging patients
to ask questions based on the information presented to
them. Likewise, it enabled clinicians to clarify important
points in the treatment plan.

OSTEOPOROSIS

ANO ANG OSTEOPOROSIS?

Ang osteoporosis ay sakit sa buto
kung saan ang buto ay nagiging
marupok at mahina. Dahil dito,
malaki ang panganib na mabalian
ng buto (fracture) ang taong may
osteoporosis.

GASTOS NG BALI NG BUTO
Php 100,000- iﬁﬂ. P s
500,000 + R
gastos ng 7 o higit pang Kawalan ng pegiging
[ ==
mw":lyo ey

hospitalisasyon araw sa

+|- operasyon ospital
sa loob ng isang taon, hanggat 20% ng may bali sa balakang
(hip fracture) ang namamatay dahil sa komplikasyon ng fracture

ANO ANG DAPAT GAWIN PARA MAIWASAN
ANG BALI SA BUTO?

i kumain ng pagkain l
ARV masustansya sa ’
21+ » calcium at vitamin d
=
mag-exercise

itigil ang paninigarilyo

. limitahan ang
. pmlinom n alak 2 e
i-nirekomendang e’ <
calcium at vitamin d

magsimula ng gamutan
sa osteoporosis

{1

Figure 2. Introduction card on osteoporosis. It contains
a brief description of osteoporosis, the cost of having
a fracture and an overview of management.
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Paraan ng pagbigay ng gamot

Method of drug administration

Development of a Patient Decision Aid for the Treatment of Osteoporosis

Dalas ng gamutan

frequency of drug administration
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Figure 3. Flashcard on method of
drug administration.

Bisa ng Gamot

Efficacy of the drug

Walang gamutan

[ ]

ay hindi mababalian

[ ]

ay mababalian

May gamutan

2

ay hindi mababalian

[ ]

ay nakaiwas,
mabalian ng buto

[ ]

ay mababalian
buto

saloob ng 10 taon

Figure 4. Flashcard on frequency of
drug administration.
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Figure 5. Flashcard on efficacy of
other treatments.

Alendronate Php 1,000-1500
kada buwan
*Php 200-230 bawat
tableta sa isang linggo
X 4 linggo

Php 1,500-1,800
kada buwan

Php 1,000-1,500
kada buwan
*Php 200-230 bawat
tableta sa isang linggo
x 4 linggo

Php 1,000-1,800
kada buwan
*Php 8,000-20,000
bawat vial kada
isang taon

Php 2,300-2,500
kada buwan

*Php 90 bawat tableta
araw araw x 28 araw

Php 2,000-3,000
kada buwan
*Php 12,500 bawat
turok kada
anim na buwan

Php 27,000
kada buwan

Figure 6. Patient-specific absolute
fracture reduction worksheet.
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Figure 7. Flashcard on side effects of
the different agents.

Figure 8. Flashcard on cost of
treatment per month.
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Similarly, the patients related that the graphics made
it easier for them to understand information on the
medications. Although some of the pictograms, particularly
the efficacy card, needed more clarification, physicians
were able to sufficiently explain risk reduction for patients
to understand the concept. Nonetheless, a separate
worksheet was added to further illustrate patient-specific
absolute fracture risk reduction (ARR) when the medication
is taken (Figure 6). Both physicians and patients agreed
that this way of presenting ARR more clearly illustrated
medication efficacy.

Overall, the patients preferred using the tool over the usual
consultation. As one of the patients aptly remarked, “Mas
maganda na may nakikita (It's better to have visuals).” A
patient also wished that her other doctors had a similar tool
to guide her treatment decisions for her other conditions.

B. Physician insights

Similarly, all physicians were receptive to using the PtDA
because it made the consultation more interactive. They
were able to elicit the aspects of medication that were
important to patients, which allowed them to arrive at
an informed decision. The cards were clear and easy to
understand for both the patients and physicians. On the
other hand, one physician noted that it will take some
practice explaining the cards to the patients.

Furthermore, although the use of PtDA by some of the
physicians increased consultation time by a few minutes,
the trade-off was a more well-informed patient. On
the other hand, one physician related that the PtDA
even shortened consultation time because the tool
provided a more directed yet comprehensive discussion
of the treatment options. In addition, physicians also
appreciated that they were provided with evidenced-based
information as well as key points when explaining the
different aspects of the medications.

DISCUSSION

The paper describes the systematic development of an
evidence-based, illustrated PtDA on the treatment of
osteoporosis among Filipino postmenopausal women.
After testing in clinical encounters, we found the use of
PtDA in osteoporosis treatment was well-received and
encouraged conversation between Filipino physicians
and patients. The integration of decisional needs, clinical
expertise and user preference helped the creation of an
easy-to-understand PtDA consisting of 5 colored, graphic,
easy to understand flashcards consisting of the different
aspects of the drugs: efficacy, method of administration,
frequency of administration, side effects and cost.

In this study, we have seen that patients were more
willing to participate in decision-making when given the
opportunity by their primary physician. This is consistent
with a systematic review that found that through the
years, there has been an increase in patient preference to
be involved in decision-making.?*® There has been a shift
in the theoretical model on medical decision-making from
paternalistic to shared. It is only in the latter where two-
way information communication occurs.” The patient’s
participation cannot be undervalued because decisional
regret, often a result of uninformed decisions or the lack
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of choices, is associated with lower satisfaction, poor
adherence, and reduced quality of life.** One of the ways
to enhance SDM is through the use of a PtDA.

The development of this PtDA involved several phases.
The most challenging of these was the information content,
specifically on the side effects of the drugs. It was a recurrent
theme among patients that the possible side effects of the
drugs might discourage them from taking these drugs.
This is similar to one of the qualitative studies done in Iran,
wherein some physicians believed that explaining the side
effects could raise patient anxiety and subsequently make
them quit treatment.® Likewise, a PtDA on osteoporosis
treatment that was developed in the Netherlands also
had concerns on mentioning serious but usually rare side
effects.’ To date, it has not yet been established how best
to communicate risk of side effects. However, since the goal
was to offer a balanced presentation of the benefits and risk
of the drugs, it was decided to still highlight these risks in
order for patients to have an informed decision.

Another challenge was presenting the data on drug efficacy.
We decided to portray the efficacy based on relative risk
reduction, as studies have shown that this conveyed better
understanding than the number needed to treat.> Given
that using relative risk reductions may be perceived to be
larger treatment effects, we also presented the baseline risk
based on the Fracture Risk Assessment Tool (FRAX®) score
and the absolute risk reduction with treatment in order to
balance risk communication.®® A separate worksheet was
formed in order to better illustrate the efficacy of the drug
(Figure 6). This method was also used by Montori et al when
they created the Osteoporosis Choice trial. They showed
the patient-specific absolute reduction of fracture risk with
alendronate using a worksheet, assuming a treatment-related
reduction in overall osteoporotic fracture risk of 40%."

Notably, our osteoporosis PtDA tool was adapted to
serve patients from low socioeconomic settings with
varied educational backgrounds. The patient who was
an elementary school graduate particularly had the most
difficult time understanding the PtDA. Communication
of health information in simple language is one of the
challenges of PtDAs among patients with low literacy
and numeracy levels. The use of imagery in the form of
icons and probabilistic information expressed in natural
frequencies (e.g. 1 in 100) have been acceptable ways to
help them understand information better.*>** In addition,
PtDA has been shown to benefit disadvantaged people
including those from low socioeconomic status and
literacy level. In a systematic review investigating the
impact of SDM interventions on disadvantaged groups
and health inequalities, there was a significant increase
in knowledge and a reduction in decisional conflict and
uncertainty  post-intervention among disadvantaged
groups. The participation of patients also increased as
they were more involved in discussing options with their
physicians.® Although we have not tested the tool in the
general population, based on the interviews with patients,
the tool made the options more clear, hence the decisions
more informed. According to the patients, they would like
to have this tool in their future consultations. Similarly,
when a decision aid on osteoporosis treatment in Canada
was tested, results showed a statistically significant decline
in mean decisional conflict scores after using the PtDA.'?
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A limitation of this study is that this tool was only
tested on a small population of patients and physicians
in a tertiary government hospital that caters mostly to
patients from low socioeconomic backgrounds. Feasibility
studies of the tool in the private setting and for use by
other subspecialties involved in the care of osteoporosis
will provide a richer information that could be used to
further refine the tool. Based on the needs assessment
phase, we also emphasize that not all patients are ready to
participate in decision-making and would rather leave it to
the physician. Some patients are used to the paternalistic
model of the physician-patient relationship. Studies have
also shown that patients with low literacy levels were less
likely to be involved in health decisions and would rather
leave it to the decision of the physician.® In the same
way, we must also assess the readiness of the physician
in incorporating the tool to their usual clinical encounter.
Although all agreed that this tool will be helpful in making
the options more clear to the patient, it takes skill and
practice to incorporate SDM and use of PtDA in the clinic.
While the concept of SDM is acknowledged by both parties,
it is not yet integral in our daily clinical practice. Therefore,
further studies to assess readiness to participate in SDM
must also be evaluated in our setting.

In the future, the tool will be tested in an actual field setting
in a bigger population with heterogeneous educational and
socioeconomic backgrounds to assess its feasibility and
eventually implementation. Randomized controlled trials
comparing the PtDA versus usual clinical scenario will be
conducted to assess transfer of knowledge, level of SDM,
decisional conflict, and eventually adherence to treatment.

CONCLUSION

We were able to develop an illustrated PtDA on the
treatment of osteoporosis among Filipino postmenopausal
women through the integration of decisional needs
assessment, clinical expertise, user preference and iterative
revision testing. The tool was acceptable for patients and
physicians for their use in the actual clinical setting.
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