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About Economist Impact

Economist Impact combines the rigour of a think-tank with the creativity of a media brand to engage a globally
influential audience. We believe that evidence-based insights can open debate, broaden perspectives and catalyse
progress. The services offered by Economist Impact previously existed within The Economist Group as separate
entities, including EIU Thought Leadership, EIU Public Policy, EIU Health Policy, Economist Events, EBrandConnect
and SignalNoise. We are building on a 75 year track record of analysis across 205 countries. Along with framework
design, benchmarking, economic and social impact analysis, forecasting and scenario modelling, we provide
creative storytelling, events expertise, design-thinking solutions and market-leading media products, making
Economist Impact uniquely positioned to deliver measurable outcomes to our clients.
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About this report

Empowering the patient voice in healthcare decisions is an Economist
Impact report, sponsored by Janssen. This report aims to examine patient
empowerment in the Asia-Pacific region and compare it with best practices
globally, as well as examine how the patient voice can be empowered when
decisions are being made about individuals” health.

The report is informed by both desk research and in-depth interviews with
experts from patient groups, non-governmental organisations, regulatory
bodies and academic institutions. We would like to thank the following
individuals (listed alphabetically) who have generously contributed their
views and insights for this report:

« Axel Miihlbacher, Professor of Health Economics and Healthcare
Management, Hochschule Neubrandenburg, Germany

« Amy Jackson, Japan Representative, Pharmaceutical Research and
Manufacturers of America (PhRMA), Japan

 Ann Single, Steering Committee Member, Patient Voice Initiative,
Australia

« Camilla Krogh Lauritzen, Scientific Advisory Board Member, International
Alliance of patients’ Organizations (IAPO), Denmark and European Lead,
Patient Advocacy at Orphazyme A/S

« Dong Dong, Research Assistant Professor, Chinese University of Hong
Kong, China

« Jin-Young Paik, Representative, Korea Kidney Cancer Association, Korea
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« Junko Sato, Office Director of Office of International Program,
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

« Ngawai Moss, Patient and Public Involvement Leader, Elly Charity and
Honorary Research Fellow at Queen Mary University of London, UK

« Richard Vines, Chair, Rare Cancers Australia

« Shi Li Zheng, Director, Health Systems Analytics Research Center, Tulane
University, US

» Wang Yiou, Secretary-General, lliness Challenge Foundation, China

» Wendy Benson, Administration Manager, Australian Patients Association,
Australia

The views of interviewees are their own, and not necessarily those of their
affiliated institutions.

Economist Impact bears sole responsibility for the content of this report.
The findings and views expressed in the report do not necessarily reflect
the views of the sponsor. The report was written by Rachel Tang and edited
by Rohini Omkar and Gerard Dunleavy. Economist Impact research team
consisted of Gerard Dunleavy, Jocelyn Ho, Jordan Lee, Rohini Omkar and
Keven Sew. While every effort has been taken to verify the accuracy of

this information, the EIU cannot accept any responsibility or liability for
reliance by any person on this report or any of the information, opinions or
conclusions set out in this report.
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Executive summary

In the Asia-Pacific region, the cost and future
sustainability of healthcare systemsis a

major concern for governments, driven in no
small part by rapidly ageing populations. As
governments continue to grapple with the
economic impact of covid-19 and seek to
arrest any declines in population health from
missed or forgone medical care, their interest
in measures that could enhance the efficiency
and sustainability of healthcare systems will be
heightened. In this context, we explore the role
of patient empowerment and the significant
opportunities that it offers to drive more
sustainable and equitable healthcare systems
in the region.

Patient empowerment is multifaceted, and
there are different opinions as to what patient
empowerment involves. Some view it as a
process, while others consider it both a process
and an outcome. Patient empowerment can
be viewed as part of a patient journey, where,
partly through increased health literacy,
patients become both more aware of decisions
regarding their health and better equipped to
make them.

While patient empowerment entails having
the capacity and opportunity to engage
in shared decision-making, it extends

beyond the clinical setting, into the patient’s
community and across the wider healthcare
system. Patient empowerment facilitates the
acquisition of self-management skills that
patients require to better care for themselves
within their own community, while also
enabling them to understand, participate
and contribute towards decisions about their
health.

Patients who actively engage with and
participate in decisions about their health are
more likely to stick to and be satisfied with
their chosen treatment path. When patients
are empowered to be part of the decision-
making process, they are also more likely to
build better and more trusting relationships
with their healthcare providers, which enables
them to work as partners in achieving better
health outcomes. This shared decision-
making, based on a foundation of mutual trust
and shared goals, drives more appropriate
and effective use of healthcare resources

and better health outcomes, potentially
eliminating wastage or unnecessary costsin
the health system.?

Interest in increasing the level of patient
involvement in healthcare decisions has
been rising among patients, the public and
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policymakers in recent times. In particular, the
US and Europe have formalised measures to
improve the level of patient engagement in
their medicine regulation and reimbursement
systems.>® Despite these positive steps,

the systematic, meaningful involvement of
patients in decision-making across health
systems remains more of an aspiration than

a reality around the world, and particularly in
the Asia-Pacific region.

Through our analysis, we have identified the
following key takeaways:

A concerted multi-stakeholder
effort is required to empower
patients

Empowered patients are more likely to be
satisfied with their healthcare, enjoy a better
quality of life and have better health outcomes.
For patients to be empowered, however, all
stakeholders in the health system need to
recognise the importance of shared decision-
making and work together to build capacity
and opportunity, using a combination of
strategies. Governments must lead national
efforts to enhance patient empowerment
through policies and legislation. Healthcare
professionals must be both willing and able
to support shared decision-making. Patients
must have access to knowledge and skills, as
well as an environment that enables them

to be truly empowered to make decisions
about their health. As not all health systems
in the region are starting from the same
baseline, each requires varying interventions
and improvements that are based upon their
current health system needs and development.

Culturally relevant approaches
to shared decision-making—
developed in partnership with
healthcare professionals and
patients—are needed

The experts we interviewed spoke of the
paternalistic nature of the healthcare
professional-patient relationship across

many countries in Asia, and how it impedes
shared decision-making. The concept of
shared decision-making has been developed
and refined largely in Western populations,
and some stakeholders have questioned its
suitability in an Asian context. Research on
the development, testing and implementation
of shared decision-making tools for patients
in Asia-Pacific countries such as China is
lacking.” Despite this, surveys show that most
young clinicians in China want to participate in
shared decision-making with their patients.?

There needs to be a shift from paternalistic to
patient-centred care models founded on the
fundamental right of patients to participate
in decisions about their healthcare. Cultural
sensitivities and personal preferences must
be taken into account when designing
health-communication models and tools,
such as patient decision aids for shared
decision-making. Healthcare professionals
need training on how to properly assess their
patients’ health literacy and support them to
make health decisions by discussing options,
potential benefits and harms, as well as their
personal values and preferences.

Culturally relevant approaches to shared
decision-making are needed. While global
resources exist, it is not possible to simply
adopt them as they are—they need to be
adapted, through collaboration with all
relevant stakeholders, to ensure that they are
culturally appropriate.
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Health and media literacy should
be prioritised in national healthcare
policies across the region

The proportion of people with limited and
inadequate health literacy across the Asia-
Pacific region is worryingly high. These
estimations range from almost half in Australia
to over 85% in Japan.®' This shortcoming has
prompted governments in the region to make
health literacy a priority. Australia’s National
Statement on Health Literacy is designed to
drive national and community initiatives on
health literacy; China has government-driven
National Health Literacy Promotion initiatives;
and researchers in Japan have piloted
educational programmes to increase health
literacy in clinical and community settings—
although it is not known if such programmes
have been adopted in practice.

Patient groups, medical societies and non-
governmental organisations play key roles in
helping to improve health literacy. The experts
that we interviewed for this research said

that more efforts are needed to address low
health literacy and combat misinformation,
especially among disadvantaged groups such
as migrants, the elderly, minorities faced

with language barriers, and those of lower
socioeconomic and educational status.

The internet is a catalyst for patient
empowerment, but its capacity as a source

of misinformation makes it a double-edged
sword, as has become abundantly clear during
the pandemic. On the one hand, the internet
has reduced the traditional asymmetry in
access to information between doctors

and patients and given rise to “peer-to-

peer healthcare”, where patients exchange
information and experiences with others. This
can prompt discussions between patients and
doctors about alternative approaches to their

healthcare. On the other hand, misinformation
can mislead and even disempower patients,
turning them away from positive health-
seeking behaviour and encouraging them

to disengage from discussions about their
healthcare. Therefore, approaches to improve
the health and media literacy of the public

are essential. Significant insights into how to
achieve this are starting to be realised because
of the covid-19 pandemic.

Systematic processes must be
implemented to involve patients in
drug approval and reimbursement
decisions in a meaningful way

Patients are seldom involved in decisions
related to drug approval or reimbursement in
Asia. Australia has processes in place to gather
consumer comments, and to involve patient
or consumer representatives in committee
meetings for health technology assessments
(HTAs). However, the burden of input lies on
the patient group or patient. In Korea, patient
groups do participate in HTAs, but only in the
final stage of approval and not at the initial
stage of discussion. The opportunities for
patients to be involved or engaged in drug
development design or approval are very
limited in China and Japan, and there is no
clear process.

There is a lack of clear, transparent
methodologies on how to engage with
patients in a meaningful way, specifically

how to solicit and process their knowledge
and input to inform drug approval and
reimbursement processes. Patients,
policymakers and industry alike need clear
guidance on how to ensure that patients are
part of the decision-making process, and more
needs to be done to formalise the structure of
engagement to move from ad hoc to regular
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interaction and the co-creation of solutions.
It is also important to build the capacity of
patients to contribute to the regulatory and
reimbursement decision-making process in a
meaningful and informed way.

Patient preference studies, which provide
quantitative data from a large sample of
patients, have the potential to be utilised

in decisions regarding the approval and
reimbursement of medicines. Such studies
have increased in recent years and have
demonstrated that patient preference data
can be used to guide drug development

and inform regulatory approval and
reimbursement decision-making. Patient
preference data can inform multiple aspects
of the health system and have great potential
in pushing health systems further in their
quest to provide more patient-centred care.
Systematic use of patient preference data
across industry, regulatory and HTA processes
will truly empower the patient voice in
healthcare decision making.

With governments potentially making difficult
decisions about the prioritisation of health
spending, the systematic and meaningful
involvement of patients in decisions impacting
their health has never been more important.
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Chapter 1.
Exploring patient
empowerment

Why empower patients?

It is widely acknowledged that patient
empowerment benefits healthcare systems by
improving health outcomes." When patients
are empowered to take responsibility for

their own health through partnerships with
health professionals, they take steps in health
maintenance and disease prevention, seek
earlier diagnosis and adhere to treatment, all
of which can reduce healthcare costs in the
long term.?

The World Health Organization (WHO) defines patient
empowerment as “a process through which people gain greater
control over decisions and actions affecting their health, and as
such individuals and communities need to develop skills, have
access to information and resources, and the opportunity to
participate in and influence the factors that affect their health and
well-being.* The EU Joint Action on Patient Safety and Quality
of Care defines empowerment at the individual level as “a multi-
dimensional process that helps people gain control over their
own lives and increases their capacity to act on issues that they
themselves define as important,” while collective empowerment
is “a process through which individuals and communities are able
to express their needs, present their concerns, devise strategies
for involvement in decision-making, and take political, social and

"

cultural action to meet those needs.

10

What is patient empowerment?

Patient empowerment is a multifaceted
concept with no universally accepted
definition.”'2 Different stakeholders have
different interpretations of what patient
empowerment is, running the gamut from
theory, process, intervention, outcome, feeling
to paradigm. The majority of definitions regard
patient empowerment as being both a process,
whereby a patient acquires greater knowledge
and capacity, and an outcome, whereby a
patient has more autonomy to make informed
decisions regarding their health.

Notably, the EU’s Health Program uses the
term “people empowerment”, on the basis
that gaining control over decisions and actions
affecting health is important for healthy
people as well." While we acknowledge this,
the term “patient empowerment” is useful to
distinguish it from other economic or social
inequalities.
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When used broadly in the healthcare setting into t.he patient’'s community anq
context. the term “patient” does notjust across the wider healthcare system. Patient
’

empowerment facilitates the acquisition of

referto people who are unwe"; it also self-care skills for patients to manage their

includes anyone who receives medical health within their community, while also
. . . enabling them to understand, participate and
intervention or adwce, suchasa healthy contribute towards healthcare system design

person getting vaccinations, or a pregnant  and delivery. Importantly, there must be a
woman having antenatal check_ups facilitating environment to achieve patient

empowerment. The structure and design of
the health system must be able to support

We view patient empowerment as part the processes of patient empowerment

of a patient journey, where health literacy and provide avenues for meaningful
empowers patients so that they are more patient participation. Notably, health

aware of their health, and better equipped equity and equitable access to healthcare

to make decisions about it. Patient are foundational to patient empowerment
empowerment entails having the capacity (see Box 1). Following this view, we explore
and opportunity to engage in shared decision-  patient empowerment at the individual level,
making and extends beyond the clinical including crucial factors such as health literacy,

Box 1. Urgent need to improve health equity and
access, the foundation of patient empowerment

According to the World Bank and the WHO, half of the world
lacks access to essential health services.” The table below
shows the WHO'’s universal health coverage (UHC) index of
essential service coverage in selected countries:

Country UHC index of essential service coverage (%)
Australia 87
China 79
Denmark 81
Japan 83
South Korea 86
us 84
UK 87

Source: The Global Health Observatory, World Health Organization, 2017
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shared decision-making and patient-reported
outcome measures (PROMs). We also look

at patient empowerment at the healthcare
system level, including how the patient’s voice
can be incorporated into regulatory processes
and health technology assessments.

1.1 At the individual and community
levels

At the individual level, patient empowerment
involves gaining personal skills and knowledge,
whereas at the community level, it involves
connecting with other patients for mutual
support or information sharing, or to form
patient advocacy groups.'®

Health literacy

Health literacy is a key aspect of patient
empowerment at an individual level.
Commonly defined as “the degree to which
individuals have the capacity to obtain,
process, and understand basic health
information and services needed to make
appropriate health decisions”, health literacy
is recognised as an important factor in health
behaviours, healthcare and overall health
status.” While the impacts of health literacy
and patient empowerment are deeply
intertwined, high literacy may not necessarily
entail empowerment and vice versa.'®

At its core, health literacy refers to
patients’ capability of making good,
informed decisions related to their
health, whereas patient empowerment
grants patients the responsibility to
make these decisions. According to

the health-empowerment model
developed by Peter ) Schulz and Kent
Nakamoto, two experts in health
communications, mismatches can

have damaging consequences—high
health literacy with low levels of patient
empowerment causes patients to be
unnecessarily dependent on healthcare
professionals, resulting in a waste

of resources, whereas a high level of
patient empowerment with low health
literacy presents a risk of dangerous or
suboptimal health choices (Figure 1).'®

The role of the internet

The internet has democratised health

by reducing the traditional information
asymmetry between doctor and patient.
More than 80% of Internet users search

for health-related information online.’

By becoming better informed, patients

can actively participate in consultations
and decision-making, altering the doctor-
patient relationship. The internet and social

Figure 1. Relationship between health literacy, patient empowerment and patient behaviour

Patient Empowerment

Low High
High Needlessly dependent patient Effective self-manager
Health literacy
Low High needs patient Dangerous self-manager

Reproduced from Patient Educ Couns. 2013;90(1):4-11.
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media have also given rise to “peer-to-peer
healthcare”, where patients exchange
information and experiences online.*?' Some
may even form organised patient groups (see
chapter 1.3). Multiple studies have shown that
social media makes patients feel empowered.?
However, the internet is a double-edged

sword (Figure 2) on which a large amount

of misinformation and disinformation
circulates, as has been apparent throughout
the covid-19 pandemic. Disturbingly, a review
found that patients may disregard high-
quality information if low-quality (biased or
inaccurate) information is easier to understand
or more engaging.?>?

Cultural differences may impact preferences
in online health information. A survey found
that Koreans and Hongkongers showed more
trust in experience-based health information
sources, such as blogs, online support groups
and social networking sites than Americans,
whereas Americans showed a stronger
preference for using expertise-based sources
than Koreans and Hongkongers.?

In a situation of widely and easily available
health information, misinformation and

low health literacy are legitimate threats to
public health, and this has never been more
apparent than during the covid-19 pandemic.
For example, an analysis undertaken in April
2021 into how communities on Facebook
promoted covid-19 vaccine misinformation in
the Netherlands found that anti-vaccination
communities on social media downplayed the
severity of covid-19, undermining nationwide
efforts to tackle its spread and promoting
anxieties about the vaccine. Over a six-month
period, membership of groups on Facebook
promoting anti-vaccination messages almost
doubled, from about 480,000 followers in
October 2020 to more than 780,000 followers
in April 2021. Concerningly, not only was
covid-19 vaccine misinformation shared
internationally, further compounding vaccine
hesitancy at critical stages in the pandemic,

it was also not fact-checked by most of the
relevant social media platforms.?®

Figure 2. Positive and negative effects of the internet on patient empowerment

Positive/empowering effects

Negative/disempowering effects

Patients gain easy access to medical information.

Patients may encounter inaccurate or conflicting
information or face information overload.

Patients are able to connect with others and
provide mutual support.

Patients may experience cyberbullying or
negative comments online.

Patients can share and exchange experiences, to
gain tips on managing their condition or review
medical services received, for example.

Experiences are subjective. Patients may be
unduly influenced by others’ experiences (for
example, they may reject treatment because
someone else experienced a side effect).

The internet provides a platform for healthcare
professionals, scientists, health authorities

and other reputable sources to disseminate
information to patients.

Misinformed groups (antivaxxers being one
example) also use the internet to lobby for
their agendas, which may confuse and mislead
patients.
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The consequences of health misinformation
disproportionately affect disadvantaged
communities. Barriers to accessibility, language
constraints and (lack of) content relevance

can all exacerbate the negative effects of the
proliferation of health misinformation.'® Health
misinformation needs to be addressed from
multiple perspectives, and health literacy

is a key component. Media organisations

have a role to play in addressing the issue,

as do health and patient organisations. An
example of positive action being undertaken to
enhance health literacy by international health
organisations in the context of covid-19 is Share
Verified, a UN collaboration with Purpose, a
communications agency that focuses on social
impact, to cut through the noise to deliver
lifesaving, evidence-based information.?¢

Shared decision-making

Shared decision-making (SDM) is one way to
empower patients in clinical care settings.?’

It is the process whereby a clinician and a
patient jointly make a health decision after
discussing options, potential benefits and
harms, and considering the patient’s values
and preferences.?® This approach recognises
that clinicians and patients contribute
different yet equally essential forms of
expertise to the decision-making process.”
The clinician’s expertise is based on biomedical
knowledge and practical experience in treating
diseases, whereas patients are experts on the
experience of the disease in their lives, and
their attitude to risk, values and preferences.®

Patients’ views may differ from doctors, but
SDM recognises patients’ rights to make
decisions about their care while ensuring

that they are adequately informed about the
pros and cons of each option. For example,

a patient preference study in South Korea
highlighted significant differences in treatment

14

choice, with healthcare professionals assigning
higher relative importance to efficacy, while
the patient group tended to value safety and
tolerability more. There is compelling evidence
that patients who actively participate in
managing their health have better outcomes
than patients who are passive recipients of
care.®

Notably, the SDM paradigm has been
developed and refined largely in Western
populations, and some have questioned
whether SDM may be transposed to the Asian
context.?' The traditional relationship between
patients and healthcare professionals in most
Asian countries is often characterised as
paternalistic.? Some Asian cultures do not have
a tradition of individuals making autonomous
decisions in this context. The experts that we
spoke to observed that some patients actually
prefer doctors to make decisions for them,
and may even feel lost when presented with
several options. In addition, the process of
SDM is time-consuming, and not every doctor
is able or willing to spend time on it. Other
barriers to SDM include poor patient-doctor
communication, which may also stem from the
lack of time to explain medical terms properly,
lack of information and low health literacy
levels.

Whilst SDM may not have the same level of
uptake in Asia to date, experts believe that

it should not be discounted. Engagement
with doctors and patients is needed to
better understand the barriers and potential
pathways to enable SDM in ways that are
culturally appropriate.® A wealth of global
resources is available to support shared
decision-making; however, these would need
to be adapted, through collaboration with all
relevant stakeholders, to ensure that they are
culturally appropriate.®
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In all cultures, there will be some patients who
would prefer their doctor, or another person
who they trust, to make healthcare decisions for
them. Regardless, the basic premise of SDM—
that patients fundamentally have the right

to make decisions about their care—remains
relevant across cultures, regardless of whether
patients choose to exercise that right or not.

With short consultation times recognised
as a barrier to SDM implementation in Asia,
it is noted that decision aids are one useful

resource that can facilitate SDM without
substantially increasing consultation times.>”
Best practice is to provide doctors, and other
members of healthcare teams, with the skills
to engage patients in SDM, in conjunction with
the provision of decision aids for patients. This
training should be provided by organisations
with suitable expertise and should include
techniques that encourage the involvement

of the patient and their loved ones in the
decision-making process.>’

Best practices for implementation of SDM

Some countries, including the United States and Canada, used multifaceted
interventions targeted at systems or practices to implement SDM (Figure 3).353¢

Figure 3. Multi-pronged approach to implement SDM

e T e

Academia
Government bodies

Non-profit
organisations

Private companies

-

Develop interventions:

N « Patient decision aids (e.g. information sheets,
videos, websites, option grids)

« Professional training for healthcare professions

e T
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1.2  Atthe healthcare-system and
policymaking level

Patients perceptions of their health and
experiences

Measuring patients’ perceptions of their
health and experiences is key to providing
high-quality patient-centred care, and PROMs,
along with patient-reported experience
measures (PREMs), are often used to
standardise this feedback from patients.

A review on the development of 193 PROMs

found that EXRTER S &Il G EE O
studies did not involve any patients.g

PROMs measure patients’ views of their
health status, while PREMs measure their
views of their experience while receiving care.
This approach gives voice to the patients’
evaluations of the healthcare that they

have received and links those evaluations

to healthcare funding, thereby empowering
patients.®®

These data are collected and used in research,
quality-improvement projects, clinician
performance evaluation, audits and economic
evaluation. In 2005-17 45.1% of the trials
registered in the Australia and New Zealand
Clinical Trials Registry included PROMs, and
the proportion increased over this period.
PROMs have also been used as a measure

of patient empowerment.? Countries that
collect PROMs data routinely at the national or
jurisdictional levels include England, Canada,
the Netherlands and the US>

Although use of PROMs is relatively
established, patient involvement is lacking

16

in their development. A review on the
development of 193 PROMs found that a
quarter of PROM-development studies did
not involve any patients.”’ Patients were most
commonly involved in item development
(58.5%) and testing for comprehensibility
(50.8%), but few were involved in determining
which outcome to measure (10.9%). To
truly capture patients’ perspectives, patient
involvement is essential, as only patients can
determine which outcomes are relevant to
them.

The development of a definitive and robust
patient-empowerment-driven PROM is full of
challenges. Reviews have found that PROMs
measure different constructs of patient
empowerment, and even tools designed to
measure the same construct in the same type
of patients were found to ask very different
questions.*! Measures can be generic or
disease-specific (as patient empowerment
often leads to different outcomes) and have
different mechanisms depending on the type
of disease (Figure 5).2°

PREMs, which assess patients’ needs and
experiences during care, are growing in
popularity. They have been used across health
services in many countries, including the

UK, Canada, Australia and South Korea.*>
Usually administered in the form of surveys,
questions cover a range of aspects including
patients’ perception of the accessibility and
quality of services, as well as interactions with
healthcare professionals and whether they
show empathy, compassion and respect, and
involve patients in care decisions.

Importantly, studies have shown that patient
experience is consistently positively associated
with patient safety and clinical effectiveness
across a wide range of disease areas, population
groups and outcome measures.*#’ Patient
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Figure 5. Patient empowerment has different mechanisms depending on the type of disease

Type of disease Mechanisms of empowerment

Common chronic diseases such as type 2
diabetes and psoriasis

Successfully managing the condition in daily life,
with lifestyle changes

Poorly understood diseases such as ADHD,
Fibromyalgia and chronic fatigue syndrome

Being diagnosed and accepted as someone
who has the disease in order to get access to
medicines without prejudice

Rare diseases such as amyotrophic lateral
sclerosis (ALS) and fibrodysplasia ossificans
progressiva

Getting information about the condition,
obtaining the right diagnosis, access to an expert
with experience, access to new or experimental
medicines

Adapted from BMC Med Inform Decis Mak. 2015;15(1):1-9.

experience is a pillar of quality with clinical
importance; it has been positively associated
with self-rated and objectively measured
health outcomes, adherence to recommended
treatments, preventative care such as the

use of screening services and immunisations,
healthcare resource use such as hospitalisation
and primary-care visits, technical quality-of-
care delivery, and adverse events.*

Therefore, PREMs may be used to identify
strengths and weaknesses of healthcare
delivery, drive quality improvement, monitor
healthcare delivery over time, benchmark
experience across various institutions, and
promote patient choice, serving as an avenue
for patients to be heard.

Regulatory processes

In the US and Europe, a range of initiatives
have been established to facilitate patient
involvement in regulatory processes. In the US,
the Prescription Drug User Fee Act (PDUFA)
aims to enhance patient involvement in drug
development and expedite the drug-approval
process. Part of the PDUFA is a patient-
focused drug-development programme to

obtain patients’ input on their conditions, the
impact on daily life and available therapies.
This establishes the context in which
regulatory decisions are made.

In Europe, the European Medicines Agency
(EMA) and European Patients’ Academy

on Therapeutic Innovation have published
guidance for patient involvement in regulatory
processes (Figure 6).#5' Transparency in the
regulatory process is enhanced, and patients
gain more trust in regulatory processes. Patient
preference studies are highly relevant, as they
enable regulators to understand whether
there are subgroups of patients with different
preferences concerning the benefit-risk trade-
off for new drugs.*?

In benefit-risk discussions, patients bring “a
unique and critical input based on their real-
life experience of being affected by a disease
and its current therapeutic environment,” says
the EMA. “This element fills a gap that other
scientific experts cannot fill, and which has
proven necessary to achieve the best possible
results within the regulatory process.”
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Case study: A discrete choice experiment study to uncover
preferences for a covid-19 vaccine in China

Researchers in China assessed preferences for a covid-19 vaccine using a discrete
choice experiment (DCE) among the general population, via an online survey.* The
DCE examined vaccine preferences across six attributes: effectiveness, duration of
protection, side effects, frequency of injections, price and origin of the product. Each
participant completed ten choice scenarios that asked participants to choose between
two slight variations of the attributes in each set.

Over 1,200 people participated in the research, demonstrating the utility of DCE
methodologies in garnering patient or public preference information from a large
sample. The attribute identified as highest preference was “effectiveness of the vaccine”
to the public in China, followed by “long protective duration”, “very few adverse events”
and “being manufactured overseas”. Interestingly, the least important attribute affecting

public preference in selecting the covid-19 vaccine was cost.

Attribute Treatment A Treatment B
Effectiveness (%)
3
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Figure 6. Opportunities for patients and patient organisations to participate in EMA regulatory

processes

Where°

« Governance of the EMA via
the Management Board

« Members in scientific
committees

« Consulted by Scientific
Advice Working Party and
scientific advisory groups

« Consulted by the EMA

scientific committees projects

For what

» Consultation on guidelines
and policies

« For benefit-risk discussions

« Reviewing documents
destined for the public

« Disseminating information,
participating in workshops,
networks and research

Health technology assessment (HTA)

Involving patients in health technology
assessment (HTA) and reimbursement
decision-making is a key step towards
empowering patients, and leads to more
informed, transparent, accountable

and legitimate decisions about health
technologies.” HTA is defined as a
“multidisciplinary process that uses explicit
methods to determine the value of a health

technology at different points in its lifecycle.

The purpose is to inform decision-making
to promote an equitable, efficient and high-
quality health system.>*

HTAs may be applied to a broad range of
activities, including introducing a new medicine
into a reimbursement scheme, rolling-out
broad public health programmes (such as
immunisation or screening), setting priorities

in healthcare, identifying health interventions
that are cost-effective, and setting prices for
medicines and other technologies.

Patient involvement in HTAs can lead to
more informed, transparent, accountable
and patient-centric decisions about health
technologies. Despite these benefits, patients
are not always involved in the HTA process.

If they are, their involvement is often viewed
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‘tokenistic’, though how and when patients
are involved varies substantially between HTA
bodies.

A study examined patient involvement in

20

the first to formally involve patients in
assessment frameworks, followed by South
Korea (2012), Taiwan (2015), and France
(2016), while there is no patient involvement
within Japan’s HTA framework. The greatest

HTA agencies in single-payer countries in
Europe, and North America (England, France
and Canada) with those in Asia (Taiwan,
Japan, South Korea, Thailand). The authors
concluded that the degree, methodology, and
significance of formal patient involvement
differs across countries. England (1999),
Thailand (2009), and Canada (2010) were

level of patient involvement was observed

in England and Canada, where patients are
involved throughout the HTA process (scoping,
evidence gathering, consultation, appeal/
resolution, dissemination, review). Some best
practice examples from Canada are detailed in
the box below.

Involvement from the outset

The Canadian Agency for Drugs and Technologies in Health (CADTH) seeks patient
input from the outset of the HTA process. For each assessment of a new pharmaceutical
product, patient groups are invited to submit their views with regard to the impact

of the disease on patients and their families, experiences with current therapies, and
expectations or experiences regarding the product under assessment. The view of
patients is integrated within the assessment protocol and the assessment reports.*®

Patient-centredness in considering patient-related factors

In CADTH'’s guidelines, patient heterogeneity in relation to treatment effects is
mentioned. An analyst, by means of a modelling study, should uncover heterogeneity
in data relating to aspects such as costs, outcomes and patient preferences in stratified
analysis.*

Using multiple channels to seek the patients’ voice

CADTH developed a formal approach for incorporating patients’ perspectives on health
outcomes and issues in both the assessment and appraisal phases. Calls for patient
input and the respective deadline are sought via CADTH'’s website, e-alerts and Twitter
account. Patient views are collected using a Patient Input Template provided online. If
no patient input is submitted, CADTH may search for grey literature and/or seek advice
from patient groups outside of Canada.*®

Patients are included in stakeholder consultation

CADTH formally asks for feedback from different stakeholder groups (including
healthcare professionals, patients, industry, associations and others) on projects and
draft reports. In addition, processes are in place for patient groups to provide input on
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pharmaceutical products that are reviewed through the Common Drug Review and the

pan-Canadian Oncology Drug Review.*®

Capacity building via the provision of feedback

CADTH was the first HTA agency to provide patient groups with feedback on the
difference that their submission made to the deliberations of the appraisal committee
and the resulting recommendations.®” This mechanism was introduced in 2014, and
has since been adopted elsewhere. Patient groups have reported appreciating the
personalised feedback, as well as using it to amend subsequent submissions in areas
including data-collection methods, direct patient quotations and provision of more

detailed explanations.

1.3  Patient groups

Patient groups play an important role in
representing the interests of people with a
specific health condition, often a chronic or
terminal disease. They consist of groups of
patients or caregivers in manifold indication
areas who often act and organise themselves
on a voluntary basis. The often multi-
faceted role of patient groups in patient
empowerment is highlighted in Figure 7.

In Asia, patient groups are generally not as
advanced and sophisticated as in Europe,
although the number of patient groups and
their roles have been increasing. For example,
the Korean Alliance of Patients’ Organizations,
formed in 2010, was instrumental in instigating
the country’s Patient Safety Act.

In China, patient organisations focused

on rare diseases have been involved in

drug development, regulatory approvals,
marketisation and the reimbursement process.
However, this level of involvement is not
uniform across the region.

Most patient groups in Asia offer some form
of peer support, either online or in person.

Participation in online and peer support
groups has been shown to endorse patient
empowerment by increasing knowledge and
enhancing social wellbeing.’® Peer support
also increases empowerment in terms of self-
efficacy (a person’s confidence in their ability
to act positively towards a health objective),
perceived social support and understanding of
self-care.

Patient- and community-led groups are now
omnipresent in drug-regulatory agencies and
global standard-setting bodies, including the
WHO and the EMA *® In recent years, they
have played a pivotal role in elevating the voice
of patients and energising the research agenda
for many rare diseases and infectious diseases,
and some non-communicable diseases. They
have been praised by many medical experts as
representing an advance in the field of global
health.*®

One example of a group that successfully
directed research priorities is the Cystic
Fibrosis Foundation. In 2000, there was only
one available therapy, however, 12 therapies
had been approved by the US Food and
Drug Administration (FDA) by 2020. In 2019
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this patient-led, donor-funded organisation
committed US$500m for research through
2025, in the hope of advancing a cure for
cystic fibrosis.*®

Many patient groups receive financing from
industry partners and may struggle to get
funding from other sources. This may create
conflicts of interests, as patient groups may
find it harder to publicly raise concerns
about the safety or pricing of a product, in
case it may affect future funding. Consumer

22

health organisations often work on educating
patients, yet accepting industry funding may
result in “perception problems”, according

to Ann Single, a member of the steering
committee of the Patient Voice Initiative,

an Australian patient-empowerment
organisation. Open and transparent processes,
such as disclosing payments received by
source and the purpose of support, can help to
improve perceptions while retaining much-
needed support.

Figure 7. The role of patient groups in patient empowerment
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Source: Economist Impact.
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1.4  Summary of best practicesin
patient empowerment

Health literacy:

Governments, patient groups, medical
societies and other relevant organisations
should work together to implement
educational programmes to increase the
health and media literacy of patients. Health
systems could also be redesigned in a way that
makes processes to access health services and
information more intuitive for patients and so
reduce the burden of navigating the system.

Shared decision-making:

Patient decision aids should be developed
and incorporated into the process of care and
healthcare professionals should be trained
and equipped with skills to engage patients

in SDM. Patients should be made aware that
their preferences may have an impact on
their treatment decisions and given adequate
information to participate in SDM.

Research and development:

Patients should be given the opportunity to
be involved in drug development programmes
by giving input on their unmet needs and

the impact of the condition on their daily

lives. Where applicable, PROMs and patient
preference studies should be included.
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Regulatory processes:

Ideally, drug approval processes should involve
patients in benefit-risk discussions. Patients
should be consulted on guidelines and policies
that affect them and be asked to review
documents intended for public viewing.

Health technology assessment:

Patients should be involved from the outset
of the HTA process, and multiple channels
utilised to seek patient input. Patients should
be included in stakeholder consultation, and
feedback should be provided to patients
regarding their input.

Patient groups:

Patient groups should be well-organised

and represent the views of their patient
population. Patient groups should seek a
breadth of funding sources, and declare

all funding sources (in particular from
commercial entities) and the purpose of the
support provided, to ensure transparency and
credibility.
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Chapter 2.
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Patient empowerment
In selected countries

2.1 Europe and North America

Countries in Europe and North America have
been spearheading the patient empowerment
movement. The UK government has embraced
the patient empowerment concept politically
since the early 2000s, moving to make the
Expert Patient Programme (a six-week course
for anyone living with one or more long-term
conditions) a centrepiece of the approach by
the National Health Service (NHS) to manage
chronic disease, ultimately seeking to establish
a true partnership between the public and
health professionals.®¢!

Ngawai Moss, patient and public involvement
leader for Elly Charity, and an honorary
research fellow at the Institute of Population
Health Sciences, Queen Mary University

of London, acknowledges that patient
empowerment in the UK is good compared
to other countries, but also highlights
shortcomings. “Patients are able to plug into
many parts of the healthcare landscape [see
Figure 8]. However, there is a lack of equality
in the representation of certain groups—for
example, children, older frail adults or those

who are socio-economically disadvantaged.
And the financial and administrative aspects of
managing patient involvement may also be a
challenge,” she says.

“From the perspective of establishing
themselves as independent entities, patient
organisations are extremely sophisticated

in Europe,” says Camilla Krogh Lauritzen,

a scientific advisory board member at

the International Alliance of Patients’
Organizations and European lead on

patient advocacy at Orphazyme, a Danish
pharmaceutical firm. “In addition to being
well-orchestrated, they work not only in

the local community, at the country level,
but also with peer organisations in other
countries. In matters of policymaking, EU
patient organisations have a specific focus
on preserving their integrity via financial
independence from industry. This aligns with
and reflects principles and guidance led by
patient super-structures in the EU [such as] the
European Patients’ Forum and Rare Diseases
Europe. Unlike in Canada and the US, you are
unlikely to find a patient organisation in the EU
that is fully pharma-funded”.
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Figure 8. Patient involvement in the UK

Health system
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All NHS bodies have a legal duty to involve and consult the public about
the running of local health services.

Hospitals

Non-executive directors represent the needs of patient communities

Research

Patients are involved in ethics committees, advise priorities to focus on
and can be co-applicants or investigators in funding applications

Regulatory

The Medicines and Healthcare products Regulatory Agency (the UK’s
drugs regulator) has a Patient Group Consultative Forum

Medical societies

The Academy of Royal Colleges, which represents 23 medical royal
colleges in the UK and Ireland, involves patients in different capacities.

Healthcare charities,
advocacy groups and
NGOs

Groups such as the King’s Fund and the British Heart Foundation help to
educate patients, increase health literacy and promote the patient voice

A number of the experts that we spoke

to highlighted the positive results and
improved outcomes that are derived from
partnerships between pharmaceutical firms
and patient organisations. However, Ms
Lauritzen mentioned the potential risks that
can arise from an actual or perceived loss

of independence and integrity: “If a patient
organisation is seen as being in the pocket of
pharma, the consequences may be fatal for
the organisation; it may lose its advocacy role,
power and mandate, and in essence go out of
business.”

This is where codes of practice between
patient organisations and the healthcare
industry are vital to ensuring that such
partnerships can continue to co-create
solutions that improve patients’ lives. “It is
critically important that essential pharma/
patient organisation partnerships, such as R&D
partnerships, are documented, transparent
and do not lead the patient organisation to
become financially dependent on any one
company,” says Ms Lauritzen.

Health literacy

“Health literacy in the UK is mixed, both
improving in some populations but still
immobile for others—for example, in migrant
communities,” says Ms Moss. “The UK is
multicultural, with different health beliefs
and languages. Silent animations with
accompanying text can help with language
barriers. Access to information, such as
research papers, may be limited. Higher levels
of health literacy are required to interpret
complex data, statistics or prediction models
that can be used to make decisions.”’

The European Patients’ Academy on
Therapeutic Innovation, an independent non-
profit foundation based in the Netherlands,
aims to promote patient engagement
through education.®? “Patients can educate
themselves on how and where to play a role
in medicines R&D through this, and it’s free,”
says Ms Lauritzen, although she acknowledges
that this attracts patients with high self-
efficacy. She explains that, in the Nordics,
many patients demonstrate a high interest

© The Economist Group 2021



Empowering the patient voice in healthcare decisions

in new medicines development and in their
own disease management. For patients who
are more passive, their family or community
would usually step in. Patient organisations
and patient digital networks also play a role
in reaching out to those with lower health
literacy.

SDM

SDM is implemented throughout Europe.
“Denmark and the Nordics, in general, have

a very consumer-friendly treatment system,”
says Ms Lauritzen. “For example, in cancer,
treatment options and investigational drug
options are presented to patients, and doctors
will discuss the efficacy and safety profiles of
the options and patients can be part of the
implied decision-making”

However, Ms Moss points out that the

degree of implementation varies. “Patients
are encouraged to make decisions, but
sometimes the patient does not have access
to all necessary information to make informed
decisions, so it is not true SDM,” she says.
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Engagement Collaborative forum, the Patient
Engagement Advisory Committee and the
Patient Representative Program. In the EMA,
patients are involved in various phases of

the medicine regulatory lifecycle, including
early dialogue on medicine development,
evaluation for authorisation and safety of
medicines. Patients are voting members of
some committees or are consulted for advice.

However, within individual countries

in Europe, there are differences in how

much say patients have. For example, the
reimbursement councils of different countries
differ in the level of (and transparency around)
patient involvement. In Germany, when it
comes to approval of health technologies,
only the statutory health insurance providers
and care providers are allowed to vote.
Patient organisations at the table can voice
opinions but cannot vote. In contrast, the
reimbursement council in Denmark includes
a patient key opinion leader with decision-
making powers.

Patient involvement in HTAs

In England, the National Institute for Health
and Care Excellence (NICE), which publishes
guidance covering all aspects of healthcare
delivery, has a dedicated team, the Public
Involvement Programme (PIP), to support
and advise on patient and public involvement

“When we talk about the patient voice, [[§3

about having a more democratic health
system.j§

Axel Mihlbacher, professor of health economics and healthcare
management, Hochschule Neubrandenburg, Germany.

Presence of patient voice in drug
development and approval

The FDA and the EMA have formal documents
and various programmes for patient
engagement. Some of the FDA's patient
engagement initiatives include Patient-
Focused Drug Development meetings, Pilot
Listening Sessions for rare diseases, a Patient

across all of its work programmes. PIP
identifies relevant patient organisations to
participate in HTAs. There is opportunity

for patients or patient organisations to be
involved in all stages of the HTA (scoping,
evidence gathering, committee consideration,
consultation, appeal or resolution, publication,
and review).®

In Denmark, patient involvement in HTA was
developed at the national and regional levels
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Drug
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given to patients | may be lacking. applied.
in regulatory
bodies.

as early as the 1980s.% Patients participate

as stakeholders in HTA processes through
representation in stakeholder groups. In
addition, the strategy for patient involvement
includes research on patient-related aspects—
to produce patient-based evidence—as an
integral part of HTA.®

Since 2004, patient participation has been
legislated for in Germany’s Federal Joint
Committee (G-BA, by its German name) and
the Institute for Quality and Efficiency in
Healthcare (IQWiQ).%* The G-BA is the highest
decision-making body for pharmaceuticals,
therapeutic methods and medical devices,
while IQWIG drafts HTA reports commissioned
by G-BA.%* In 2017 around 250 patient
representatives were active in G-BA
committees. Patient representatives may
participate in discussions and are entitled to
submit petitions, but they are not allowed to
vote.®

Despite inclusivity in the process, German
HTAs are lacking when it comes to the
incorporation of patient preference data. “We
need HTA frameworks that have a structured,
transparent approach to incorporate patient
preference data into the decision-making
process,” says Axel Miihlbacher, professor of
health economics and healthcare management
at Hochschule Neubrandenburg, a university
of applied sciences.

Use of patient-reported outcome measures
and patient-reported experience measures

Though PROMs and PREMs are incorporated
in most healthcare institutions and by the
pharma industry in Europe, there may be
gaps in how these are systematically used.
According to Ms Lauritzen, even though data
may be consistently collected, it may not be
used proactively across all of pharma.
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2.2 Australia

“Whilst we have a national health system
that is one of the best in the world, there

is still a long way to go in terms of patient
empowerment,” says Wendy Benson,
administration manager of the Australian
Patients Association. Ms Benson cites
limitations with access and choice of medical
care in regional areas, and the challenges of
interacting with healthcare professionals who
may not know how to communicate clearly
with empathy and compassion.

“The environment has changed in Australia in
many ways to support patient empowerment
groups, such as the establishment of the
Consumer Evidence and Engagement Unit in
the Department of Health's Office of Health
Technology Assessment,” says Ms Single of the
Patient Voice Initiative.

In Australia, consumer submissions to the
Pharmaceutical Benefits Advisory Committee
(PBAC), the agency responsible for HTA,
almost doubled from 2013 to 2016, reflecting
increasing interest from patients and patient
advocacy groups in how healthcare decisions
were made.®* However, there is a lack of
transparency in processes, and patients may
not know how to get involved.

“A barrier to SDM is the contention over
expertise—who knows best and what is
best for the patient, including what matters
most and what should be part of the

discussion. It is ENEA I G EATLETS
CELESRTENT without properly discussing
[it] with them.”

Ann Single
Steering committee member, Patient Voice Initiative, Australia
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Health literacy

Health literacy in Australia is in need of
improvement—one study estimated that
almost half of Australians have limited
functional health literacy, impairing their
ability to manage their own conditions and
participate in SDM.?

Using simple language and offering language
translations and interpretations are essential
in a multicultural society like Australia,

says Richard Vines, chair of Rare Cancers
Australia. Qualified information may contain
complicated terms that patients do not
understand. “It might be safe, but it doesn't
actually inform anybody,” he says. Patients
should be allowed to drive communication
in their communities. A good example is the
culturally specific YouTube videos produced
by indigenous communities to explain social
distancing in the covid-19 pandemic.

Consumer health organisations are well placed
to promote health literacy, as they have a
good understanding of what chronic patients
want. However, health literacy efforts should
go beyond preparing information and sending
it out to an assumed patient. “If you develop
products and services with patients then you
may start to talk about them in a similar way
to patients, in a way that connects with their
interests and makes sense to them. This might
reduce some of the burden for large education
or literacy programs,” says Ms Single.

SDM

In Australia, SDM is embedded within the
national clinical standards for accrediting
hospitals, day procedure services, public
dental services, medical education, general
practice, aged care and disability services.
At the individual level, there has been a shift

© The Economist Group 2021



Empowering the patient voice in healthcare decisions

from provision of information to patientsin
selected areas, to engagement in all aspects
of healthcare that they wish to participate in.%
At the health service level, there is increased
scope for consumers to be partners and co-
creators of healthcare service design, delivery
and quality improvement.®® Since 2019, all
health services have been assessed against
these standards for accreditation.®

However, some patients may not want to
participate in SDM. “Our surveys show that
about 50% of patients are not comfortable
with asking doctors questions during their
rounds. Older patients tend to leave decisions
to their doctors without questioning,” says

Ms Benson. Language diversity and time
constraints in busy institutions are other
barriers to SDM.

Patient involvement in HTAs

At a national level, two main committees
make recommendations for public funding of
health interventions in Australia.?* These are
the PBAC for medications and vaccines, and
the Medical Services Advisory Committee
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The PBAC has a process of taking consumer
comments by publishing its agenda on

its website eight weeks in advance of

the committee meeting. The patient
representative reviews and presents these
comments at the meeting. However,
consumers are not informed of the details
submitted, nor do they receive feedback
regarding their comments.®® The public
summary documents acknowledge the patient
input received but lack detail on the content
and impact.®* The MSAC has consumer
members who raise issues on behalf of
patients and communities. These consumer
members, who sit on the overarching
committees and subcommittees, go directly
to key patient groups to ask them specific
questions as part of developing papers for the
MSAC committee. However, it is unclear how
patients can get involved in this process.

Notably, the burden of input lies on the
patient group or patient. This is subject to
barriers such as poor communication, lack of
transparency, and inadequate representation
and time for input.%

Use of PROMs and PREMs

sl lit1burden of patient input lies on the
or patient group”

Ann Single
Steering committee member, Patient Voice Initiative, Australia

PROMs and PREMS are used in clinical practice
in Australia, says Ms Benson—public hospitals
in Victoria are one example of this. “It’s
important to be sure that PROMs and PREMs

(MSAC) for medical services, diagnostics and
devices. Both include at least one patient
representative on their expert committees and
provide opportunities for patient and public
input.%® The PBAC seeks input during the
appraisal stage, whereas MSAC seeks input at
the protocol development stage.®

are actually what matters most to patients
rather than clinicians,” says Ms Single. “But
regulators, HTA bodies and patient groups
are increasingly aware that patients need to
get involved so that the research measures
outcomes are relevant to their communities.”’
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Case study: Patient Voice Initiative

Patient Voice Initiative (PVI) is a collaboration between
patients, researchers and industry that works towards
strengthening the patient voice in the Australian
health system. PVI advocates for the inclusion of the
patient perspective in all aspects of Australia’s health
system, as well as the development, approval and
funding of medical technologies.

PVI was founded in 2015 with the purpose of growing
the presence of the patient voice in HTAs. Through
meetings in Sydney, Melbourne, Brisbane and
Canberra, the organisation achieved consensus over
unmet needs and identified four priority areas for

improvement (Figure 9).% PVI's work aims to address
these unmet needs and focus on the four priority
areas.

Besides this, PVI functions as a forum for collaboration
and dialogue among stakeholders, proposes initiatives
to support patient involvement, and provides tools

and resources for consumers, patients and health
professionals to enhance the delivery of patient input,
as well as patient-based evidence. PVI relies on funding
from multiple pharmaceutical companies and in-kind
contributions to conduct its activities and programmes,
which are free for patients and patient groups.

Figure9. Unmet needs and priority areas for the patient voice in the Australian health system

Unmet Needs

Legislation and procedures

Assurance that the participation of patients and
patient groups in HTA will be supported and their input
and patientbased evidence considered

Communication

Create a well-resourced unit to support and develop
patient involvement and provide clear contact points
and opportunities for dialogue

Training and guidance

Opportunities to learn in order to improve patient and
patient group capacity to make valuable contributions
to HTA

Evidence generation
Strategic tools and projects to build a robust evidence

base about patient aspects, eg registries of patient
experience

Source: Economist Impact.

Priority areas

Earlier enegagement of patients in the
medicines' reimbursement process to allow
participation in the entire journey.

Dedicated consumer portal website explaining
each committee's purpose, processes and
involvement opportunities, and comprehensive
links to tools and advocacy groups

Agreed, standardised and systematic approach
to capturuing and interpreting evidence that is
relevant to patients in decision-making
processes

Activites to improve patient groups'
understanding of HTA processes and outcomes,
proactively provide feedback to patients on the
value of evidence
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Summary of patient empowerment in Australia
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2.3 China

The concept of patient empowerment is
relatively novel in China.®” Due to the country’s
culture of collectivism, patient empowerment
may take a different form compared with

the individualistic culture of the West. One
survey shows that patient empowerment

in China is associated with frequent health-
related Internet use and strong relationships
with social networks.¢” These networks

“Patient empowerment is [T RT3
PELEISES TN [1a%—it is something

that the whole system needs to work on.”

Research assistant professor, Chinese University of Hong Kong

may influence empowerment by providing
emotional support, improving self-efficacy,
and offering information and different
perspectives.”’ Crucially, having positive
patient-centred interactions with healthcare
providers predicted patient empowerment—

so much so that it lessened the effects of
internet use and relationships on patient
empowerment.

Social media in China has enabled the
formation of patient groups, with individuals
becoming ambassadors for particular diseases.
Some form professional grassroots groups,
dedicating full-time resources and hiring
employees, says Shi Li Zheng, director of the
Health Systems Analytics Research Center at
Tulane University in the US.

“Self-medication and self-care are forms of
patient empowerment,” says Dong Dong, a
research assistant professor at the Chinese
University of Hong Kong whose research
focuses on patients with rare diseases. “There
is a huge discrepancy among patients based
on socioeconomic status, education level,
ethnicity, access to healthcare services, past
experience with medical systems and type of
symptoms or diseases. These factors interfere
with patients’empowerment and confidence
in controlling their own diseases”
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Health literacy

In China, surveys are conducted routinely to
monitor health literacy levels. The first two
nationwide surveys on health literacy were
conducted in 2008 and 2012 respectively.®®
Results of the latter showed that only 8.8% of
the population had adequate health literacy.®
In 2014 the National Health Commission of
China issued a new strategic plan to increase
this level to 20% by 2020.%° People in rural
areas tend to have a lower level of health
literacy compared with those in urban cities.
Within Beijing, the estimated level of adequate
health literacy was 24.7% in 2012 and 28% in
2015.%° Female gender, age (25 to 34 years), a
higher level of education and higher household
income were predictors of health literacy.®

Funded by the government, national initiatives
to promote health literacy include public
advertisements on essential health knowledge
and skills; health education and promotion
activities in various settings, including
communities, health facilities and workplaces;
and population-based surveillance.”
Conventional health literacy initiatives focus
on educating patients through campaigns,
activities and materials. But Dr Dong as per
interviewee suggests that, instead of trying

to “raise the bar” of patients’ knowledge,
initiatives could “lower the bar” by simplifying
the expert knowledge and making the system
better tailored to patient needs.

More efforts are also needed to combat
misinformation in the media, which people
with low health literacy are susceptible to.
Sponsored advertorials in the form of news
or documentaries may make it difficult for
the public to differentiate between factual
science and advertising, says Dr Dong as per
interviewee.

32

SDM

A 2015 review found almost no reports or
research on the development, testing or
implementation of SDM tools for patients in
China.” However, interest in SDM in China has
been growing in the past few years, with more
research conducted in the theoretical aspects
of SDM, as well as greater use of translations of
SDM questionnaires and SDM tools in clinical
practice.®' One study suggests that most young
Chinese clinicians want to participate in SDM,
but lack experience and time.®

There are also regional differences. “In
Guizhou, patients and doctors are not used

to the idea of SDM; patients want the doctors
to decide for them. Whereas in Shanghai,
more patients make active decisions,” says Dr
Dong as per interviewee, who has conducted
ethnographic studies in Guizhou and Shanghai.

Wang Yiou, secretary-general of the lliness
Challenge Foundation, a Chinese organisation
focused on rare diseases, points out that
patients may want to participate in SDM but
may be limited by their situation and resources.
The education level of patients, their knowledge
about their disease, their ability to express
their needs and the length of consultation

time impact patients’ ability to be involved in
SDM. Affordability also impacts the decision.
Patients with limited resources may only be
able to afford one treatment, which may not
necessarily turn out to be the best option.

While SDM is hardly practised, informed
consent has been implemented in China.”
“There are regulations on informed decision-
making, patient consent and ethics,” says Dr
Dong as per interviewee. “Legal forms can help
to resolve doctor-patient conflicts, but there
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is no patient involvement in designing the
forms, and some patients sign them without
understanding. The forms usually benefit the
doctors, like a responsibility waiver”

Patient voice in drug approval and
reimbursement processes

To our knowledge, there is no systematic
process for patient engagement or
involvement in drug approval in China.
Nevertheless, professional patient
organisations are sometimes consulted,
especially in rare diseases. There are a

few channels for patient organisations to
participate in research development and
regulations, although they do not sit on boards
associated with these processes.

“In rare diseases, patient organisations

are usually involved in drug development,
regulatory approvals, marketisation and

the reimbursement process,” says Dr Dong

as per interviewee. “For more common
conditions, the government usually relies

on medical experts for forming policies.
Patient organisations can exert their influence
through these experts. However, there are also
political and economic power-plays—doctors,
pharmaceutical companies and patients may
share some goals, but they also have their own
interests and agenda. Patient organisations are
not as rich as pharmaceutical companies, and
not as powerful as the experts, so they are less
influential”

“Insights from PROM data can be used

can be used in the
NEENCENC NI R to facilitate SDM.”

Shi Li Zheng, director, Health Systems Analytics Research Center, Tulane

University, US
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Use of HTAs

HTA is a relatively new discipline in China.
With the support and leadership of the
Ministry of Health, several HTA research
institutions were established in the 1990s,

and in 2007 the China National Health
Development Research Center set up a
department called the Health Policy Evaluation
and Research Branch, which conducts HTA
projects.”

“There is no process for patient involvement
in HTA in China yet,” says Mr Shi, who has
co-authored a paper on the challenges and
opportunities of HTA in China. “The concept
of patient involvement in reimbursement
decision-making has been introduced, though
it will take time for patient-centred HTA to be
officially implemented”

HTA has been adopted by some policymakers,
but it has not been routinely integrated into
the decision-making process.”? There is no
clear role of HTA in the regulatory, pricing

or reimbursement systems, as institutional
segmentation means that more than 12
ministries govern the health sector in
China.” China needs to address capacity and
administrative barriers with actions targeting
both research and policymaking to foster a
better use of HTAs in the decision-making
process.”

Use of PROMs and PREMs

Notably, several PROMs have been developed
specifically for the Chinese population, owing
to the fact that such questionnaires are
strongly dependent on cultural background
and translation is not straightforward.”
PROMs developed overseas should be adapted
and validated in the Chinese population.
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In mainland China, there is no standard
practice for collecting or using PROMs;
individual hospitals decide whether to collect
the data. Doctors usually collect PROMs for
research purposes, rather than in clinical
practice. However, some of the data are
collected without standardised scales or
validated questions, says Dr Dong as per
interviewee, meaning the responses are not
valid or reliable.

In terms of PREMs, the China Healthcare
Improvement Evaluation Survey (CHIES) was

Summary of patient empowerment in China

the first national standard for collecting and
publicly reporting on patients’ perspectives
of care. The CHIES, which was conducted in
2016 and 2018, included the Chinese Patient
Experience Questionnaire Survey.”* This
identified several areas for improvements in
tertiary hospitals, such as environmental and
humanistic aspects of care, as well as non-
medical services.” It is not clear whether this
survey will be conducted regularly or how its
findings will be applied.

Drug
Health literacy | SDM development HTA PROMs and
PREMs
and approval
Health literacy SDM is hardly Thereis no Thereis Thereis no
levels are low, practiced, systematic no process standard practice
especially in rural | although process for patient for collecting
areas. National informed for patient involvement in PROMs, and
health literacy consent has been | involvement HTA in China. most are used
promotion implemented. in drug HTA has not for research
initiatives have Significant development been routinely purposes. In terms
been set up to barriers include or approval. integrated into of PREMSs, the
raise literacy low health However, the decision- China Healthcare
levels. literacy, short professional making process. Improvement
consultation patient Evaluation Survey
time and organisations collects and
unaffordability are sometimes reports patient
of treatment consulted. perspectives.
options.
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2.4 Japan

“The Cancer Control Act was a landmark
event in the history of patient engagement

in Japan,” says Junko Sato, the office director
of the Office of International Programmes

of the Pharmaceuticals and Medical Devices
Agency (PMDA), Japan’'s medicines regulator.
“It was one of the key drivers of the patient
empowerment movement here. In 2006,
some cancer patients and cancer survivors
were invited to give their views on developing
and implementing the Act. This experience
encouraged patient engagement in Japan, and
many groups started to engage patientsin
conferences for discussion”

Traditionally, the healthcare system in
Japan has been paternalistic, with a marked
difference of status between healthcare
professionals and patients. Doctors tended
to be held in high regard and patients did
not question their decisions. In recent years,
circumstances have been changing to raise
patients to a more equal level.

“In Japan, patient groups are not as well-
organised or well-funded as they are in the
US and EU; patient groups do not really have
aseat in Japan’s healthcare policymaking
process,” says Amy Jackson, Japan
representative of Pharmaceutical Research
and Manufacturers of America, a trade group.

However, change is on the horizon. “The
chief executive of PMDA issued a directive

to enhance patient and public involvement,”
says Dr Sato. “To this end, the Working
Group on Patient Centricity within PMDA
was established in April 2019. [Dr Satois a
member] The group aims to publish guidance
to improve patient engagement in Japan by
2021”
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Health literacy

Although Japan has an excellent and accessible
healthcare system, the healthcare literacy

of its population is lower than that of other
countries.’ One study suggests that the
inefficiency of the Japanese primary healthcare
system, and the lack of comprehensive,
reliable national online platforms for medical
information, are partially to blame for the
country’s low level of health literacy.”

“Some medical societies and scientific
consortiums provide information and
education to patients via various platforms,
such as websites or seminars, to enhance

their health literacy,” says Dr Sato. Besides

this, there are few opportunities for the public
to acquire basic information concerning

the healthcare system, available healthcare
resources or skills to enable them to effectively
interact with healthcare professionals.”

SDM

“Shared decision-making in healthcare policy
is not given much attention in Japan,” says
Ms Jackson. “Most patient organisations

are not big or well-organised enough to

have an advocacy platform to interact with
policymakers and other stakeholders to push
for a greater voice in healthcare decision-
making.”

A survey conducted in 2015 in Japan showed
that many patients are interested in SDM,
whereas physicians underestimate patients’
desire to be involved in SDM (Figure 11).7°
Patients with a poorer health-related quality of
life were more likely to prefer to be involved in
the treatment decision.”
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Figure 11. Comparison of patients’ desire for SDM versus physicians’ perceptions of patient

preference for SDM’®

Patients who want SDM (n=103)

Physicians’ perception of patients whowant SDM |

0%  10%

There is a growing need for high-quality SDM
tools for physician-patient interactions in the
ageing society of Japan. As the number of
older patients and patients with comorbidities
increases, the number of complex medical
decisions also increases. Japanese guidelines
clearly stipulate the need for close dialogue
between physician and patient for decision-
making processes regarding medical care and
treatment during patients’ later stages of life.””

Patient voice in drug development and
approval

Despite increasing interest and focus on
patient-centric research, there has not been
much involvement of Japanese patients in this
respect.

“There is a committee for drug approval
process, which gathers opinions from the
public, consumer and those that sufferer
from disease,” says Dr Sato. However, these
processes are not transparent, and there is no
clear documentation on how patients or the
public can be involved.

Use of HTAs

A new HTA programme was provisionally
implemented in Japan in 2016 and formally
launched in April 2019, in an attempt

to address rising costs of healthcare
expenditure.”® Unlike other countries where

20% 30% 40% 50% 60% 70% 80%  90% 100%

HTA is used in coverage or reimbursement
decisions, HTA in Japan is used in determining
or adjusting price.”® The process uses cost-
effectiveness evidence (incremental cost-
effectiveness ratios), with quality-adjusted life
years as the basis for deciding pricing of the
drug or medical device.” Patient preference
data is not considered in this process.

Use of PROMs and PREMs

The importance of PROMs is recognised in
Japan, but they are mostly used in the research
setting, and not in routine medical care.”
Unlike the FDA and the EMA, Japan's PMDA
does not regulate the use of PROMs in label
claims. However, a study found that PROMs
are used in clinical trials and label claims, with
PROMs assessing symptoms, quality of life and
functioning being the most commonly used.®

Measures of patient satisfaction have been
largely replaced by patient experience
measures as a quality indicator of patient-
centeredness.®’ In Japan, the Patient
Experience Survey has been conducted at
the national level in three-year intervals since
1996 as part of a survey by the Ministry of
Health, Labour and Welfare.®? This survey
systematically measures patient experience
and allows patients to give feedback on the
quality of care received.
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Summary of patient empowerment in Japan
Drug
Health literacy | SDM development HTA PROMs and
PREMs
and approval
Anonlinesurvey | SDMisnot Thereis not much | HTAisonly used | PROMs are
of more than part of the involvement of to determine or used in research
1,000 Japanese healthcare policy. | patientsin drug adjust price,and | settings.
adults found Most patient development thereis no scope | The Patient
85% had either groups are not or approval. for patients to be | Experience
inadequate or well-organised Processes are not | involved. Survey is
problematic enough to have transparent. conducted
health literacy. an advocacy nationally every
platform with three years.
policymakers.

2.5 South Korea

Korea’s medical system is easily accessible, and
patients have freedom of choice in selecting
care providers. This autonomy can be seen as
empowering, although it is open to misuse,
says Jin-Young Paik, a representative of the
Korea Kidney Cancer Association: “Some
patients with mild diseases may go to tertiary
care institutions, instead of primary care
centres, and overburden resources.”

Instances of patient empowerment are seen
through the formation of patient groups and
grassroots advocacy. The Korean Alliance of
Patients’ Organizations (KAPO), comprised
of seven patient groups, was established in
2010.8 The KAPO launched an initiative,
the Shouting Café, gatherings at venues
around the capital, Seoul, for the public to
share experiences and grievances about the
medical system. One such event, where a
mother recounted how her child died from a
medication error, sparked national interest and
resulted in the Patient Safety Act, legislation
enacted in 2016.

Health literacy

Information about health and medical services
is communicated through the media and
discussed in forums and online. Though rates
of internet access are high in South Korea,
disparities in internet use persist, especially
among the elderly. The rate of internet use
among a representative sample of South
Korean diabetes patients aged 65 years and
older was found to be only 16%.%

A nationwide survey conducted in 2016
estimated that 61% of participants had
inadequate health literacy (Figure 12).%° Being
aged older than 40 years, having lower
education, living in the capital city and the
presence of barriers in getting information

Figure 12. Nationwide survey in South
Korea:

Approximately six out of ten people have
inadequate health literacy
e 6 6 6 o o

I TReeT
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predicted inadequate health literacy®> Another
study found that the level of health literacy
among disabled elderly adults was lower than
among those who were not disabled.® Hence,
more efforts are needed to promote health
literacy in South Korea, especially for
disadvantaged groups. Literacy education,
combined with community-based health literacy
programmes as well as digital competency
training, could be useful for older adults.

SDM

“Relationships between HCPs and patients
have improved; the current atmosphere has
changed to respect the opinions of patients
in hospital,” says Ms Paik. “However, there

is still a strong dependence on healthcare
professionals to make decisions, due to limited
time for medical treatment, and the complex,
technical medical fields that may be difficult
or confusing for patients. In the health and
medical delivery system, we are preparing a
system to establish an environment where
patient-centred sharing decisions can be
made,” she says.

The average consultation time per person

at a general hospital in Korea is 6.2-7.4
minutes.®” In 2015 Seoul National University
Hospital implemented a 15-minute, in-depth
consultation system for first-time patients

in outpatient clinics who had been referred

by a primary care physician.’’” The in-depth
consultations utilised SDM to choose

further treatment actions. When compared
with a control group who received regular
consultations, the in-depth consultation group
reported better patient-centred care, including
higher perceptions of medical professionals,
wait and consultation times, treatment,
patient advocacy, and patient satisfaction.?”
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Patient voice in drug development and
approval

Patient group representatives are invited

to participate in health and medical policy-
related committees. For example, the head
of the KAPO is currently on the Health
Insurance Policy Deliberation Committee
(HIPDC) and the director of KAPO is on the
Drug Reimbursement Evaluation Committee
(DREC). However, most of the discussions
are conducted at the final stages of approval,
making it difficult to directly reflect patients’
voices in the drug approval process.

Individual patients with unmet needs may
conduct single-person demonstrations or visits
in front of the National Assembly, the Ministry
of Health and Welfare, the Health Insurance
Review and Assessment Service (HIRA), and
the National Health Insurance Service. Patients
are also interviewed by the media in TV
broadcasts and newspapers.

Use of HTAs

South Korea's HTA system was implemented
in 2007, based on the organisational and
methodological experience of established HTA
systems such as those in Australia, Canada
and the UK. South Korea was the first Asian
country to introduce economic evaluations for
reimbursement decisions.®

The DREC, which consists of representatives
from medical associations and consumer
interest groups, determines whether to

fund the drug.® The DREC reviews all
reimbursement applications submitted to
HIRA. The ultimate decision is made by

the HIPDC. Though patient groups may be
involved, there is still room for improvement
(Figure 13).
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Figure 13. Gaps in patient involvement
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« Certain therapeutic areas are not represented in the DREC (for example, no oncologists or cancer
patients are involved)®®

« Patient groups participating in the DREC and HIPDC do so only in the final stage of approval, not
during the initial stage of discussion

« Assessment for drugs usually covers only “clinical efficacy” and not quality of life or PROMs

Summary of patient empowerment in South Korea

Drug

Health literacy | SDM development HTA PROMs and
PREMs

and approval
A nationwide SDM is starting Patient group Patient groups PROMs are
survey estimates | to be practised. representatives are involved in mainly used in
that 61% of There is still are invited to HTAs for drug the research
people have astrong participate in reimbursement setting. National
inadequate health | dependence policy discussions. | decisions. surveys of patient
literacy. on healthcare However, most However, evaluations are

professionals to
make decisions,
although patients’
opinions are
respected.

discussions are
only conducted at
the final stages of
approval, making
it difficult to
reflect patients’
voices through
the process.

there are still
gaps in patient
involvement.

conducted.

“Even if a drug is found to be clinically

beneficial, it may not be approved if it exceeds
the price originally determined by the DREC,”
says Ms Paik. “In the future, collecting patient
voices in all processes, or opinions from

patient groups of the disease, [should enable
the creation of] a clearer and more transparent

system”

Use of PROMs and PREMs

As for PREMs, the Ministry of Health and

Welfare and the National Medical Centre
conduct surveys of patient experience in
Korea. “Since a year or two ago, the Health

Insurance Review and Assessment service

has collaborated with several university
research teams to conduct research on patient

experience evaluations, and reported overall
findings from the interviews and surveys,’
says Ms Paik. “For example, they conducted

PROMs are mainly used in the research setting.
There have been efforts to use PROMs in local
studies, but there is greater scope to apply the
use of PROMs for practical purposes.®

research on patient safety and experience for
patients who have been admitted to a tertiary
hospital”
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Chapter 3.

Future steps

Empowering patients to be part of decisions that impact their health
can create more sustainable and equitable healthcare systems.
Opportunities exist in the Asia-Pacific region to draw on best practices
to accelerate and amplify efforts to empower patients and, thus,
improve population health and health system sustainability. Drawing
on the evidence and expert opinions captured in this report, we have
identified the following calls to action:

1. Increase public health and media literacy

Surveys have demonstrated that general populations in the Asia-
Pacific region have lower levels of health literacy compared with
other populations, and several governments have already undertaken
actions to improve this. However, more efforts are needed to address
low health literacy, particularly among disadvantaged groups such

as migrants, the elderly, and those of lower socioeconomic and
educational status.

Many patients get information from the internet and social media,
where misinformation abounds. Media literacy is required to equip
patients against misinformation so that they can verify if information
comes from a legitimate or reliable source and ultimately make
decisions that are evidence-based.

Context-specific health communication and tools should be developed,
as significant sociocultural differences contribute to differences in
communication and interaction, which in turn influences patients’ ability
to participate in health decision-making.® In addition, the provision

of reputable sources of health information can help patients and their
families to gain knowledge of health conditions, treatment plans and
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healthcare access. Such knowledge builds the foundation for informed,
shared decision-making, and, ultimately, the ability to control chronic
conditions and maintain one’s health.

2. Develop culturally relevant approaches to shared
decision-making in partnership with healthcare
professionals and patients

Shared decision-making requires health professionals and patients to
contribute different yet equally essential forms of expertise to health
decision-making.

Patients, patient organisations, families and loved ones must have
access to the knowledge and skills needed to make informed decisions,
as well as a facilitating environment that means people are truly
empowered to make decisions about their healthcare.

Healthcare professionals must create this facilitating environment by
actively communicating their commitment and support for shared
decision-making, while also ensuring that they have the skills to
adequately assess patient health literacy and facilitate open discussions
about treatment options.

Cultural sensitivities and personal preferences must be considered as
part of the shared decision-making process. While global resources exist
to support shared decision-making, it is not enough to simply adopt
them—they need to be adapted (through collaboration with all relevant
stakeholders) to ensure that they are culturally appropriate.

3. Commit to national policies that recognise the
fundamental right of patients to have a voice in
healthcare decisions

It is both an expectation and an aspiration for patients in the Asia-
Pacific region to have a meaningful voice in decisions that impact their
health. To truly empower patients in health decision-making at a system
level, governments must take a leadership role by setting national
standards and community expectations regarding the rights and

roles of patients in relation to decisions that impact their health. This
includes ensuring that national health policies and legislation recognise
the fundamental right of patients to be part of decisions that impact
their health, and that formal processes exist to involve patients in the
decision-making process in systematic and meaningful ways.
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4. Implement systematic processes to involve patients
in drug approval and reimbursement decisions

There is a lack of clear, transparent processes to gather consumer
comments and involve patient and consumer representatives during
drug approval and reimbursement decisions. Criteria that cover all
decision stages and explicit discussion of these criteria and procedures
are essential for accountability to patients and the wider public.

A feedback loop with patients and patient groups should be a standard
part of the process, with proactive feedback provided on the value and
impact of patient contribution to the decision-making process.

Patients and their representatives need technical skills to understand
some aspects of healthcare delivery, clinical research, regulation and
HTA. Training in these technical aspects would help patients to feel
more confident when engaging health authorities, and more able
contribute to decision-making.
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